Table 2.6.2.6.2 Page 1 of 1
Maraviroc Summary of Clinical Safety
Laboratory Data RFTs - Incidences of Increase in Creatinine Relative to ULN {Abnormal Baseline) - Multiple Dose - Thage 2
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Includes Protocols: A4001007 and A400101%5,
Date of Table Generation: 15AUG2006 (11:31)
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Table 3.1.1

Maraviroc Summary of Clinical Safety
Subject Evaluation Greoups by Gender
Phase 2b/3 Studies All Maraviroc Therapy

Gender: MALE

Page 1 of 2

Huwmber (%) of Subjects
Screened 3121

Agsigned te Study Treabtwment 1073
Treated
Cempleted
Discontinued
Digcontinued £rom blinded therapy
Discontinued from open label
Ongoing at date of cut-off

Analyzed for safety:
Adverse events
Laboratoxy data
ECG
Vital 3igns

maraviroc

1052

aQ
510 (48.5)
441 (41.9)
100 {9.5)
542 (51.5]
1052 (100.9)
1037 (98.6)
680 (65.6)
838 (79.7)

1027 and 1028 data is based on an 11SEP2006 [Week 24} cut-off.
Subjects are evaluable for Laboratory data if they have at least one on-treatment assessment for the applicable data type.

For proteocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

1029 data ig based on a cut-off of 08Dec2005.

PFIZER CONFIGENTIAL Includes Protocols:R4001026, A4001027, AR4001028, A4001029. Date of Table Generation:

0ZHCV2006 (12:



Table 2.1.1 Page 2 of 2
Maraviroc Summary of Clinical Safety

Subject Evaluaktion Groups by Gender

Phase 2b/3 Studies All Maravirce Therapy

Humber (%) of Subjects

Screened 532

Aggigned to Study Treatment 166

Treated 160
Completed o
Discontinued 89 (55.%)
Discontinued from blinded therapy 84 (52.5)
Digcentinued from open label 9 (5.86)
ongoing at date of cut-off 71 (44.4)
Analyzed for Safety:
Adverse evants 160 (100.0)
Lakoratory data 158 (98.8)
ECG 85 (53.1)
vital Signs 110 (&&.8)

1027 and 1028 data is basad on ap 11SEP2006 (Week 24) cut-off. 1022 data is based on a cut-off of 08Dec2005.

Subjects are evaluable for Laboratory data if they have at least one on-treatment assessment for the applicable data type.

For protocol 1026 only the OB arm is included. For 1027 and 1028 both blinded and open label treatment are ineluded.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, R4001028, A4001029. Date of Table Generation: 02NOV2006 {12:13)



Table 3.1.2 Page 1 of 2
Maravircc Summary of Clinical Safety

Subject Evaluation Groups by Gender

Fhase 3 Treatment Experienced CCR5 Tropic Studies

Gender: MALE

maraviroc QD maraviroc BID Placebo
Number (%) of Subjects
Screensd 2785
Assigned to Study Treatment 851
Treated 363 382 185
Completed [} [} 0
Digeentinued 126 {34.7) 125 132.7) 118 {62.8)
Ongeing at date of cut-off 237 {65.2) 257 {67.3) 67 {36.2)
Analyzed for Efficacy:
Full hnalysie Set - As Randomized 363 (100.0) 38z (100.0) 185 (100.0)
Full Analysis Set - As Treated 363 (100.0) 382 (100.0) 185 (100.0)
Per Protocol - As Randomized 283 (79.6] 308 (80.6) 151 {81.6)
Per Protocol - As Treated 289 {79.8) 308 (BD.8) 151  {81.8)
Analyzed for Safety:
Adverse events 362 (109.0) 282 {(100.0) 185 (100.0)
Laboratory data 357 {98.3} 377 (28.7) 184 (99.5})
ECG 292 {80.4) 321 (84.0) 128 (74.6)
Vital Signs 355 {97.8) a5 ($8.2) 184 (99.5)

Table based on data as at 11SEP2006 {Week 24} cut-off date.
Subjects are evaluable for Laboratery data, ECG and Vital Signe if they have at least one on-treatment assessment for the applicable data typa.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001023. Date of Table Generation: 01NOV2006 (03:18)}



Table 3.1.2 Page 2 of 2
Maraviroc Summary of Clinical Safety

Subject Evaluation Groups by Gender

Phase 3 Treatment Experienced CCRS Tropic Studises

maraviros QD maraviroc BID Placebo
Number {%) of Subjacts
Screaned 459
Assigned to Study Treatment 125
Treated 51 14 24
Completed 0 o o
Discontinued 17 (33.3) 13 (29.5) 15 (62.5)
Cngoing at date of cuk-off 34 (65.7) 31 {70.5) 2 (37.5)
Analyzed for Efficacy:
Full Analysis Set - As Randomized 51 {100.C) 44 (100.0) 24 {190.0)
Full Analysis Set - As Treated 51 {100.8) 44 (100.0) 24 {100.0}
Per Protocol - As Randomized 38 (74.5) 37 (84.1) 15 (62.5)
Per Protocol - As Treated 38 (74.5) 37 {84.1) 15  (62.5)
Analyzed for Safety:
Adverese events 51 {100.0) 44 (100.0) 24 {100.0)
Laberatory data 51 {100.0) 44 (100.0) 25 (95.8)
ECG 40 (78.4) 35 ({79.5) 18 (75.0)
Vital Signs 51 {100.0) 43 {397.7} 23 (95.8)

Table based on data as at 115EP2006 (Keek 24) cub-off date.
Subjects are evaluable for Laboratory data, ECG and Vital Signs if they have at least oné on-treatment assessment for the applicable data type.
PFIZER CONFIDENTIAL Includea Protocols:A4001027, h4001028, Date of Table Generation: O01NOV2006 (03:16)



Table 3,1.3.1 Page 1 of 1
Maravirec Summary of Clinical Safety

Discontinuation from Study

Phase 2b/3 Treatment Experienced Studies

maraviroc QD maraviroc BID Placebo
Rumber {%) of Subjects 477 4387 271
Discontinvations
Subject Died 5 {(1.0) 6 {1.2) 3 (1.1)
Related to Study Drug 128 (26.8) 126 (25.9) 117 (50.8)
Adveree event i2 {2.5) 11 (2.3) 7 {2.6)
Lack of efficacy 116 (24.3) 115 (23.8) 130 (48.0)
Neot Related te Study Drug 48 (10.1) as (7.8) 31 (11.4)
Adverse event 4 {0.8) 7 (1.4} 5 {1.8)
Other 13 {2.7) 5 [1L.0) 10 (3.7
Subject defaulted 31 {6.5) 26 (5.3) 16 {5.9)
Total 181 (37.9) 170 (24.9) 171 (63.1)

The 'Subject defaulted’ row comprises subjects with discontinuation reasons 'Refusal to participate further’ and ‘Lost to follow-up’.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001029. Date of Table Generation: O1NOV200& (06:37)



Table 3.1.3.2

Maravirec Summary of Clinical Safety
Discentinuations from Study due to Adverse Events
Phase 2bf3 Treatment Experienced Studies

Page 1 of 30

Treatment Group: maraviroc QD

Event
MedDRA {vo.0} mmmeeea
Prefarred Start
Tarm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onsat Day++ Qutcome Causality
adoor027 10fooor (F/ diivears)/ (R
GASTROINTESTINA Abdominal distension*/ Active maravircc QD 1/ 111 Grade 2/ STUDY DRUY ACTION:
L DISORDERS ABDOMINAL BLOATING Resolved {PERMANENTLY DISCONTINUED
(o1avc2diil; )
SUBJECT ACTION:
{D/C STUDY)/
Study drug
atoo0r027 1cfpooce M/ Aivears)/
BEEPATOBILIARY Hepatic failure+/ Active waravirec gQn 35/ 42 Grade 4/ STUDY DRUZ ACTION:
DISORDERS HEPATIC FAILURE Regolved (PERMANENTLY DISCONTIHUED

(aaanzdiily )

SUBJECT ACTION:

ID/C STUDY}/

Other event-possibly r/t
to recreaticnal drug use
interaction with arv’'sm

Age is at screening.

++ Day ralative to £irst day of each treatment period. First day of each treatment peried = day 1

+ Treaktment -energent

[1 values in brackets are imputed from incomplete dates and times.

SBE = Serious Adverse Event [according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v5.0) <oding dicticnary applied.

RO

YES

FFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R40GL0ZE. Date of Table Generation: 01NOV2006 (06:35)



Table 3.1.3.2 Page 2 of 30
Maraviroc Summary of Clinical Safaty

Discontinuatiens from Study due ke Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroes Qb

Adverse
Event
MedDRA (ve.0)  ee-—ae-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Tre Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phage ALt Onset Day++ Outcoms Causality SAE

INVESTIGATIONS Alanine aminotransferase Active maraviroc QD S8/ 56 Grade 3/ STUDY DRUG ACTION: NG
increased*/ Resolved (PERMANENTLY DISCONTINUED
ELEVATED ALT (osaunzdiilp )

SUBIECT ACTION:
(D/C STUDY)/

Concomitant
treatment-cbt: poseibly
tipranavir.
A4001027 10feacos M/ d(yEars)/ R
INVESTIGATIONS Aspartate aminotransferas Active maravirec QD 28/ Grade 3/ STUDY DRUG ACTION: HO
e inereased*/ [»28] seill (PERMANENTLY DISCONTINUED

ELEVATED AST Present )
SUBJECT ACTION:
(D/C STUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

{1 Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Bvent (according te Investigators assessment) .

ACTG grades estimate Beverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4Q00102%, A4001028, A40019029. Date of Table Generation: O01NOV2008 {06:35)



Table 3.1.3.2 Page 3 of 30
Maraviroc Summary of Clinical safety

Discontinuations from Study due to Adverse Events

Phasa 2b/3 Treatment Experienced Studies

Treatment Group: maravircc QD

Adverse
Event
MedDRA {v9.,00 meeeaa-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatmant Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnset Day++ Qutcome Causality SAE
4001027 1fipooor (M/ fivears)/ D
MUSCULOSKELETAL Intervertebral disc degen Active maraviree QD 291/ Grade 3/ STUDY DRUZ ACTION: YES
ANC CONNECTIVE erationv/ [>2981] 5till (PERMANENTLY DISCONTINUED
TISSUE DEGERERATIVE DISC DISEASE Present )]
DISORDERS SUBJECT ACTION:
(D/C sTUDY} [/
Othar event-degenerative
disease
Spinal disorder+/ Active waravirec QD 231/ Grade 3/ STUDY DRUG ACTION: YES
CERVICAL SPINE DISEASE [>291]) Still (PERMANENTLY DISCONTINUED

Pregent ]
SUBJECT ACTIQN:
(D/¢ STUDY) /
Othar event-degenerative
disease

4001027 1ofoooz M/ ofjivears)/ D

Age is at screening.

++ Day relative te first day of sach treatment period. First day of each treatment pericd = day 1

* Treatment -emergent

[] values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigatore assessment) .

ACTG gradee estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifesthreatening.
MedDRA (v2.0} <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: O01NOV2006 (06:35)



Table 3.1.3.2 Page 4 of 30
Maraviroc Summary of Clinical Safety

Discontinuaticne from Study due to Adverge Events

rhase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

MedDRA (wv8¢.0)  mmmeaaa

Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment stop SEVERITY/ ACTION/
Class ENTRY Thasa Ak Onset Day++ Qutcomes Causality SLE
RENAL AND Renal Lailure*/ Active maraviroc QD 12/ Grade 3/ STUDY DRUG ACTION: YRS
URINARY RENAL FAILURE [»>12] still {PERMANENTLY DISCCNTINUED
DISCRDERS Present )
SUBJECT ACTTION:
(/¢ sTUDY)Y /
Study drug
SKIN AND Rash+*/ Active maraviroc QD 10/ 17 Grade 3/ STUDY DRUG ACTION: YES
SUBCUTANEOUS RASH Regolved {PERMANENTLY DISCONTINUED
TISSUE (zoarrzllB )
DISCRDERS SUBJECT ACTION:
(o/c sTUDY)/
Study drug
A4001027 1ifHo0oz (v/ Afivears)/
GASTROINTESTINA Abdominal pain upper*/ Active maraviroc QD 51/ 53 Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS EPIGASTRIC PAIN Resolved (STOPPED TEMPORARILY) /

(21avc2(ilp Concomitant
treatment-emtricitabine/tencfovir disoproxil fumarated and
epivir

Age is at ecreening.

++ Day relative te first day of each treatment period. First day of each treatment peried = day 1

* Treatment-emergent

1] Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event {according to Investigators assessment] .

ACTG grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRR {v5.0) coding dietionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, RA4001025. Date of Table Generation: 01NOV2006 {(06:35)

&



Table 3.1.3.2 Page 5 of 10
Maraviroc Summary of Clinical Safety

Discontinwatiens from Study due to Adverse Events

Phase 2b/3 Treatwent Experienced Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (v9.0} o wan
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt: Treatment Stop SEVERITY/ ACTION/
Clases ENTRY Phasa At Oneet Day++ Outcoma Causal ity ShE
GASTROINTESTINA Abdominal pain upper=/ Active maraviros QD 187/ Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS EPIGASTRIC PAIN 124 Resolved (PERMANENTLY DISCONTINUED
(2o7an2dlB
SUBJECT ACTION:
{DfC STUDY)/
Study drug
ad001027 1:fkoo0os (M/ AB(vears)/ D
BLOOD AND Anaemia*/ Active maraviroc QD 16/ 47  Grade 2/ STUDY DRUG ACTION: YES
LYMFHATIC WORSENING ANEMIA Resolved {PERMANENTLY DISCONTINUED
SYSTEM (242va2diilp )
DISORDERS SUBJECT ACTION:
(D/C STUDY)/
Study drug

adoo1o27 1)fkoais (7 svEars)/ D

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[? values in brackets are imputed from incomplete dates and times.

SBRE = Sericus Adveree Event {according to Investigatora assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MsdDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protccols:A4001027, A4001028, A4001029. Date of Table Generation: O01iNOV2006 (06:35)



Table 3.1.3.2 Page 6 of 30
Maraviroec Summary of Clinical Safety

Discentinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravirec QD

Adverga
Event
MedDRA (v9.0) mmmmma
Preferred Start
Term/ Days+/
Sysatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase AL Qnaet Day++ Qutcome Causality SAE
INVESTIGATIONS Lipase increased*/ Active maravircc QD 15/ 61 Grade 3/ STUDY DRUG ACTION: NO
LIPASE INCREASED Resolved (PERMANENTLY DISCONTINUED
2zavcadild )
SUBJECT ACTION:
{D/C STUDY) /
Digease under study
Lipase increased*/ Active maravirecc QD 62/ 64 Crade 4/ STUDY DRUG ACTION: NO
LIPASE INCREASED Resolved {NC ACTION TAKEN}
(110CT20fl] SUBJECT ACTION:
{NO ACTION)/
Disease under study
adoo10z28 1dipooor (F/ {livears)/ R
MUSCULOSKELETAL Muscular weakness+*/ Active maravirec QD 79/ Grade 3/ STUDY DRUG ACTION: RO
AND CONNECTIVE WEAKNESS 1IN BOTH LEGS [>78] Still {PERMANENTLY DISCONTINUED
TISSUE Present )
DISORDERS SUBJECT ACTION:
(/¢ STunY) /
Study drug

A2001.028 1ofooss M/ sdfivears)/ (D

Age 1s at screening,

++ Day relative to first day of sach treatment peried. First day of each treatment peried = day 1

+ Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

BAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: O01NOV2006 (06:35)



Table 3,1.3.2 Page 7 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due toe Adverse Events

Phase 2b/3 Treatment Experienced Studies

Event
MedDRA (v3.0)  memmeea-
Prafarred Start
Texm/ Day++/
System Organ INVESTIGATOR Tre Treatment Stop SEVERITY/ ACTICN/
Class ENTRY Phase At Onset Day++ OCutcoma Causality SAE
INVESTIGATIONS Alanine aminctransferase Active maraviroc QD 133/ Grade 2/ STUDY DRUG ACTION: no
increased*/ [»139]  still (BERMANENTLY DISCONTINUED
INCREASE OF ALT Present ]
SUBJECT ACTION:
(o/C sTUDY) /
Study druy
Aspartate aminotransferas Active maraviroc QD 133/ Grade 2/ STUDY DRUG ACTION: NO
e increased*/ [>139] still (PERMANENTLY DISCONTINUED
INCREASE OF AST Present )
SUBJECT ACTION:
{D/C STUDY)/
Study drug
nanploze 1ifoool (M/ Jdiiyeanrs)/ R
GENERAL Oedema peripheral+/ Active maraviroc QD 113/ Grade 1/ STUDY DRUG ACTION: NO
DISORDERS AND SWOLLEN HANDS [>113] seill (PERMANENTLY DISCONTINUED
ADMINISTRATION Present 1
8ITE CONDITIONS SUBJECT ACTICN:
(O/C STUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

{1 valuas in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assesesment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protoccls:A4001027, R4001028, RA4001029. Date of Table Generation: 01HOV2008 {0&:35)



Table 3,1,3.2

Maraviroc Summary of Clinical Safety
Discontinuations from Study due to Adverse Events
Phase 2bf3 Treatmesnt Experienced Studies

Page & of 30

Treatment Group: maraviroc QD

hdverse
Event
MedDRA (v$.0) mmeem
Preferred Start
Textn/ Day++/
System Organ INVESTIGRTOR Trk Treatment Stop SEVERITY/ RCTION/
Class ENTRY Phase At Onset Day++ Cutcote Causality SAE
napo1oze 1ifkooel v/ diivearst/
BLOOD AND Anasmia*/ Active maraviroc QD ai/ Grade 1/ STUDY DRUG ACTICHN: HO
LYMPHATIC AHEMIA [»32] 8till (O ACTION TAKEN)
SYSTEM Present SUBJECT ACTICN:
DISORDERS (NO ACTION)/
Concomitant
treatment-voricenazol
Anasmia*/ Active maraviroc QD 56/ 70 Grade 3/ STUDY DRUG ACTICH: YES
WORSENING OF ANEMIA Resclved (PERMANENTLY DISCONTINUED
(zyoec2diilp )

SUBJECT ACTICH:
(D/C 3TUDY) /
Sktudy drug

RA4a0010z8 1iffpoorl (1/ dfjivears)/

Age ie at screening.

++ Day relative to first day of each treatment period. First day of each treatmsnt period = day 1
+* Treatment-emergent

[l values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment) .,

ACTd grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A40010238, A4001029. Date of Table Generation: 01NOV2006 (06:35}



Table 3.1.3.2 Page 9 of 30
Maravires Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Adverae
Evant
MedDRA (v®.0})  cceaees
Preferred Start
Texm/ Day++/
Syegtem Organ INVESTIGATOR Tre Treatment Stop SEVERITY/ RCTICH/
Class ENTRY Phase At Onget Day++ Outcome Caugality SAE
MUSCULOSKELETAL Myalgia*/ Active maravirec QD 37/ 62 Grade 3/ STUDY DRUG ACTION: NO
AND CONNECTIVE MUSCLE ACHES Resclved (PERMANENTLY DISCONTINUED
TISSYUE (zaarr2dfilp )
DISORDERS SUBJECT ACTION:
(O/C STUDY} f
Study druyg
ndoo01028 1iffpoocl (/7 4ivears)/ (R
MUSCULOSKELETAL Myalgia*/ Active maraviroc QD 77/ 8%  Grade 1/ STUDY DRUG ACTION: NO
AND CONNECTIVE MYALGIA Resclved (PERMANENTLY DISCONTINUED
TISSUE (zamavzdilh )
DISORDERS SUBJECT ACTICN:
(D/C STUDY} /
Study druyg

ndpciozse 1iffooos (v/ dffcyEars)/ R

2Aga is at screening.

++ Day relative to first day of each tzeatwent pericd. First day of each treatment period = day 1

* Treatment-emergent

[1 valuee in brackets are imputed from incomplete dates and timas.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, R4001029. Date of Table Generation: O01NOV2006 {06:35)



Table 3.1.3.2 Page 10 of 30
Maravirec Summary of Clinical Safaty

Discontinuaticns from Study due to Adverse Events

Phase 2b/3 Treaatment Experienced Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (vg.0)  emeeee-
Prefarred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onget Day++ Outcome Causality SAE
GASTROINTESTINA Diarrhcea*/ Active maraviroc QD sf 23 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS DIARREEA Rasolved {PERMANENTLY DISCCNTINUED

(1oarrzdl; )
SUBJECT ACTION:
{n/c sTUDY) /
Study druy

Age i abt screening.

++ Day relative to first day of each treatment period. First day ¢f each treatment pericd = day 1

* Treatment-emaxrgant

{1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event {according to Investigators assassment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.D) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Data of Table Generation: OLNCY2006 (06:35)



Table 3.1.3.2 Page 11 of 3¢
Maraviroc Summary of Clinical Safety

Discontinuations from Study due te Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Adverse
Event
MedDRA (v%.0}) emeeaaa
Preferred Start
Term/ Day++/
System Crgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phage At Onset Day++ Cutcoma Causality SaR

INJURY, Heat exhaustion*/ Active wmaraviroc BID 184/ Grade 3/ STUDY DRUG ACTION: YES -
POISONING ARD BERT EXHAUSTION 153 Resolved {PERMANENTLY DISCONTINUED
PROCEDURAL (naavcedlild )

COMPLICATIONS SUBJIECT ACTION:

(D/C STUDY}/
Other event-heat,

dehydration
INVESTIGATIONS Transaminasee increased*/ Active maravirec BID 187/ Grade 4/ STUDY DRUG ACTION: YES
ELEVATED TRANSAMINASES 183 Resolved (PERMANENTLY DISCONTINUED
(oapvczdlily )
SUBJECT ACTION:
D/ sTUDY) [/
Study drug
MUSCULOSKELETAL Rhabdomyolysis*/ Active maraviroc BID 184/ Grade 3/ STUDY DRUG ACTION: YES
AND CONMECTIVE RHABDOMYOLYSIS 143 Resolved (PERMANENTLY DISCONTINUED
TISSUE (osavczdiip )
DISCRDERS SUBJECT ACTION:
(D/C STUDY) /
Othar event-heat,
dehydration

Age is ab screening.

++ Day relative te first day of each treatment period. First day of each treatment pericd = day 1

* Treatment-emargent

{] Values in brackets are imputed from incomplete dates and times,

SAE = Serious Adverse Event (according to Investigators assessmant) .

ACTY grades estimate severity ae : Grade 1 = Mild, Grade 2 = Mocderate, drade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Tneludes Protocels:A4001027, A4001028, R400102%9. Date of Tabla Genaration: O01NOV2006 ({0€:35)



Table 3.1.3.2 Page 12 of 30
Maraviroc Summary of Clinical Safety

Msaentinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravircc BID

Adverse
Evant
MedDRA {v2.0}) emeeeaa
Preferred Start
Tarm/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clags ENTRY Phage At Onset Day++ Qutcome Causality SAE
INVESTIGATIONS Agpartate aminotrangferas Active maraviree BID 157/ 29 Grade 4/ STUDY DRUG ACTICH: HO
¢ increased*/ Regolved {PERMANENTLY DISCONTINUED
ELEVATED AST (omarzdlilp )
SUBJECT ACTION:
{D/C STUDY)}/
Concomitant
treatment-anaesthesia
ad001027 1foozy (M/ qvEars)/
GASTROINTESTINA Abdominal pain upper*/ Active maraviroc BID 327/ 34  Grade 2/ STUDY DRUG ACTION: HO
L DISORDERS RUC PAIN Regolved {PERMANENTLY DISCONTINUED

(raan2dilily )
SUBJECT ACTION:
{DfC sTUDY)/
Study druy

Age iB at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverge Event {according te Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A400102%. Date of Table Generation: OINOV2006 (06:35}



Table 3.1.3.2 Page 13 of 30
Maraviroc Summary of Clinical Safety

Discontinuzations from Study due to Adverse Events

Phase 2bf3 Treatment Experienced Studies

Treatment Group: maravircc BID

Adverse
Event
MedDRA {ve.0)  mmeee
Preferred Start
Term/ Day++/
Syatem Organ THVESTIGATOR TrE Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Cutcome Causality SAE
INVESTLGATIONS Liver function test abnor Active maraviroc BID 3z/ Grade 4/ STUDY DRUG ACTION: HO
mal+/ [>32] seill {PERMANENTLY DISCONTINUED
ELEVATED LFT'S Present 3
SUBJECT ACTICH:
{DfC STUDY) /
Study drug
adoo1027 1disoore (M/ JfvEars)/ D
NEOPLASMS Anal cancer+*/ Active maraviroc BID 161/ Grade 2/ STUDY DRUG ACTIDN: YES
BENIGN, CARCINOMA OF ANUS {>161] 8e£ill {PERMANENTLY DISCONTINUED
MALIGNANT AND Present ]
UNSPECIFIED SUBJECT ACTICH:
(INCL C¥STS {nfc sTUDY) /
AND POLYPS) . Other event-cancer

adoo1027 1dirocos (v/ dikverrs)/ (D

Age is at screening.

++ Day relative to first day of each treatment peried. First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and timea.

SAE = Serious Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) ceoding dickionary applied.

PFIZER CCNFIDENTIAL Includes Protocols:Rd4001027, A4001028, A4001029. Date of Table Generation: OINOV2006 (06:35)



Table 3.1.3.2 PFage 14 of 30
Maraviroc Summary of Clinical Safety

Discontinuatiens from Study due Lo Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Adverse
Event
MedDRA (v9.0}  emeee—-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Scop SEVERITY/ ACTION/
Class ENTRY Phasa At Onset Day++ Qutcome Causality ShE
GENERAL Pyrexiax/ Aetive maraviroc BID 13/ 23 Grads 2/ 8TUDY DPRUG ACTION: YES
DISORDERS AND FEVER Resolved {PERMANENTLY DISCONTINUED
ADMINISTRATION {oaguLzdiilp )
SITE CONDITICHS SUBJECT ACTION:
(nj¢ sTuny) /
Study drug
Aad001027 1cfieocos (M/ d(vEars)/ D
NERVOUS SYSTEM  Convulsion*/ Active maraviroc BID 93/ 94 Grade 4/ STUDY DRUG ACIION: YES
DISORDERS LOSS QF CONSCIQUSNESS, Regolved {PERMANENTLY DISCONTINUED
POSSIBLE SEIZURE {21serzdlilp )

SUBJECT ACTION:
(Df¢ gruny) f
Study drug

nd001027 1dfipocoz {M/ di(vears)/ D

Age is at screening.

++ Day relative to first day of each treatment pericd. First day of each treatment pericd = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Sericus Adverse Event {according to Investigators assessment}.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

DPFIZER CONFIDENTIAL Includes Protocols:np4001027, A4Q01028, A400102%. Date of Table Generatiocn: OI1NGV2006 (06:35)



Table 3.1.3.2 Page 15 of 30
Maraviroc Summary of Clinical Safety

Dacontinuations from Study due to Adverse Events

Phase 2bk/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Evant
MedDRA (v8.0) ==-aae-
Prefeorred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/S
Class ENTRY Phase At Onset Day++ Qutcome Causality SAE
GASTROINTESTINA Abkdominal pain upper*/ Active maraviroc BID 9/ [»9] Grade &/ STUDY DRUG ACTION: YRS
L DISORDERS EPIGASTRIC PAIN Scill {PERMANENTLY DISCONTINUED
Present ]
SUBJECT ACTICHN:
(D/C STURY)/
Qther event-unknown
Diarrhosa*/ Active maraviroc BID 9/ 16 Grade 2/ STUDY DRUG ACTION: YES
DIARRBEA Resclved {PERMANENTLY DISCONTINUED
(osreB2dllB
SUBJECT ACTICH:
(Dfc STUDY) /
Other event-unknown
etiology
Odyncphagia*/ Active maravirec BID 3/ [>9] Grade 4/ STUDY DRUG ACTION: YES
CDYNOPHAGIA 58311 {PERMANENTLY DISCONTINUED
Present }
SUBJECT ACTION:
{bfC STUDYY /
Gther event-unknown
MUSCULOSKELETAL Arthralgia*/ Active maraviroc BID a9/ [>9] Grade &/ STUDY DRUG ACTICN: YES
AND CONHECTIVE INCREASED LEFT HIP PAIN skill {PERMANENTLY DISCONTIRUED
TISSUE Present }
DISORRERS SUBJECT ACTION:

(D/C STUDY)/
Qther event-arthritie

Age is at screening,

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse BEvent (according to Investigators aesesement) .

ACIG grades estimate severity as : Grade 1 = Mild, d@rade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029, Date of Table Generation: O1NOV2006 (06:35)



Table 3.1.3.2 Page 16 of 30
Maravirec Summary of Clinical Safety

Discentinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravirocc BID

Adverse
Event
MedDRA [v8.0)  mmmmee-
Prafarred Start
Term/ Day++/
system Oxgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phasa AL Onset Day++ outcome Causality SRE
24001027 11fpooe? o/ J(YEARS)/ (NP
HEPATOBILIARY Hyperbilirubinaemia*/ Active maravirec BID 42f Grade 3/ STUDY DRUG ACTION: YES
DI SORDERS HYPERBILIRUBINEMIA [~421] still (FERMANENTLY DISCONTINUED
Present )
SUBJECT ACTION:
(p/C sTUDY)/
Other event-cther
illness-hev/etoh
adop10z7 14kooos (F/ Avears); IR
SKIN AND Rach generalised+*/ Active maraviroc BID a/ 13 Grade 3/ STUDY DRUG ACTION: YES
SUBCUTANEOUS GENERALIZED RASH Resolved { PERMANENTLY DISCONTINUED
TISSUE (zevar2dlilp )
DISORDERS SUBJECT ACTION:
(B/C STUDY) /
study drug

asoo1028 1dfpoooa (v/ Hyears)/ (D

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment pericd = day 1

* Treatment-emergent

[l valuas in brackets are imputed from incomplete dates and times.

SAE = Sericus Adverse Event {according %o Investigators assegsment) .

ACTE grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Urade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includeg Protocols:A4001027, A4001028, A4001029. Date of Table Generaticn: O01KOV2005 (06:35)



Table 3.1.3.2 Page 17 of 30
Maraviroc Summary of Clinical Safety

Discontinuaticne from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravirec BID

Adverse
Bvent
MedDRA (w&.0}  emeeaa-
Prefarred Start
Term/ Day++/
System Organ IHVESTIGATOR Txt Treatment Stop SEVERITY/ ACTION/
Claas ENTRY Fhasa At Onset Day++ Qutcome Causality
INVESTIGATICNS Viral load incraased+*/ Active maraviroc BID 72/ 80 Grade 1/ STUDY DRUG ACTION:
VIRAL LOAD INCREASED Resolved {PERMANENTLY DISCCNTINUED
(zrourzdiiy b
SUBJECT ACTION:
(DfC STUDY) /
Study drug
aq001028 1cffsocos (M7 dvezrs) / D
INVESTIGATICONS Alanine aminotransferase Active maraviroc BID 127/ Grade 4/ STUDY DRIK3 ACTION:
increased+/ 13s Resalved {PERMANENTLY DISCONTINUED
ELEVATED ALT {zzvarzdiill )
SUBJECT ACTION:
{D/C sTUDY) /
Study drug
Aspartate aminotransferas Active maraviroc BID 127/ Grade 4/ STUDY DRUG ACTION:
e increaced+*/ 134 Resolved {PERMANENTLY DISCCNTINUED
INCREASED AST G4 {1svanzdip )

SUBJECT ACTION:
(D/¢ STUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[l values in brackets are imputed from incemplete dates and times.

SARE = Saricus Adverse Event {according to Investigators assessment) .

ACTY grades estimate severity as ; Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRR (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A400102%. Date of Table Generaticn: O1NOV2006 (06:35)



Table 3.1,3.2 Page 18 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroe BID

Adverse
Event
MedDRA (v2.0}  emmeeee
Preferred Start
Term/ Day++/
System Organ THVESTIGATGR Trt Treatment Stop SEVERITY/ RCTION/
Class ENTRY Phase At Onset Day++ Outeoma Causality SAE
aq001028 11ffeocoz {M/ 4(vEars)/ D
NERVOUS SYSTEM Syncope+/ Active maraviroc BID §5/ 65 Qrade 4/ STUDY DRUG ACTION: YES
DY SORDERS SYNCOPAL EPISODE Resolved {PERMANENTLY DISCONTINUED
{2sreezdiilp )
SUBJECT ACTION:
{p/c sTuDY) /
Study druyg
adc01028 11ffoocs (M7 Svenrs)/ B
VASCULAR Orthostatic hypotension+*/ Active maraviroc BID a8/ 100 Grade 3/ STUDY DRUG ACTION: YES
CISORDERS ORTHOSTATIC HYPOTENSION Resolved {PERMANENTLY DISCONTINUED
tosouLzdiily )

SUBJECT ACTION:
(B/C sTUDY) /
Study drug

na00%028 lifsocez v/ dil(vears)/ (R

Age is ab sereening.

++ Day relative to first day of each treatment period. First day of each treatment peried = day 1

* Treatment-emergent

[] values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event [according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Genesration: O01HOV2006 (06:35)



Table 3.1.3.2

Maraviroc Summary of Clinical Safety
Discontinuatione from Study due to Adverse Evente
Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Event

MedDRA (v&,03  emeeee-

Preferred Start

Texm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/
Class ENTRY rhasa At Onset Day++ dutcome
HEOPLASMS Tongue neoplaem malignant Active maraviroc BID 43/ Grade 3/
BENIGH, stage unspecified+/ [>a9] Still
MALIGHNANT AND SQUAMOUS CELL CARCINCMA Present
UNSPECIFIED OF THE L TONGUE BASE.
(INCL CY3TS
AND POLYPS)
adco102s 1460011 (M/ d(vEars)/ (D
INFECTIONS AND Gastrointestinal infectio Active maraviree BID 13/ 57  Grade 2/
INFESTATIONS n*/ Regolved

GASTROINTESTINAL (1eaprrzdlilp

INFECTICH

na001029 1diirecos v/ 4(vErrs)/ D

Age is at screening.
++ Day relative to first day of each treatment period. First day of each treatment periecd =
* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Sericus Adverse Event {according to Investigators assessment) .

ACTE grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 =
MedDRA (v9.0) coding dictionary applied.

PFLZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001023.

Date of Table Generation:

Page 19 of 30

ACTION/
Caugality
STUDY DRUG ACTION:
{PERMANENTLY DISCONTINUED
}

SUBJECT ACTION:

(DfC sTUDY) /

Other event-diagnosis of
gguamous cell carcinoma
of the left tongue base.

STUDY DRUGA ACTION:
{PERMANENTLY DISCCNTINUED
}

SUBJECT ACTION:

{(Dfc sTuny) /

Cther event-norovirus
infection

NGO

Severe, Grade 4 = Life-threatening.

01NOV2006 (D6:35)



Table 3.1.2.2

Maraviroc Summary of Clinical Safety
Digeontinuations from Study due te Adverse Evenks
Phase 2b/3 Treatment Experienced Studies

Treatment Group:

maravirec BID

Page 20 of 30

Adverge
Evant
MedDRA (vo9.0) emmeeee
Preferred Start
Tarm/ Day++/
System Organ INVESTIGATOR Tzt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase At Cnset Day++ Qutcome Causality SAE
BLCOD AND Neutropenia*/ Activa maravirecc BID 29/ Grade 3/ STUDY DRUG ACTION: NO
LYMPHATIC NEUTRCPENIA [>28) Still (PERMARENTLY DISCONTINUED
SYSTEM Pragant )
DISORDERS SUBJECT ACTION:
(D/C STUDY) /
Study drug
4001029 1disoool o/ siliveazs)/ (N
IMMUNE SYSTEM Hypersensitivity*/ Active maravirec BID 4/ 22 Grade 4/ STUDY DRUG ACTION: YES
DISORDERS HYPERSENSITIVITY Rapolved (PERMANENTLY DISCONTINUED
2suavailp )
SUBJECT ACTION:
(D/C sTUDY) /
Concomitant
treatment-TH2#
SKIN AND Rash*/ Active maraviroc BID a/) 22 Grade 4/ STUDY DRUG ACTION: YES
SUBCUTANEQUS SYSTEMIC RASH Resolved (PERMANENTLY DISCONTINUED
TISSUE (2suav20iilp )
DISORDERS SUBJECT ACTION:
(D/C STUDY}/
Cencomitant

treatment-TH2#

Age is at eereening.
++ Day relative to first day of each treatment period. First day of each treatment peried = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

ACIG grades estimate severity ag : @rade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:h4001027, A4001028, A400102%.

Date of Table Generation: 01NOV2006 (06:25)

#EREFCREIMR IS B IR,
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Table 3.1.3.2

Maravirec Summary of Clinical Safety
Discontinuations from Study due to Adverse Events
FPhase 2b/3 Treatment Experienced Studies

Page 21 cof 30

Treatment Group: Placebeo

Adverde
Event
MedDRA (v9.0) R
Preferred Start
Tarm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phage At Qnset Day++ Gutcome Causality SAE
Aa001027 1offgoocs (M7 AlliyEnrs)/ R
GENERAL Pyrexia*/ Active Placebo 10/ 15 Grade 1/ STUDY DRUG ACTION: jile]
DISORDERS AND MILD FEVER Resclved (PERMANENTLY DISCONTINUED
ADMINISTRATION (z1auczdiild )
SITE CONDITIONS SUBJECT ACTION:
(D/C STUDY}/
Study drug
aq001027 1ffoool v/ ciiyEars:/ D
INVESTIGATIONS Liver function test abneor Acktive Placebo 232/ Grade 4/ STUDY DRUG ACTION: HNO
mal*/ [»232] still (PERMANENTLY DISCONTINUED
ELEVATED LFT TEST Present )

SUBJECT ACTICH:
(D/C STUDY}/
Study drug

Aga is at screaning.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

+ Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according te Investigators assessment) .,

ACTIG grades estimate eseverity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad001027, R4001028, A4001029. Date of Table Generation: O01NOV2008 (06:35)



Table 3.3.3.2 Page 22 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Adverse
Event
MedDRA (v&.0)  meeeeea
Preferred start
Term/ Day++/
System Organ INVESTIGATCR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Outcoma Cangality SAE
INVESTIGATIONS white klood cell count de Active Placebo 294/ Grade 1/ STUDY DRUG ACTION: HO
creasad*/ [»294] s5till (PERMANENTILY DISCONTINUED
LOW WHITE BLCOD} CELL Present )
COUNT SUBJECT ACTION:
{p/c sTuDY) /
Concomitant
treatment-neupogen
480meyg 8q for 5 daye
naco01027 1dieools v/ dfcverrs)/ (R
GENERAL Chest pain*/ hctive Placebo §3/ 75  drade 3/ STUDY DRUG ACTION: YES
DISORDERS AND CHEST PAIN Resolved (PERMANENTILY DISCONTINUED
ADMINISTRATION (rrovmzdilp )
SITE CONDITIONS SUBJECT ACTION:

(B/C STUDY)/
Other event-unknown

a4001027 1diBoels {(v/ sf(vears)/ (R

Age is alb screening.

++ Day relative to first day of each treatment period. First day of each treatment peried = day 1

* Treatment-emergent

[] values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (aceording to Investigators aspessment}.

ACTY grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, AR4001028, A4001029. Date of Table Generaticn: 01NOV2006 (06:35)



Table 3.1.3.2 Page 23 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placeko

Evant
MedDRA (wvg9.0}  mmmmeee
Preferred Start
Texrm/ Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTICN/
Class ENTRY Phagse At Onget Day++ OQutcome Causality SAR
GASTROINTESTINA Gingivitis*/ Active Placebo T/ 72 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS GINGIVITIS Resolved (PERMANENTLY DISCONTINUED
z1ocr2diilp
SUBJECT ACTION:
(Dfc STUDY) /
Study drug
Rdaoc1027 idipoo1z (r/ oficvears)/ SN
INFECTIONS AMD Pneumonia*/ Active Placebo 5/ 14 Grade 4/ STUDY DRUG ACTIGN: YE3
INFESTATIONS PNEUMONIA Resolved {PERMANENTLY DISCONTINUED
(13gncdilp )

SUBJECT ACTICM:
(D/C STUDY) /
Disease under study

4001027 1ifpoorz (F/ YEArs}/ (R

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according te Investbigators assesement),

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Brotocols:;A4001027, A4001028, A4001029. Date of Table Generaticn: O1HNOV2006 [(06:35)



Table 3.1.3.2 Page 24 of 30
“Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phage 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA (vws.0}y  mmmes -
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phase At Onget Day++ Outcome Causality SAE
INFECTIONS AND Mycobacterium avium compl Post Placebo 83/ Grade 3/ STUDY DRUG ACTION: YES
INFESTATIONS ex infection/ N (=53] 5eill {PERMANENTLY DISCCNTINUED
MYQOCBACTERIUM AVIUM Present }
COMPLEX INFECTIGN SUBJECT ACTION:
(D/¢ sTUDY) /
Digeage under study
METRBOLISM RND Lactic acidosis*/ Active Placebo 96/ 101 Grade 3f STUDY DRUG ACTION: YES
NUTRITION LACTIC ACIDOSIS Resolved ({PERMANENTLY DISCONTINUED
DISORDERS (o1arrzdlil )
SUBJECT ACTTION:
(D/C STUDY) /
Other event-sepeis on
drug induced ddi
aa001028 1cikocos v/ AfivERrs) / (D
HEPATOBILIARY Cytolytic hepatitig*/ Active Placebo 14/ 37 Grade 2/ STUDY DRUG ACTION: HO
DISORDERS HEPATIC CYTOLYSIS Resolved {PERMANENTLY DISCONTINUED

(ozeczdiip )
SUBJECT ACTION:
(Dfc sTUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 ¥alues in krackets are imputed from incomplete dates and times.

SAE = Sericus Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding Qictionary applied.

PFIZER CONFIDENTIAL Tncludes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: OINOV2006 (06:35)



Table 3.1.3.2

Maraviroc Summary of Clinical Safety
Discentinuations from Study due to Adverse Events
Phase 2b/3 Treatment Experiepced Studies

Treatment Group: Placebo

Page 25 of 30

MedDRA (v5.0)

Preferred

Term/
System Crgan INVESTIGATOR Txt Treatment
Class ENTRY Phase At Cnset
4001028 1dfooss v/ «ffivears)/ (D
NERVOUS SYSTEM Dizziness+/ Active Placebo
DISORDERS DIZZINESS

nrs001029 1dipooos v/ ivears)/ (D

GENERAL Asthenia*/ Active Placebe
DISORDERS RND WORSENING OF WEAKNESS
ADMINISTRATION

SITE CONDITIONS

hge is at screening.

Event

2/ 22

8/ 15

SEVERITY/
Qut come

Grade 2/
Resolved

(zonec2 i

Grade 4/
Regolved

(1oMaY2 ol

ACTION/
Causality

STUDY DRUG ACTION:
(PERMANENTLY DISCONTINUED
}

SUBJECT ACTION:

(D/C STUDY) /

Btudy drug

STUGY DRUG ACTION:
(PERMANENTLY DISCONTINUED
)]

SUBJECT ACTION:

{D/C STUDY) /

Other event-sickle cell,
dehydration, pneumonia

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[] Vvalues in brackets are imputed from incomplete dates and times.
SAE = Serious Adverse Event {according to Investigators asgessment}.

ACTG grades estimate meverity ag
MedDRA (v2.0) coding dictionary applied.
PFIZER CQONFIDENTIAL

Includes Protocols:A4001027, A4001023,

h4G01029,

Date of Table Generation:

Grade 1 = Mild, Grade 2 = Moderate, Grada 3 = Severe, Grade 4 = Life-threatening.

RO

YES

C1ROV2006 (06:35)



Table 3.1.3.2 Page 26 of 30
Maravirec Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA {vo2.0})  mmmmee
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Tet Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase ALt Cnset outcome Caysgality SAE
GENERAL Fatigue*/ Active Placebo 8/ 15 Grade 4/ STUDY DRUG ACTION: YES
DISORDERS AND FATIGUE Resolved (PERMANENTLY DISCONTINUED
ADMINISTRATION (romavzofily )
SITE CCHDITIONS SUBFECT ACTION:
(D/C STUDY) /
Other event-sickle cell,
dehydration, pneumonia
INFECTIONS AND Candidiasis+/ Active Placebo 8/ 15 Grade 4/ STUBY DRUG ACTION: YES
INFESTATIONS CANDIDIASIS Reselved (PERMANENTLY DISCONTINUED
(omavzofily )
SUBJECT ACTION:
{D/C sTUDY)/
Disease under study
Pneumcnia*/ Active Placebo 8/ 15 Grade 4/ STUDY DRUG ACTION: YES
PNEUMCNIA Resolved (PERMANENTLY DISCONTINUED
(toMav2filp )

SUBJECT ACTION:
(DfC STUDY) /
Disease under study

Age is at screening.

++ Day rxelative to first day of each treatment period. First day of each treatment pericd = day 1

* Treatment-emergent

[] Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event {according to Investigators agsessment) .

ACT@ grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.G} coding dictionary applied. )

PFIZER CONFICENTIAL Includes Protoceols:R4061027, A4001028, h4001029. Date of Table Ganeration: O1NOV2006 (06:35)



Table 3.1.3.2

Maraviroc Summary of Clinical Safety
Disgontipwations £rom Study due to Adverse Events
Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

page 27 of 30

System Organ
Claes

MedDRA (vo.0)}
Preferrad
Term/
INVESTIGATOR
ENTRY

Trt
Phase

Treatment
At Onset

Event

SEVERITY/
Qutcome

METABOLISM AND

NUTRITION
DISORDERS

RESPIRATCRY,
THORACIC AND
MEDIASTINAL
DISORDERS

ag001029 13foool (M/ sfvEARs)/ (D

Dehydrationt/
DEEYDRATION

Pleural effusion*/
PLEURAL EFFUSION

GASTROINTESTINA Nausea*/

L DISORDERS

NAUSEA

Age is at screening.
++ Day relative to first day of each treatment period. First day of each treatment period = day 1
* Treatment-emergent

[l Values in brackets are imputed from incomplete dates and times.
SARE = Sericus Adverse Event {according to Investigators assessment) .

Active

Active

Active

Flacebo

Placebo

Placebo

8/ 15

a/ 15

22/

Grada 4/
Resolved

{1oMav2oifip

drade 4/
Regolved
{1ovavzdily

Grade 1/
Resolved
{2sourz il

RCTION/
Causality SAE
8TUDY DRUG ACTION: YES

{PERMANENTLY DISCONTINUED
H

SUBJECT ACTION:

(DfC sTUDY) /

Cther event-gickle cell,
prieumonia

STUDY DRUG ACTION: YES
{PERMANENTLY DISCONTINUED
H

SUBJECT ACTION:

(p/C sTUDY) /

Cther event-pneuwnconia

STUDY DRUG ACTION: HC
(PERMANENTLY DISCONTINUED

H

SUBJECT ACTION:

(DfC STUDY) /

Study drug

ACIG grades estimate ceverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0)

PFIZER CONFIDENTIAL

coding dictionary applied.

Includes Protocols:A4001027, A4001028, A4001028.

Date of Table Generation:

01NGV2006 (06:35)



Table 3.1.3.2 Page 28 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Adverse
Evant
MedDRA (w9.0) e
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase At Cnset Day++ Out.comea Causality SAE
GASTROINTESTINA Vomiting+/ Active Placebo 22/ 27 Grade 1/ STUDY DRUG ACTION: RO
L. DPISORDER3 VOMIT Resolved (PERMANENRTLY DISCONTINUED
(zeovL2ifilp )
SUBJECT ACTION:
(3/¢ STUDY) /
sStudy drug
GENERAL Malaise*/ Active Placebo 12/ 15 Grade 1/ STUDY DRUG ACTION: NO
DISORDERS AND MARLAISE Resolved (STGPPED TEMPCRARILY}/
ADMINISTRATION t1aovizciiy  study drug
SITE CONDITIONS
Malaise+®/ Active Placebo 22f 27 Grade 1/ STUDY DRUG ACTION: RO
MALAISE Repolved (PERMANENTLY DISCONTINUED
2equziily )
SUBJECT ACTION:
(DfC STUDY) /
Study drug
Pyrexiat*/ Activa Placebo 12/ 15 Grade 1/ STUDY DRUG ACTION: RO
FEVER Reeolved (STOPPED TEMPORARILY)/
(1aovLz il Study drug
Pyrexia*/ Activa Placebe 22/ 27 Grade 1/ STURY DRUG ACTION: RO
FEVER Resolved (PERMANENTLY DISCONTINUED
2eavtadiily )
SUBJECT ACTION:
{D/C sTUDY)/
Study drug

Age 1s at screening.

++ Day relative to first day of each treatment period. Firet day of each treatment pariod = day 1

+ Treaktment-emergent

[1 valuee in brackets are imputed from incowplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate geverity ae : drade 1 = Mild, @rade 2 = Moderate, Grade 3 = Severe, drade 4 = Life-threatening.
MedDRA {v9.0) <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001025. Date of Table Generation: O01MOV2006 (0&:35)



Table 3.1.3.2 Page 29 of 30
Maraviroc Summary of Clinical Safety

Digcontinuatione from Study due to Adveree Events

Phase 2h/3 Treatment Experienced Studies

Treatment Group: Placebo

Adverse
Bvent
MedDRA (v&.00 eeeeea-
Preferred Start
Term/ Day++/
System Organ INVESTIGQATOR Trt Treatment Stop SEVERITY/ ACTION/
Claas ENTRY Fhase ALt Onset Day++ Qutcome Causality
NERVOUS SYSTEM Paraesthesia oral+/ Active Placebo 12/ 20 Grade 1/ STUDY DRUG ACTION:
DISCRDERS DPERTORAL PARESTHESIA Resolved (STOPPED TEMEORARILY)/
{1squrzdiill  study drug
Paraesthesia cral+/ Active Placebo 22/ 27 Grade 1/ STUDY DRUG ACTION:
PERTORAL PARESTHESIA Regolved {PERMANENTLY DISCONTINUED
(eaurzdlilp )
SUBJECT ACTION:
(D/¢ STUDY) /
Study drug
Adoo1c2s 1ificoor v/ sfiivEars)/ (R
INVESTIGATIONS Lipase increaged*/ Active Placebo 182/ Grade 3/ STUDY DRUG ACTION:
ELEVATED LIPASE [>182] Still (PERMANENTLY DISCONTINUED

Present )
SUBJECT ACTION:
(D/C STUDY) /
Concomibant treatment-ddi

a4001029 14fBcoor (v/ AvEars)/ D

Age is at screening.

++ Day relative te first day of each treatment period. First day of each treatment peried = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Sericus Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A40010295. Date of Table Generation: D1NOV2006 (06:35)



Takle 3.1.3.2 Page 30 of 30
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Evente

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

hdverse
Event
MedDRA {ve&.0) mmmmeaa
Prefarred Start
Term/ Day++/
System Organ TIHVESTIGATGR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Cay++ Qutcome Causalitvy SAE
GASTROINTESTINA Diarrhoesa*/ Active FPlaceho 7/ [»7] Grade 1/ STUDY DRUG ACTION: NG
L DISORDERS DIARRHOER still {PERMANENTLY DISCONTINUED
Present ] :
SUBJECT ACTION:
(Df¢ STUDY) /
Study drug
Rausea*/ Active Placebo 1/ [>7] @Grade 1/ STUDY DRUG ACTION: Ne
NAUSEA s5till {PERMANENTLY DISCONTINUED
Prasent )
SUBJECT ACTION:
{D/fc sTUDY) /
: Study drug
NERVOUS SYSTEM Lethargy*/ hctive Placebo 7/ {>7] Grade 1/ STUDY DRUG ACTION: HO
DISORDERS LETHARGY 5ti1l {PERMANENTLY DISCONTINUED
Present ]

SUBJECT ACTION:
{D/C STUDY) /
study drug

Age is at Bcreening.

++ Day relative to first day of each treatment peried. First day of each treatment period = day 1

* Treatment-emargent

[1 values in brackets are imputed from incomplete dates and times,

SAE = Sericug Adverse Event {according to Investigators assessment}.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001023. Date of Table Generation: O1NOV2006 (06:35)



Table 3.1.3.3 . Page 1 of 4z
Maraviroc Summary of Clinical Safety

Temporary Discontinuationg or Dose Reductiens Due to Adverse Events

Phage 2b/3 Treatment Experienced Studies

Trzatment Group: maravirec QD

Adverse
Event
MedDRA (w9.0)  emeeeas
Preferred Start
Term/ Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phagte AL Onset Day++ Qutcome Causality SAE

GASTROINTESTINA Diverticulum intestinal h Active maraviroc QD 95/ 104 @rade 4/ STUDY DRUG ACTION: YES
I, DLSORDERS aemorrhagic*/ Regolved {STOPPED TEMPORARILY)/
COLON DIVERTICULAR BLEED {1gqunzcfiill  Other

event-diverticulitis

Aad4001027 1dliroooa (M/ jivears)/ R

GASTROINTESTINA Kausea*/ Active maraviroe QD 1/ 29 drade 2/ STUDY DRIG ACTION: HC
L DISORDERS KAUSER Resolved (STOEPED TEMPORARILY)/
(oarnvzofill  study drug
Vemiting*/ Active maravirec g 1/ 29 Grade 2/ STUDY DRUG ACTION: NG
VOMITING Resolved {(STOPPED TEMPORARILY)/
(oamav2cil;  Study drug
GENERAL Chills+/ Active maravirocc QD 13/ 13 drade 1/ STUDY DRUGQ ACTION: NG
DISORDERS AND RIGORS Resolved (STOPPED TEMPORARILY)/
ADMINISTRATION (18aPR2(fl} Cther event-due to fever

SITE CORDITIONS

Age is at ecreening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event {according to Investigators assessment).

ACTG grades estimate severity asg : Grads 1 = Mild, Grade 2 = Moderate, Grade 3 = Severs, Crade 4 = Life-threatening.
MedDRA (v9.0) <eoding dickionary applied.

PFIZER COHNFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: O01NOV2006 (06:38)



Table 3.1.2.3 Page 2 of 42
Maraviroc Summary of Clinical Safety

Tenporary Discontinuations or Dose Reductiens Due to hdverse Events

Phasa 2b/3 Treatment Experienced Studies

Treatment Group: maravirec QD

Event

MedDRA {v3.0)  emeeaaa

Preferred Start

Term/ Day++/
System Crgan INVESTIGATOR Trt Treaktwent Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onget Day++ Qutcoma Causality SHE
METABOLISM AND  Dehydrationt*/ Active maraviroe QD 13/ 13 Grade 2/ STUDY DRI} ACTION: hile]
NUIRITICN DEHYDRATION Resolved [STOPPED TEMPORARILY)/
DISORDERS {1eaprzofll  cther event-dus to

vomitting and diarrhea
SKIN AND Rash*/ Active maraviroc QD 1/ 29 Grade 2/ STUDY DRIKI ACTION: NO
SUBCUTANEOUS RASH Resolved (STOPPED TEMPORARILY) /
TISSUE (o4mayzcfifll  Scudy drug
DISORDERS
adoo1027 10fFo0os 4/ fivears)/ (D
GASTROINTESTINA Abdominal pain*/ Active maraviroc QO 121/ Srade 2/ STUDY DRUG ACTION: HO
L DISORDERS ABDOMINAL PAIN 13§ Resalved {STOPPED TEMPORARILY)/
(312uG2(fl) Diseame under study

aanoicz? ddfpooos (v/ JllyEArs)/ R
EYE DISCRDERS Eyes pain*/ Active maraviree QD 8/ 16 Grada 2/ STUDY DRUG ACTION: Ko

EYE PAIN Resolved (STOPPED TEMPORARILY)/

’ (zavavacill  Study drug
ocular hyperaemia*/ Active maravircc QD 8/ 16 Grade 2/ STUDY DRUG ACTION: NQ
EYE REDNESS (BLOODSHOT) Resolved (STOPPED TEMPORARILY)/

tzivavzcfilify  Study drug

Age is at sereening

* Treaatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

{] Days in brackets ara imputed days derived from incomplete dates,

SAE = Serilous Adverge Event (according to Investigators assessment).

ACTG gradeo estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 - Life-threatening.
MedDRA {v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocola:A4001027, A4001028, A400102%. Date of Table Generation: O01HOV2006 (06:38)



Table 3.1.1.3 Page 3 of 42
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phage 2b/3 Treatment Experienced Studies

Treatment Group: maravirec QD

Adveree
Event
MedDRA [v9.03 mmeeee-
Preferred Start
Tarm/ Day++/
System Organ INVESTIGATOR Trt Treatment stop SEVERITY/ RCTICN/
Class ENTRY Phase AL Onsat Day++ Qutcoma Causality X SAR
GENERAL Pyrexia*/ Active maravirec QD 8/ 16 Grade 2/ STUDY DRUG ACTION: He
DISORDERS AND FEVER Regolved {STOFPED TEMPORARILY)/
ADMINISTRATION (aiMav2dfill  study drug
SITE CONDITIONS
HEBATOBILIARY Hyperkilirubinaemia*/ Active maravirce QD aj 1s Grade 2/ STUDY DRUA ACTION: N
DISORDERS HEYPERBILIRUBINEMIA Resolved {STOPRF TEMPORARILY)/
(210720} Concomitant
treatment-atazanavir sulfateff
RERVQUS SYSTEM Haadache* / Active maraviroc QD af 16 grade 2/ STUDY DRUG ACTION: RC
DISORDERS HEADACHE Regolved {STOFPED TEMPORARILY)/
{31vav2fil)  study drug
SKIN AND Rash*/ Active maraviroc QD 8/ 16 Grade 2/ STUDY DRUG ACTION: NG
SUBCUTANEOUS RASH ON STOMACH Resalved {STOPPED TEMPORARILY)/
TISSUE {3imavzcdill  study drug
DISORDERS
a4001027 1dfpooos (v/ diivears)/ (R
GASTROINTESTINA Abkdominal pain*/ Active maravircc QD 306/ Grade 2/ STUDY DRUG ACTION: YES
L DISORDERS ABDOMIRAL BAIN los Regolved {STOEPED TEMPORARILY) /

{1ovavzolfp  Disease under study

Age is at screening

* Trsatment-emsrgent

++ Start Day and Stop Day are start and stop of AE relative te the start of treatment: Pirst day of treatment = Day 1
[1 pays in brackets are imputad days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators aseessment).

ACTG grades estimate severity ae : drade 1 = Mild, drade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v%.0} <oding dictionary applied.

PFIZER CONFIDENTIATL Includes Protocols:A4001027, A4001G28, R4001025. Date of Table Generation: O01NOV2006 (06:28)
& ERERCR AR BRI




Table 3.1.3.3

Maraviroc Summary of Clinical Safety

Temporary Discontinvatiens or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment BExperienced Studies

Treatment Group: maravirec QD

Page 4 of 42

System Organ
Class

MedDRA (v9.0)
Preferred
Term/
INVESTIGATOR
ENTRY

ACTION/
Causality SAE

INFECTIONS BND?  Gastroenteritis+/

INFESTATIONS

GASTROENTERITIS

hao01027 1dfkooos (v/ dfcvEnrs)/ (R

INVESTIGATIONS

increaged*/
ELEVATED ALT

na001027 1dfoors (v/ silyears)/ D

GENERAL

Pyraxiatf
DISORDERS AND FEVER
ADMINISTRATION

8ITE CONDITIONS

Age is at screening
* Treatment -emergent
++ Start Day and Step Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.
SAE = Serious Rdverse Event (according to Investigators assesswment).

Alanine aminotransferase

STUDY DRUG ACIION: RO
{STOPPED TEMPORARILY) /[
Other event-virus

STUDY DRUG ACTION: HO
(STOPPED TEMPORARILY)/

Other event-unknown

etiology

STUDY DRUG ACTION: YES
{STOPPED TEMPORARILY) /

Other evant-poesible

pbacterial infection

ACTG grades estimate severity as ; Grade i1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v%.0}

PFIZER CONFIDENTIAL

eoding dictionary applied.

Includea Protocols:Ad001027, R4001028, A4ODGIC29.

Date of Table Generation: O01NOV2006 (06:38)



Table 3.1.2.3 Page 5 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/2 Treatment Experienced Studies

Treatment Group: maravirec QD

Adverse
Event

MedDRA {v9.03 eeemee

Preferred Start

Tarm/ Day++/
System Organ INVESTIGATOR Txt Treatmant Stop SEVERITY/ ACTION/

ENTRY Phase At Gnsat Day++ Outcome Causality SAE
GENERAL Pyrexia+/ Active maraviroc QD 54/ 55 Grade 1/ STUDY DRUG ACTION: No
DISORDERS AND LOW GRADE FEVER Resolved {(HO ACTION TAKEH)
ADMINISTRATION (11FEB2dlll  SUBJECT ACTION:
SITE CONDITIONS (NO ACTION)/

Other event-viral
infection

RESPIRATORY, Dyspnoea*/ Active maravirec QD S7/ 61 Grade 3/ STUDY DRUG ACTION: YES
THORACIC AND SHCORTNESE OF BREATH Regolved (STOPPED TEMPORARILY)/
MEDIASTINAL (17FEB2dl} Disaasa undar study
DISORDERS
as001027 1dgooos (r/ 4ivears)/ (R
INFECTIONS AND Pneumcnia*/ Active maraviroc QD 57/ 66 Grade 3/ STUDY DRUG ACTION: YES
INFESTATIONS PNEUMCNIA Regolved (STOPPED TEMPORARILY) /

(1zaanzdl  Other event-community
acguired pneumania

aa001027 1dfieoo1s v/ diiivears)/ (D

Age is at screening

* Treatmant-emergent

++ Start Day and Stop Day are start and stop of AR relative te the start of treatment: First day of treatment = Day 1

[] Daye in brackete are imputed days derived from incomplete dates,

SAE = Serious RAdversa Event {according to Investigators assessment).

ACTG grades estimate severity as : @rade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.6} <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, B4001029, Date of Table Generation: OC1NOV2006 (06:38)



Table 3.1.3.3 Page 6 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Doge Reductions Due to Adverse Events

Phase Zb/3 ‘Treatment Experienced Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (v9.0) eeseaea-
Preferred Start
Term/ Day++/
System Organ INVESTIGATCOR Trt Treatment Stop SEVERITY/ ACTION/S
Class ENTRY Phase At Onset Day++ Cutcoma Caumsality SARE
GASTROINTESTINA Nausea+/ Active maraviroe QD 18/ 43 Grade 3/ STUDY DRUG ACTION: NO
L DISORDERS NAUSEA Resolved {STOPPED TEMPORARILY) /
(oavav2ofiill  Concomitant
treatment-possibly azt
a4c01027 1dfgoocs M/ 4verrs) / D
GASTROINTESTINA Abdominal pain*/ Active maravirec QD 123/ Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS AEDOMINAL BAIN 128 Resolved {STOPPED TEMPORARILY)/
(1egur2dily  Study drug
Haematochezia*/ Activa maraviroc QD 124/ Grade 3/ STUDY DRUG ACTION: YES
BLOCD IN STOCL 128 Regolved {STOPPED TEMPORARILY)/
(1aaun2(ffiF Concomitant
treatment-beptobismo
Rausea* / Active maraviroco QD 2/ 72 Grade 1/ STUDY DRUG ACTION: HO
NAUSEA Resolved {HO ACTION TAKEN)
(z3vav2cilll  SUBJECT ACTION:
(NG ACTICHN)/
Study drug
Kaugea* / hetive maraviroc QD 123/ Grade 3/ STUDY DRUG ACTION: YES
HAUSEA 128 Regolved {STOPPED TEMPORARILY)/

(zeoun2cfil} Concomitant
treatment-peptobismo

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Sericus Adverse Event {according to Investigators assessment}.

ACTO grades estimate severity as : Grade 1 = Mild, drade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v39.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generaticn: OI1NOVID0S (D6:38)



Table 3.1.3.3 Paga T of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (vs$.0) emeeeee
Prefarred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Oneel Day++ Qutcome Causality SRE
NERVOUS SYSTEM Dizziness+v/ Active maraviroc QD 1257 Grade 1/ STUDY DRUG ACTION: NO
DISCRDERS LIGHTEEADEDNESS 128 Resolved (STOPPED TEMPORARILY)/
(1aquLz2fill  study drug
Aapo1e27 1xficooz (M/ JEvYEARS)/ R
GASTROTNTESTINA Abdominal pain upper+*/ Active waraviroe QO 51/ 53 drade 3/ STUDY DRUG ACTION: YES
L DISORDERS EPIGASTRIC PAIN Resolved (STOPPED TEMPORARILY}/
(21auc20flf Concomitant
treatment-emtricitabine/tenofovir disoproxil fumarate# and
epivir
Diarrhoea*/ Active maraviroc QO 51/ 53 Grade 3/ STUDY DRUG ACTION: YES
DIARREEA Resolved (STOPPED TEMPORARILY}/
(2180Gz0fl)  Concomitant
treatment-emtricitabine/tenofovir discproxil fumarate# and
apivir
Vomiting*/ Active maraviroc QD 51/ 51  drade 3/ STUDY DRUG ACTION: YES
VOMITING Resclved (STOPPED TEMPORARILY}/

(Loavc2dll  Concomitant
treatment-emtricitabine/tenofovir discproxil fumarate# and
epivir

Age iz abt screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
{1 Days in brackets are imputed days derived Erom incompletae dates.

SAE = Sericus Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: D01NOV2008 (0&:38)




Table 3.1.3.3 Page 8 of 42
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravirec QO

Adverse
Evant
MedDRR (v8.0) eeemea-
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY phace At Onset Day++ Qutcoma Causality SAR
ad001027 13fpocos (M/ dvEars)/ (N
GENERAL Injection site reaction*/ Active maraviroc QD 1/ 21 Grade 2/ STUDY DRUG ACTION: NO
DISORDERS AND INJECTION SITE REACTIONS Resolved (STOPPED TEMPORARILY)/
ADMINISTRATION (21auGzdl} Concomitant
SITE CONDITIONS treatment -enfuvirtidef
4001027 13fooos (v/ sfivEars)/ D
GASTROINTESTINA Pancreatitis+/ Active maraviroc QD 85/ 97 Grade 1/ STUDY DRUG ACTION: YES
L DISORDERS PANCREATITIS Resolved (STOPPED TEMPORARILY) /
(1sinvzdill  study drug
aao0010z2s8 1dikocos v/ diivears)/ (N
INFECTIONS AND Pyelonephritis*/ Active maravirec QD 3/ 17 Grade 1/ STUDY DRUG ACTION: NO
INFESTATIONS PYELOMEPHRITIS Resolved (STQPPED TEMPORARILY}/

(30JvLzdfill  Concomitant
treatment-indinavir

Age ie at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[ Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thraatening.
MedDRA (v2.0] ceoding dictionary applied. .

PFIZER CONFIDENTIAL Includes Probtocols:A4001027, A4001028, A4001029. Date of Table CGeneration: CI1NOV2006 (05:38}

AR E R




Table 3.1.3.3 Page 9 of 42
Maraviroc Summary of Clinical safety

Temporary Discontinuaticns or Dose Reductiona Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Event
MedDRA (v8.0) ameme-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Step SEVERITY/ ACTION/S
Class ENTRY Phase At Onset Day++ Cutcome Causality SAR
RENAL AND Renal pain*/ Active maraviroc QD %/ 17 Grade 1/ STUDY DRUG ACTION: NO
URINARY REMAL PAIN Ragolved {STOPPED TEMPORARILY)/
DISORDERS {zoqurzofill  concomitant
treatment-indinavir
a4001028 1cfpooos (M7 AfyEars) / (D
GASTRCINTESTINA Dysphagia*/ Active maraviros QD 27/ 155 Grade 2/ STUDY DRUG ACTION: HO
L DISCRDERS SHALLOW - PROBLEMS . Regolved {STOPPED TEMPORARILY)/
(120cr20ffl}  Other event-suspected
poychological problems
with intake of pills
hdooroze 1ifronoz v/ HfyEars)/ D
INVESTIGATIONS Alanine aminotransferase Active maravires QD 59/ 65 drade 3/ STUDY DRUG ACTION: NO
increasedt/ Resolved {NC ACTION TAXEN)
ALT ELEVATION {osTaN20fl} SUBJECT ACTION:
{NG ACTION) /
Study drug
Alanine aminotransferase Active maraviroc QD 85/ 93 Grade 4/ STUDY DRUG ACTION: RO
increased*/ Repolved {STOPPED TEMPORARILY) /S
ALT ELEVATION (ozreB2diill  study drug

Age is akt screening

* Treatment-smergent

++ Start Day and Step Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

{]1 Days in brackets ara imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTA grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A400102%9. Date of Table Generation: 01NOV200§ {06:38)



Table 3.1.3.3

Maraviroc Summary of Clinical Safety
Temporary Disecontinuations or Dose Reductiens Due bto Adverse Events
Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Page 10 of 42

Adverse
Bvent
MedDRA ([v9.0 eeeeee-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment. seop
Class ENTRY Phase At Cnset Day++
INVESTIGATIONS  Aspartate aminctransferas Active maravirec QD 85/ 93
: e increased*/
AST ELEVATION
asoozezs 1ifoozs (v/ diyears)/ R
INFECTIONS AND Herpes eimplex*/ Active maraviroee QD 15/ 101
INFESTATIONS HESV INFECTION
Oral candidiasie+/ Active maravireec QD 15/ 63
WORSBENING OF ORAL
CANDIDIASIS
Urinary tract infection*/ Active maravirece QD 15/ 28
URINARY INFECTION
Ado01028 1iffsooos (F/ (vears)/ (D
GENERAL Fatigue*/ Active maraviroc QD 2f 7
DISORDERS AND FATIGUE
ADMINISTRATION

SITE CONDITIONS

Age 18 at screening
* Treaatment-emergent

SEVERITY/
Qutcome

Grade 3/
Resolved

{0z2reER2dlil

Grade 3/
Resolvad
{1socTzdiip
Grade 3/
Resolved
{o7sEp2dll
Grade 2/
Resolvead

(ozavczdiiy

Grade 1/
Resglvad

{o1mMAR2dll

ACTICN/
Caugality

STUDY DRUG ACTION: HC
(STOPPED TEMPORARILY)/
sStudy drug

STUDY DRUJ ACTION:

(STOFPED TEMPORARILY)/
Disease under study
STUDY DRUG ACTION:

{STOPPED TEMPORARILY)/
Disease under study
STUDY DRUG ACTION:
{STOFPED TEMPORARILY) /
Other event-intercurrent
infection

YES

YES

YES

STUDY DRUG ACTION: NC
{STOPPED TEMPORARILY)/
Concomitant
treatment-zidovedine/lamivudine

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.
SAE = Serious Adverse Event (according to Investigators aseessment).

ACTG grades estimate severity as i

MedDRA (v3.0)
PFIZER CONFIDENTIAL

drade 1 = Mild, Grade 2 « Moderate, Grade 3

coding dictionary applied.

Includes Protocols:A4001027, A4001028, h400102%,

= Severe, drade 4 = Life-threatening.

Pate of Table Generation:

01HOVZ006 (06:38)

i FRERIR

L IEIETR SN




Table 3.1.3.3 Page 11 of 42
Maravircc Sunmary of Clinical Safety

Temporary Diecontinuations or Dese Reductions Due to Adverse Evante
Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Event
MedDRA (wv2.0y  eeeeaaa
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phagse At Onset Day++ Cutcome Caupality SAE
NERVOUS SYSTEM Dizziness+*/ Active maraviroc QD 2/ 7 Grade 1/ STUDY DRUG ACTION: HO
DISORDERS LIGHTHEARDNESS Regolved {STOPPED TEMPORARILY)/
{orar20fll Concomitant
treatment-azt
cemponentef zidovudine/lamivudine
Headache*/ Active maraviroc QD 2f 7 Grade 1/ STUDY DRUG ACTION: HO
HEADACHE Resolved {STOPPED TEMPORARILY) /
{o1unrzofill  Concomitant
treatment-azt component
of zidovudine/lamivudine#
aacoroze 1ifpoo11 (¢/ Scxears)/ D
BLOOD AND Neutropenia+f Active maravirec QD 19/ Grade 4/ STUDY DRUG ACTION: YES
LYMPHATIC NEUTROPENIA [>18] still {STOPPED TEMPORARILY)/
SYSTEM Pregent study drug
DISORDERS
INFECTIONS AMD  Prneumonia bacterial+*/ Active maraviroc Qb 43/ Grade 4/ STUDY DRUG ACTION: YES
INFESTATIONS BACTERIAL PNEUMONIA [>43] still (STOPPED TEMPORARILY) /
RECURRENT Present Other event-worsening

pre existing cendition

Age ig at screening

* Treatment-emergent .

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete datas.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate geverity as : Grade I = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v5$.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Inciludes Protocols:A4001027, R4001028, A4001029. Date of Table Generation: O1NOVZ00& (06:38)




Table 3.1.3.3 Page 12 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Evente

Pnasa 2b/3 Treatment Experienced Studies

Treatment Group: maravirec QD

Event
MedDRA {ve2.0)  eemeeae-
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTICON/
Claas ENTRY Phase At Cnset Day++ Autcoma Causality SAE
GASTROINTESTIMA Diarrhoea*/ Active waraviree QD 22/ 90 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS CHRONIC DIARRHEA GOT Ragolved {STOPEED TEMPORARILY)/
WORSENED (25APRzAl}  Study drug
ato0r02a 1:4fkoooz (M/ Hivears)/ D
INVESTIGATIONS Gamma-glutamyltransferase Active maravircec QD 86/ Grade 4/ STUDY DRUG ACTION; NO
increased* (=88] still (STQRPED TEMPORARILY)/
ELEVATED Gar Present Other event-dilated
intrahepatic ducts
ad001029 1dipo0os (M/ iiyears)/ (R
GASTROINTESTINA Vomiting*/ Activa maravirec QD 44/ 46 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS VOMITING Resalved {STOPPED TEMPORARILY)/

(o2aPrzdflill  Cther event-reaction to
surgical anesthesia.

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 pays in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTC grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028, R4C01029. Date of Table Generation: 01NOV2005 (06:38)
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Maraviroc Summary of Clinical Safety

Temporary Discentinuations er Dose Reductione Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Event
MedDRA (wo.0) mmemeee
Preferrad Start
Texm/ Day++f
System Organ INVESTIGATCR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onget Day++ Quitcoma Caugality SAE

GASTROINTESTINA Vomiting*/ Active maraviroc QD 78/ 80 drade 1/ STUDY DRUG ACTION: RO
L DISCRDERS VOMITING Rerclved {STOPFED TEMPORARILY)/
(3oner20fif  Other event-porsibla
food poisoning

Rdoo1025 1dipooor (M/ dfi¥Ears)/ (R

INFECTIONS AND  Eneumocystis jiroveci pre Active maravirec QD 30/ 42 Grade 4/ STUDY DRUG ACTION: YES
INFESTATIONS umeniat/ Resolved {STOPPED TEMPORARILY)/

PHNEUMOCYSTIS PNEUMONIA . (13un20fill Disease under study
METABCLISM AND Hypoglycaemia*/ Active maraviroc QD 537 89 Grade 4/f STUDY DRUG ACTION: YES
NUTRITION HYPOGLYCEMIA Regolved {STOPPED TEMPORARILY)/
DISORDERS (aoJun2cfill  Concomitant

treatment-pentamidine

Adoo10zs 1dfBooos (M/ diiiyears)/ D

Age is at scrsaning

* Treatment-emergent

++ Start Day and Stcop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete datas.

SAE = Serious Rdverse Event (according to Investigators assesement).

ACTG grades estimate severity as : Grade 1 = Mild, Grads 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v2.0) coding dicticnary applied.

FFIZER CONFIDENTIAL Includes Protocclg:A4001027, R4001028, A40010Z29. Date of Table Generation: OI1NOV200§ {06:38)



Table 3.1.3.3

Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Evants

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc QD

Page 14 of 42

System Organ
Class

RENAL AND
URINARY
DISORDERS

MedDRA (v%.0)
Prafarred
Term/
INVESTIGATOR
ENTRY

Hephrolithiasis*/
KIDNEY STCHE

A4001025 14fhooo? (F/ dYERRs}/ (R

MUSCULOSKELETAL Pain in extremity+~/
AND CONNECTIVE RIGHT ARM PAIN

TISSUE
DISORDERS

NHERVOUS SYSTEM Movement disorder*/

DISORDERS

MOVEMENT DISORDER

Age is at screening
* Treatment-emergent
++ Start Day and Stop Day are start and step of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived frem incomplete dates.
SAR = Serious Adverse Event (according te Investigators assessment) .

Event

51/ 58

SEVERITY/
Outcome

Grade 3/
Ragolved
to1avcz ol

Grade 4/
Ragolved

t13Junzofily

Grade 1/
Resolved

taaurz i

ACTION/
Causality SAE
STUDY DRUG ACTION: YES

[STOPPED TEMPCRARILY) /
Other event-kidney stones

STUDY DRUG ACTION: YES
(STOPPED TEMPCRARILY) S
Disease under study

S5TUDY DRUG ACTION: YES
{STOPPED TEMPCRARILY} /S
Disease under study

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA  [v9.0)

PFIZER CONFIDENTIAL

coding dictionary applied.

Includes Protoccls:AR4001027, R4001028, A4001029.

Date of Table Generation: O01NOV2005 (06:38)
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Maravirec Summary of Clinical safety

Temporary Discontinuations or Dose Reductions Due to Adverese Events
rhase 2b/3 Treatment Experienced Studies

Treatment Group: maravirec BID

Adverse
Event
MedDRA {ve.0)  meeeeea
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Oneat Day++ Qutcome Causality SAR
asoo1027 1cdfuocos (v/ dfiyEars)/ R
INVESTIGATIONS Aspartate aminotransferas Active mwaravirec BID 15/ 22 Grade 3/ STUDY DRUG ACTION: NO
e increased+/ Resolved (STCPPED TEMPORARILY)}/
ELEVATED AST (zosnzdfp  study drug
asa001027 1cftoors (M/ diivears)/
IMMUNE SYSTEM Drug hypersaensitivity+*/ Active maraviroc BID 2/ 13 Grade 3/ STUDY DRUG ACTION: YES
DISORDERS NEVIRAPINE Regolved (STCPPED TEMPORARILY) /
HYPERSENSITIVITY (04res2(l} Concomitant
treatment-nevirapine
a4001027 1ofipocos (M/ dBiYRARS) / R
EAR AND Vertigo+/ Active maravirec BID 1/ 8 Grade 3/ STUDY DRUG ACTION: N0
LAAYRINTH VERTIGO Resolved (STOPPED TEMPORARILY)/
DISORDERS (24Mar2(flll Concomitant

treatment-efavirenz

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of RE relative te the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event {according to Investigators assesement) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderatae, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) woeoding dictionary applied.
PFIZER CONFIDENTIAL Includes Probocols:RA4001027, A4001028, A4001029. Date of Table Generation: C1NOV2006 (06:38}
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Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phasa 2b/3 Treatment Exparienced Studies

Treatment Group: maravircc BID

Event
MedDRA (v9.0) emeeee-
Preferred Start
Tarm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnget Cay++ Qutcoma Causality SAE
GASTROINTESTINA Vomiting*/ Activa maravirec BID 1/ 8 Grade 3/ STUDY DRUG ACTION: NC
L DISORDERS VOMITING Resolved {STOPPED TEMPORARILY)/
(24mAR2(fl} Concemitant
treatment-efavirenz
RERVOUS SYSTEM Dizziness*/ Active maraviroc BID 1/ 8 drade 3/ STUDY DRUG ACTION: NG
DISORDERS DIZZTIHESS Resolved {STOPPED TEMPORARILY)/
(24MAR20j Concomitant
treatment-efavirenz
Tremor*/ Active maraviree BID 1/ 8 Grade 3/ STUDY DRUG ACTION: HC
SHAKIHNESS Rezolved {STOPPED TEMPORARILY)/
(24vAR20fl} Concomitant
treatment-afavirenz
a4001027 1croora M/ Sfiivears)/
GASTROINTESTINA Small intestinal obstruct Active wmaravircc BID 216/ Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS ien*/ 223 Resolved {STOPPEDY TEMPORARILY)/
SMALL BOWEL OBSTRUCTION (zoTaN2dlill Other event-unknown cauge

adoozo27 1diiRools M/ «fivears)/

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative tc the start of treatment:; First day of treatment = Day 1
[] pays in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) ceoding dictionary applied.

PFIZER CONFIGENTIAL Includes Protocols:dd001027, A4001023, R4001029. Date of Table Generation: O01NOV2006 (0E:38)
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Maravirec Summary of Clinical Safety

Tewmporary Discontinuations or Dose Reductieons Due to Adverse Events

Phasa 2b/3 Treatment Experienced Studies

Treatment Group: maravirec BID

Rdverce
Bvent
MedDRA (v9.0} emeeaaa
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnset Day++ Qutcome Causality SAE
EYE DISORDERS Dry eye*/ Active maraviroc BID 13/ 16 Grade 2/ 8TUDY DRUG ACTION: NO
DRY EYES IRRITATED Resolved {STOPPED TEMPORARTILY)/
(1omMARZ(l)  Concomitant
treatment-abacavir
hypersensitivity
GASTROINTESTINA Diarrhoeat/ Active maravirec BID 13/ 19 drade 2/ STUDY DRUG ACTION: HC
L DISORDERS DIARRHEA Resolved {STOPPED TEMPORARILY) /

{13Mar20} Concomitant
treatment-abacavir

hypersensitivity
RESPIRATORY, Cough*/ Active maraviroc BID 13/ 16 Grade 2/ STUDY DRUA ACTION: NC
THORACIC AND DRY COUGH Resolved {STOPPED TEMPORARILY)/
MEDIASTINAL. {1omarzdfll;l  concomitant
DISORDERS treatment-abacavir
hypereeneitivity
SKIN AND Erythema+*/ Active maraviroec BID 13/ 12 drade 1if STUDY DROG ACTION: HO
BUBCUTANEDU3 FACIAL ERYTHEMA Resolved {STOPPEC TEMPORARILY)/
TISSUE {13vaRzdlll Concomitant
DISORDERS treatment-abacavir
hypersensitivity
Rash pruritic*/ Active maraviroe BID 4/ 19 Grade 2/ STUDY DRUG ACTION: NC
ITCHING RASH Resgolved {STOPPED TEMPORARILY)/

{13maR2fl;)  concomitant
treatment-abacavir
hypersensitivity

Rge is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and steop of AE relative to the start of treatment: First day of treatment = Day 1

I1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverge Event (according to Investigators assessment).

ACTA grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, drade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied,

BFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R40C1025. Date of Table Generation: O1NOV2006 (06:38)
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Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events
Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravirec BID

Adveree
Bvent
MedDRA (v9.0)  ememeee
Proferred Start
Tarm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phasae At COnsat Day++ Outcoma Causalicy SRE
as001027 1dfpools M/ sfivears)/ D
INFECTICNS AND Candidiasis*/ Active maravirec BID 7/ 10 Grade 2/ STUDY DRUG ACTION: NG
INFESTATIONS CANDIDIASIS Resolved (STOEPED TEMPORARILY)/
(04FEB2fff) Disease under study
IKVESTIGATIONS Blood creatine phosphokin Active wmaraviree BID a/f 27 drade 3/ STUDY DRUG ACTION: NG
ase increased*/ Resolved {5TOPPED TEMPORARILY)/
ELEVATED CK (21FeBzdfl)  Other
event-rhabdomyelysis
METABOLISM AND Hypenatraemias/ Active maravirec BID 7/ 10 Grade 3/ STUDY DRUG ACTION: NC
NUTRITIOH EBYPONATREMIA Resolved {STOFPED TEMPORARILY) /
DISORDERS {o4FER2l} Concomitant
treatment-enfuvirtide
MUSCULOSKELETAL Rhabdomyolysis*/ Active maravirec BID 7/ 10 drade 4/ STUDY DRUG ACTION: YES
AND CONRECTIVE RHABDOMYOLYSIS Regolved {STOFPED TEMPORARILY)/
TISSUE {04FEB2(f} Concomitant
DISORDERS treatment-enfuvirtides

ago01c27 1dipooild (v/ sfyears)/ D

Aga im at screaning

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

{] Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Sevare, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: 01HOV2Q06 (06:28)
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Table 3.1.3.3 Page 1% of 42
Maraviroe Summary of Clinical Safety

Temporary Discontinuations or Dose Reducticns Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

MedDRA (v5.0) wame———
Prefexred Start
Termf Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTICH/
Class ENTRY Phass At COnget Day++ Qutcoma Causality SAE
INVESTIGATIONS Blood creatine phosphokin Active maravirec BID 335/ Grade 4/ STUDY DRUG ACTION: bis]
apa increased+*/ [>235] still {STOPRED TEMPORARILY)/
ELEVATED <K . Present Study drug
Hepatic enzyme increased* Active maravirec BID 335/ drade 3/ STUDY DRUG ACTION: bl
[»335] Still {STOFPEL TEMPORARILY) /
ELEVATED LIVER ENZYMES Present Study drug

asa001027 iofeoots v/ AyEars)/ Y

GASTROINTESTINA Nausea“/ Active maraviroc BID 256/ Grade 1/ STURY DRUG ACTION: HO
L DISORDERS HRUSEA 353 Resolved (STOPPED TEMPORARILY)/
(usqun2cfill  study drug
Vomiting*/ Active maravirocc BID 256/ drade 1/ STUDY DRUG ACTION: Ho
VOMITING 353 Resolved (STOPPED TEMPORARILY)/

(1squr2cfill  study drug

Aspon027 2ofRoos1 (v/ Jfvears)/ (R

INVESTIGATIONS Raemoglaobin decreased*/ Active waravirec BID 19/ 3¢ Grade 2/ STUDY DRUG ACTION: No
DECREASED HEMOGLOQBIN Resolved [STOPPED TEMPORARILY) /
LEVEL (7.%) (14ocT20ffl)  Study drug

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and step of AE relative to the start of treatment: First day of treatment = Day 1

11 pDays in brackets are imputed days derived from incomplete dates.

SAE = Serlous Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Lifa-threataning.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, AL001028, R4001029. Date of Table Generation: O01NOV2004 (06:38)



Table 3.1.3.3 Page 20 of 42
Maraviroc Summary of Clinical safety

Temporary Discontinuations or Dose Reducticns Due to Adverse Events
Phace 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

MedDRA (v$.0)  emeaaa-

Praferred Start
Tern/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Fhase At Onset Day++ Outcome Causality SAE
IKRVESTIGATIONS Haemoglobin decreased+*/ Active maraviroc BID 1/ [»1] G&rade 1/ STUDY DRUG ACTION: RO
DECREASED HEMOGLOBIN still (NO ACTION TAKEN)
LEVEL (8.0) Pregent SUBJECT ACTION:
(NO ACTION}/
Study druyg
a4001027 1dfoolo v/ sfivears)/
INFECTICNS AND Meningitis wvirale=/ Active maravirgc BID 922f 100 Srade 2/ STUDY DRUG ACTION: YES
INFESTATIONS VIRAL MENYNGITIS Resolved (STOPPED: TEMPORARILY) /
(2sTuN2} Other event-viral
meningitis
A4001027 1offoooz v/ Jfiyears)/ (D
BLOOD AND Anaemia*/ Active maraviroc BID 49/ 138 Grade 4/ STUDY DRUG ACTION: YES
LYMPHATIC ANEMIA Resolved (STOPPED TEMPORARILY)/
SYSTEM {c2seEpzdl; Other event-hematemesis
DISORDERS
GASTROINTESTINAR Varices oesophageal+/ Active maravirec BID 49/ 102 Grade 4/ STUDY DRUX ACTION: YES
L. DISORDERS ESOPHAGEAL VARICES Resolved {STOPPED TEMPORARILY)/

{280uL20ffl)  Other event-hematemesis

Age is at screening

* Treabtment-emergent

++ Start Day and Stop Day are start and stop of AE relative teo the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators aseessment) .

ACTG grades estimate severity ae : @rade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.0) coding dictlonary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad40G1027, A4001028, A4001029. Date of Table Generation: O0O1NDV2006 (06:38)
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Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reducticns Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

‘Ireatment Group: maravirec BID

Adverse
Event
MedDRA (ve.0)  eeeacon
Preferred Start
Term/ Day++/
System Crgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clags ENTRY FPhase At Onset Day++ Qutcome Causality SAR
Aa001027 10ffroo1l v/ dfivears)/ R
BLOCD AND Anaemiar/ Active maraviroc BID 307/ drade 2/ STUDY DRUG ACTION: No
LYMEHATIC ANEMIA [»307] 8till (STOPPED TEMPORARILY) /
SYSTEM Present Concomitant
DISCRDERS treatment-leotxel, his
anti-hypertensive
medication
NERVOUS SYSTEM Dizzineos+/ Active maravirec BID 307/ drade 2/ STUDY DRUG ACTION: NO
DISORDERS LIGHTHEADEDNESS 342 Resalved (STOPPED TEMPORARILY)/
(27aun2dfil;  Concomitant
treatment-lctrel, his
anti-hypertensive
medication
a4a0o0102? 1dipoooz (v/ JAvears)/ D
GASTROINTESTINA Dysphagia*/ Active maravirec BID 9/ [»9] Grade 4/ STUDY DRIXS ACTION: YES
I, DISORDERS DYSPHAGIA still (STOBPED TEMPORARILY}/
Prasent Other event-upknown

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

il Days in brackets are imputed days derived from incomplete dates.

SAE = Sericus Adverge Event ({(according to Investigators assessment).

ACTC grades estimate saverity as : Grade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001025. Date of Table Generation: O01NOV2006 (06:18)
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Maraviroc Summary of Clinical sSafaty

Temporary Discontinuations or Dose Reducticns Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

hdverse
Event
MedDRA (vs.0) m==eee-
Preferred Start
Term/ Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ RACTION/
Class ENTRY Phase At Oneet Day++ Outcome Causality SAE
24001027 1dieoezs (v/ vErrs) / D
SKIN AND Ragh*/ Active maraviroc BID 158/ Grade 1/ STUDY DRUG ACTION: NO
SUBCUTANEQUS SKIN ERUPTIONS 173 Resolved (STOPPED TEMPORARILY)/
TISSUE (osqun20ji}  Study drug
DISORDERS
naco1027 1cfpoc2z {M/ 4(vears)/ D
GASTROINTESTINA Pancreatitias+/ Active maraviroc BID 57/ Grade 2/ STUDY DRUG ACTICH: NO
L DISORDERS ASYMPTCOMATIC PANCREATITIS {»57] still {STOPPED TEMPORARILY)/
Present Study drug
A40c1027 Lfpoo2s (M7 Jf(years) / D
INVESTIGATIONS Blood creatine increased* Active maraviroc BID 112/ Grade 2/ STUDY DRUG ACTION: HO
/ [>112] s8till {REDUCED} /
ELEVATED CREATINE Eresent study drug
Blood potassium increased Active maraviroc BID 112/ Grade 2/ STUDY DRUG ACTION: NO
.t [>112]  still {REDUCED) /
ELEVATED POTASSIUM Prasant Study drug

Age is at screening

* Treatment-emargent

++ Start Day and Step Day are start and step of AE relative to the start of treatment: Firast day of treatment = Day 1

[l Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverese Bvent {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocels:A4001027, A4001028, A40D1029. Date of Table Generation: O01NOV2006 {06:38)
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Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverme Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: waravircc BID

MedDRA {(ve.0}  emmmaa-

Preferred Start
Term/ Day++/
Syatem Oxgan INVESTIGATOR Tt Treatment Stop SEVERITY/ ACTION/S
Claes ENTRY Phase At Onset Day++ Outcoma Causality 3AE

naoor0z7 1dfeocol (F/ @ vEars)/

IMMUNE SYSTEM Hypersensitivity+/ Active maraviroc BID &/ 15 Grade 3/ STUDY DRU@ ACTION: NO
DISORDERS HYPERSENSITIVITY REACTION Resolved (STOPPED TEMPORARILY}/
(zoapr2ofiflf  Concomitant
treatment-abacavir

as001027 1360011 (M/ 4vEARS)/ (D

INVESTIGATIONS Bleood amylase increased*/ Active maraviroc BID 29/ 34  drade 4/ STURY DRUGE ACTION: YES
ELEVATED AMYLASE Resolved (STCPPED TEMPORARILY)/
(zzavezdill  Concomitant
treatment-didanosine
Lipase increased+*/ Active wmwaraviroc BID 25/ 34 Grade 4/ STUDY DRUG ACTION: YES
ELEVATED LIPASE Resgolved (STGPPED TEMPORARILY)/
(zzavczdl  Concomitant
treatment-didancsine

r4001027 1ilBoool (F/ 4ivenes)/ (IR

Age i at sereening

* Treathent-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackete are imputed days derived from incomplete datee.

SAE = Serious Adverse Event {according to Investigators asgessment).

ACTG grades estimate gseverity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade & = Life-threatening.
MedDRA (v2.0} coding dictionary applied.

PFIZER CONFIDERTIAL Includes Protocols:Ad001027, A4001028, A4001029, Date of Table Generation: O1NOV2006 (06:38)



Table 3,1.3.,3

Maraviroc Summary of Clinical safety
Temporary Discentinuaticns or Dose Reductions Due to Adverse Events
thase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Page 24 of 42

System Organ
Class

GASTROINTESTINA
L DISORDERS

INFECTIONS AND
INFESTATIONS

METABCLISM AND
NUTRITION
DISORDERS

MedDRA (v9,0)
Preferred
Term/
INVESTIGATOR
ENTRY

Nausea*/
HOSPITALIZED FOR
WORSENING NAUSEA

Progressive multifocal le
ukoencephalopathy*/
PROGRESSIVE MULTIFOCAL
LEUKCENCEFHALOPATHY
Dehydration*/
HOSPYTALIZED FOR
DEHYDRATION

aq001027 1ifpooccs (F/ dii(vEars}/ R

IRVESTIGATIONS

Alanine aminotransferase
increased+*/

ELEVATED ALT

Aspartate aminotransferas
a increased*/

ELEVATED AST

Treatment
At Onget

Active maraviroc

Active maraviroc

Active maraviroc

BID

BID

BID

Event

18/ 21

117
[»11)

sf [=9]

Active maraviroc BID 147/

Active maraviroc

BID

[>147]

147/
[»147]

YES

YES

NO

NO

SEVERITY/ ACTION/
Qutcoma Causality
Grade 3/ S5TUDY DRUG ACTION:
Resolved (STOPPED TEMPCRARILY) /
(13var20fflll  Other event-progressive
mlitfocal
leukoencephalopathy
Grade 3/ STUDY DRUG ACTION:
Still (STOPPED TEMPCRARILY}/
Present Disease under study
Grade 3/ STUDY DRUG ACTION:
atill (STOPPED TEMPORARILY}/
Present Other event-progressive
multifocal
leukeoencephalcpathy
Grade 3/ STUDY DRUG ACTION:
8till (STOPPED TEMPCRARILY}/
Pregent Study drug
Grade 3/ STUDY DRUG ACTION:
5till (STOPPED TEMPCRRRILY}/
Present Study drug

hge dies at screening
* Treatment-emergent
++ Start Day and Stop Day are start and stop of AE relative to the start of trasatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Rdverse Event (according to Investigators assesement) .
ACTG grades estimate severity as :

MedDRA (vS.0)

FFIZER CONFIDENTIAL

Grade 1 = Mild, Grade 2 =
coding dictionary applied.
Includes Protocels:A4001027, A4001028, A4001029.

Data of Table Generation:

Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

G1ROV2008

(06:38}



Table 3.1.3.3 Page 25 of 42
Maraviroc Summary of Clinical Safaty

Temporary Discontinuations or Dose Reductions Due to Adverse BEvents

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Adverse
Event
MedDRA (ve.0)  eme———
Preferred Start
Texm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERLTY/ ACTION/
Claes ENTRY Phace At Onset Day++ Ouktcome Causzality SAR
INVESTIGATIONS Gamma-glutamyltraneferase Active maraviroc BID 147/ Grade 4/ STUDY DRUG ACTION: NO
increased*/ [>147] 5till (STQPPED TEMPORARILY)/
ELEVATED GGT Present Study drug
ad001028 1cffeoocs (1/ SyEaRrs)/ D
GASTROINTESTINA HNausea*/ Active maraviroc BID 20/ 44 Grade 2/ STUDY DRUG ACTIION: NO
L DISCRDERS HAUSEA Resolved (STOPPED TEMPORARILY}/
(owunzoil  Study drug
GENERAL Pyrexia*/ Active maraviroc BID 21/ 44 Grade 3/ STUDY DRUE ACTION: YES
DISORDERS AND FEVER Resolwved (STOPPED TEMPORARILY}/
ADMINISTRATION (o1TuN2offiil  other
SITE CONDITIONS event-mycobacterial
infection
INFECTIONS AND Mycoplasma infection*/ Active maraviroc BID 20/ 58 Grade 3/ STUDY DRUG ACTION: YES
INFESTATIONS MYCOPLASMA INFECTION . Raesolved {STOPPED TEMPCRARILY}/
t1s7unzoffffp  other event-mycoplasma
infection
INVESTIGATIONS Weight decreased+*/ Active maraviroc BID 20/ 44 Grade 2/ STUDY DRUG ACTION: YES
WEIGHT LOSS Resolved (STOPPED TEMPORARILY}/

(o1xunzofill  other
event-mycobacterial
infection

Age dig ab sereening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of trasatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates,

SAE = Serious Adverse Event (accerding te Investigators assesswment).

ACIG grades estimate severity as : Grade 1 = Mild, @Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001029. Data of Table Gensration: O01NOV2006 {06:38)




Table 3.1.3.3 Page 26 of 42
Maraviros Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Exparienced Studias

Treatment Group: maraviroc BID

Adverse
Event
MedDRA {v9.0} Aemu———
Prefarred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Outceme Causality SAE
METABOLISM RND  Ancorexia*/ Active maraviroc BID 20/ 44 Grade 2/ STUDY DRUG ACTION: NO
NUTRITION ANOREXIA Resolved (STDPPED TEMPORARILY)/
M SORDERS (o1qun2ailill  Study drug
NERVQUS SYSTEM  Headache*/ Active maravirec BID 20/ 23 Grade 1/ STUDY DRUG ACTION: Ho
DISORDERS HEADACEE Regolved {STOPPED TEMPORARILY) /
{tivay2dfily  Study drug
asco1028 1cdihooes {F/ d{vears)/ D
SKIN AND Rash*/ Active maravirce BID 13/ 20 Grade 2/ STUDY DRUG ACTION: NG
SUBCUTANECUS SKIN RASH Resolved {STOPPED TEMPORARILY)/
TISSUE (31ovL2cfilp  Study drug
CISORDERS
nacolozs 1dfpoocs (M/ diivenrs)/ R
INVESTIGRATIONS Alanine amipotransferase Active maraviroc BID 283/ drade 2/ STUDY DRUG ACTION: RO
increased+*/ I»283) still {STOPEED TEMPORARILY) f
HIGH RESULTS OF ALT Present study drug
Aspartate aminotransFeras Active maraviroc BID 283/ Grade 2/ STUDY DRUG ACTION: NO
e increased+*/ [»283] still {STOPPED TEMPORARILY)/
HIGH RESULTS OF AST Present Study druyg

Age is at screening

* Treatmept-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

(1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRE (v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028, A4001029. Date of Table Generation: O1INQV2006 (06:38)
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Maravirec Summary of Clinical Safety

Temporary Discontinvatione or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravircc BID

Evant
MedDRA (v9.0)  ememaaa
Prefaerred start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
ENTRY Phase At Oneeb Day++ Outcome Causality SAE
INVESTIGATIONS Garma-glutamyltransferase Active maraviroc BID 283/ Grade 2/ STUDY DRUG ACTION: NO
increased*/ [»283] Still (STOPPED TEMPORARILY)/
HIGH RESULTS COF GGT Pragent study drug
ad001028 1cffpooor (v/ ciiyEars)/ D
GASTROINTESTINA Nausea*/ Active maraviroc BID 22/ 57 Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS INCREASED NAUSEA Resolved (STQPPED TEMPORARILY)/
01Uzl Study drug
Vemiting*/ Active maraviroe BID 22/ 57 Grade 3/ STUDY CRUG ACTION: YES
INCREASED VOMITING Resolved (STOPPED TEMPCORARILY}/
orqunzdill  study drug
naoolozs 1cdfieooor (M/ veEars)/
GASTROINTESTINA Vemiting+/ A¢tive maraviroc BID 300/ Grade 1/ STUDY CRUZ ACTICN: YES
L DISORDERS VOMITING aos Resolved (STQPPED TEMPORARILY}/
t13varzoffll  oOther event-unknown
MUSCULOSKELETAL Back pain¥/ Active maraviroc BID 289/ Grade 2/ STUDY DRUG ACTION: NO
AND CONHECTIVE UPPER LUMBAR SACRAL [»283] Still (STOPPED TEMPORARILY)/
TISSUE TENDERNESS Praegent Other event-unknown

DISORDERS

Age is at screening

* Treatment-emergent .

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[ Pays in brackets are imputed days derived from incomplete dates.

SAE = Sericus Adverss Event (according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, dGrade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CCNFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Gsneration: G1NOV2006 (06138}



Table 3,1.3.3 Page 28 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2bL/3 Treatment Experienced Studies

Treatment Group: maravircc BID

Adverse
Evant

MedDRA {(v2.0) ememeee

Preferred Start

Term/ pay++/
System Organ INVESTIGATOR Tre Treatment Stop SEVERITY/ ACTLION/
Clags ENTRY Phage At Onset Day++ Quktcome Causality ShE
MUSCULOSKELETAL Flank pain*/ Active maraviroc BID 289/ Grade 4/ STUDY DRUG ACTION: YES
AND CORNECTIVE FLANK PAIN [»=2a3] Still (STOPPED TEMPORARILY}/
TISSUE Present Other event-unknown
DISORDERS
SKIN AND Night sweats+*/ Active wmaraviroc BID 296/ Grade 1/ STUDY DRUG ACTION: NO
SUBCUTANEQUS NIGET SWEATS [»236] Still (STOPPED TEMPORARILY}/
TISSUE Present Study drug
DISORDERS
ado01026 10fooon v/ diyesrs)/ R
RENAL AND Renal caolic*/ Active maraviroc BID 77/ 77 Grade 3/ STUDY DRUG ACTION: NO
URLNARY RENAL COLIC Regolved (STOPPED TEMPORARILY) /
DISORDERS to1see2offll  Concomitant

treatment-obt -
intelerance to indinavir

ado010258 13fpooos (M/ diivears)/ (D
INVESTIGATIONS Hepatic enzyme increased* Active maravircc BID 150/ Grade 2/ STUDY DRUG ACTION: YES

! (»150] Still (STOPPED TEMPORARILY}/

ELEVATED LIVER ENZYMES Presgent Study druy

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day ara start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[] Dayg in brackets are imputed days derived from incomplete dates,

SAE = Serious Adverse Event {according to Investigators ascessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, drade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CCNFIDENTIAL Includes Protocols:A4001027, A40010238, A4001029. Date of Table Ganeration: O0Q1NOV2006 (06:38)



Table 3.1.3.3
Maraviroc Summary of Clinical Safety

Temporary Driscontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maravircec BID

MedDRA (vg.0)

Preferred
Term/
System Qrgan INVESTIGATOR
Clags ENTRY

Adverse
Event

Trt Treatment
At Onset

SEVERITY/
Oukcome

Page 29 of 42

ACTION/
Causality SAE

INFECTIONS AND
INFESTATIONS

Gastroenteritis+/
GASTROENTERITIS

24001028 130013 (v/ J(vErrs) / D

GASTROINTESTINA Abdominal pain upper+*/
L DISORDERS MID EPIGASTRIC PAIN

Abdominal pain upper*/
STOMACH ACHE

ad001028 1Mfkocos (M/ 4fvEars)/ D

Age is at screening
* Treatment-emergent

Active maraviroc BID 150/

15¢

Active maraviroc BID 40/ 42

Active maraviroc BID 20/ 20

Grade 2/
Resclved

(2socT2diip

Grade 2/
Reseolved
{Loarrzoll
Grade 1/
Resolved
1omar20lR

STUDY DRUS ACTICN: NO
(STOPPED TEMPORARILY) /
Other event-food

poisoning

STUDY DRUG ACTICH: RO
(STQPPED TEMPORARILY)/

Study drug

STUDY DRUZ ACTICH: NO

(NO ACTION TAKEN)
SUBJECT ACTION:

(NO ACTION}/

Other event-subject
questions food he ate

++ Start Day and Stop Day are start and stop of AE relative to the starb of treatment: First day of Lreatment = Day 1
[} Days in brackets are imputed days derived Erom incomplete dates.
SAE = Sericus Adverse Event {a¢cording te Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3

MedDRA (v9.0) coding dictionary applied.
PFLZER CONFIDENTIAL

Includes Protocols:A4001027%, A4001028, A4001023.

= Severe,

Date of Table Generation:

Grade 4 = Life-threatening.

01NCV2006 (06:38)



Table 3,1.3.,3 Page 30 of 42
Maravirec Summary of Clinical safety

Temporary Discontinuations or Dese Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: maraviroc BID

Adverse
Event
MedDRA (v9.0y  mememeaa
Preferrad Start
Texm/ Day++/
System Organ INVESTIGATOR Trk Treatment Stop SEVERLTY/ ACTION/
Class ENTRY Phase At Onsget Day++ Qutcoma Causality SAR
BLOOD AND Febrile neutropenia*/ Active maraviroc BID 23/ 26 Grade 2/ 5TUDY DRUG ACTION: YES
LYMPHATIC FEBRILE NEUTROPENIA Regolved {STOPPED TEMPORARILY) /S
SYSTEM (27MAR20fll)  Concomitant
DISORDERS treatment-tipranovir
Neutropenia*/ Active maravirec BIR 23/ 34 Grade 4/ STUDY DRUG ACTION: YES
NEUTROFERIA Resolved {STOREED TEMPORARILY) /
. (oaner20fll concomitant
treatment-tipranovir
GASTROINTESTINA Diarrhoea*/ Active maravirec BID 23/ 23 Grade 2/ STUDY DRUG ACTION: YES
L DISORDERS URGENT DIARRHEA Regolved {STOPPED TEMPORARILY)/
(acvnr20fl;l  Other event-history of
diarrhea that has
increased in urgency
INVESTIGATIONS  Height dacreased+*/ Activa maraviroc BID 23/ 29 @Grade 1/ STUDY DRUG ACTION: YES
WEIGHT LOSS Regolved {STOPPED TEMPORARILY)/
(acwarzofifp  Other event-related to
increaged diarrhea
na0olo2s 14fkovc4 M/ dijivenrs)/ (R
JNVESTIGATIONS  Aspartate aminotransferas NActive maraviroc BID 15/ 22  Grade 4/ STUDY DRUG ACTION: HO
e increased*/ Resolved (STOPPED TEMPORARILY)/
AST ELEVATION (osnpR2(lF  Study drug

Age is ab sBoreening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment}.

ACT@ grades estimate severity as : Grade L = Mild, drade 2 = Mederate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: OINOV2006 (06:38)



Table 3.1.3.3 Page 31 of 42
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatwent Group: maravircc BID

Adverse
Event
MedDRA {ve.0} mmemmaa
Praferred start
Tarm/ Day++/
Sysatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phase At Onset Day++ Qutcome Causality SAE
INVESTIGATIONS Bleood creatins phosphokin Active maraviroc BID 15/ 22  Grade 4/ STUDY CRUG ACTION: NO
age increased*/ Resolved (STOPPED TEMPORARILY}/
ELEVATED CREATININE (oanprzfflll  Study drug
KINASE
adoo1028 10010 (M/ HivEars)/ (D
BLOOD AND Lymphadenopathy*/ Active maravivoc BID 10/ 21 Grade 2/ STUDY CRUG RCTION: NO
LYMPHATIC ADENOPATHY Resolved (STOPPED TEMPCRARILY)/
SYSTEM (16nPR20fff) Other event-viral
DISORDERS syndrome
INFECTIONS AND Pharyngitis*/ Active maraviroc BID 10/ 21 Grade 2/ STUDY DPRUG ACTION: NO
INFESTATIONS PHARYNGITIS Resolved (STOPPED TEMPORARILY)/
(16apr20ffll Other event-viral
syndrome
adoo0i029 idipooss (M d(yEARs)/ D
CARDIAC Myccardial infarction*/ Active maraviroc BID 163/ Grade 3/ STUGY DRUG ACTION: YES
DISORDERS MYCCARDIAL INFARCTION 224 Resolved (STGPPED TEMPORARILY}/
t1avovzofill  other event-related to
atheroscleroais

Age ig at secreening

* Treatment-emergent

++ Start Day and Stop Day are etart and stop of AR relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackete are imputed days derived from incomplete dates.

SAE = Serious Adverse Event f{according to Investigators assessment) .

ACT@ grades estimate gseverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.0} coding dictionary applied.

PFIZER CONFIDERTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: O01ROV2006 (D6:3B})
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Maraviroc Summary of Clinical Safety

Tenporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2Zb/3 Treatment Experienced Studies

Treatment Group: maraviree BID

Rdverse
Event
MedDRA (w8.0) emeeaas
Preferred Start
Term/ Day++/
system Grgan INVESTIGATOR Trt Treatment stop SEVERITY/ ACTION/
Clase ENTRY Phase At Cnset Day++ Guteoma Causality SAE
4001029 LfBonoz M/ sfityears)/ (D
INFECTIONS AND  dastroenteritis wirals/ Active maravirec BID 19/ 27 Grade 2/ STUDY DRUG ACTION: YES
INFESTRATIONS VIRAL GASTROENTERITIS Resolved {STOBDED TEMPORARILY)/
(z6ApR20fl;  Other event-probably
food origin.
a4001029 Lffeoooz v/ sfivears)/ (D
GASTROINTESTINA Oral mucosal blistering*/ Active maravirec BID 101/ Grade 2/ STUDY DRUG ACTION: HO
L DISORBERS MOUTH BLISTERS [»101] still (STOPPED TEMPORARILY)/
Pregent Study drug
aso0rcz2o 1:fBoooz (M/ sl(years)/ R
INFECTICHS AND Candidiasis*/ Active maraviroc BID 108/ Grade 2/ STUDY DRUG ACTION: Ne
INFESTATIONS THRUSH 115 Resolved {STOPPED TEMPORARILY)/

{o7uav2offflp  Diseace under study

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stocp of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed daye derived from incomplete dates,

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade } = Mild, Grade 2 = Moderate, Grade 3 = Severe, @rade 4 = Life-threatening.
MedDRA (v9.0) <coding dictionary applied.

PFIZER CONFIDENTIATL Incltdes Protocols:A4001027, A4001028, R400102%5. Date of Table Generation: O01NOV2006 (06:38)
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Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductiens Due to Adverese Evente

Phasa 2b/3 Treatment Exparienced Studies

Treatment Group: maraviroc BID

Event
MedDRA (v9.0) emeeee-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnset Day++ Qutcoma Causality SRE
ns001029 1:fooos M/ sfivears)/ (D
INFECTIONS AND Pneumcnia/ Post maraviroc BID &f 8 Grade 2/ STUDY DRUA ACTION: YES
INFESTATIONS PNEUMONIA Resolved {STOEPED TEMPORARILY)/
(zsaunzdill Pisease under study
aaooio2s 1diooos v/ Sflivears)/ (D
METABOLISM AND Hypercholesterclaemia*/ Active maraviroc BID 183/ Grade 4/ STUDY DRUG ACTION: HO
NUTRITION EYPERCHOLESTERCLENMIA 137 Resalved {STOPPED TEMPORARILY)/
DISORDERS . (21nov2cffp  Concomitant
treatment-lopinavir/riton
avir
Hypartriglyceridaemia*/ Active maraviroc BID 183/ Grade 4/ STUDY DRUG ACTION: HG
HYPERTRIGLYCEREDEMIA 127 Resolved {STOPPED TEMPORARILY)/

{21vovzdp  Concomitant
treatment-lopinavir/ricon
avir

hge is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative te the start of Lreatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived frem incowplete dates,

SAE = Serious Adverse Event (according to Investigabors assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Modarate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001628, A4001025. Date of Tabla Generation: O1NOV2008 (06:
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Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA (v9.0) eemeeaaa
Preferred Start
Term/ Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ RCTION/
Class ENTRY Phage At Cnsat Day++ Qutcome Causality SAE
naooioz7 1dfiroozz vt/ syears)/ D
INFECTICNS AND Lebar pneumonia*/ Active Placebo 18/ 28 drade 3/ STUDY DRUG ACTION: YE&
INFESTATIONS LOWER LOBE PHEUMONIA Resolved {STOPPEC TEMPORARILY)/
{ozvAR20l) Disease under study
at001027 1dipools tr/ diivears)/ (R
NERVOUS SYSTEM Memory impairment+*/ Active Placebo 4f 23 Grade 2/ STUDY DRUG ACTION: YES
DISCRDERS LOSS OF SOME MEMORY Resgolved {STOPPED TEMPORARILY)/
FUNCTICN {ozvarz2offl)  Concomitant
treatment-multipla
medjications
a4001027 20fR000s (¢/ Avears)/ (D
GASTROINTESTINA Pancreatitisw/ Active Placebo 56/ 63 Grade 4/ STUDY DRUG ACTION: YES
L DISORDERS PANCREATITIS Resolved (STOPPED TEMPORARILY) /

(c7sEP2(l;) Concomitant
treatment-TM2# and
ddi ec

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

{] Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event {according to Investigators assessment) .

ACTG grades eatimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

DFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R400102%. Dake of Table Generation: 01HOV2006 (06:38)
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Maraviroc Summary of Clinical Safety

Temporary Dieccntinuations or Dese Reductions Due to Adverse Events

Phase 2k/3 Treatment Experienced Studies

Traatmant Group: Placeko

Adverse
BEvent

MedDRA (v9.0)  eemeeea

Preferred Start

Term/ Day++/
System Organ INVESTIGATCOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Gutcome Causality SAE
ndooloz7 icpover M/ #cvenrs)/ (D
BLOOD AND Anaemia*/ Active Placebo 30/ 57 Grade 2/ STUDY DRUG ACTICH: YES
LYMPHATIC ANEMIA Resolved (STOPPED TEMPORARILY)/
SYSTEM (15v2r20lF  Other avent-anemia of
DISORDERS chronic disease
aqocroze 1dfooos M/ Al(years)/ R
INJURY, Gverdose*/ Active Placeho 1/ 58 Grade 3/ STUDY DRUG ACTION: YES
POISONIRG AND GVERDOSE Resolved {REDUCED) /
PROCEDURAL (17iovacill  oOther event-pt was on
COMPLICATIONS dose of 300 mg instead

of 150 mg till wk 8.
nsoc1ozs 1dffsooes (M7 Aivenrs)/ (R
INFECTIONS AND Prneumonia backerial+/ Active Placebo 10/ 17 Grade 4/ STUDY DRUG ACTION: YES
INFESTATIONS BACTERIAL PNEUMONIA Repolved {STOPEED TEMPORARILY) S
(0sDEC20l) Other event-bacterial
pneumonia

Age ig at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

{1 Days in krackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade i = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dictienary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001025. Date of Table Generation: O1NOV2Z00& {(06:3a)



Table 3.1.3%.3 Page 36 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events
Phage 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA (ws.0)  eeeeae-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Oneet Day++ Outcome Causality SAE
24001028 10fpocoz (v/ Biveres)/ D
GASTROINTESTINA Diarrhoea*/ Active DPlacebo 5/ & Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS WORSENING OF DIARRHOEA Resclved (STOPPED TEMPORARILY) /
(23arr2fl;)  Concomitant
treatment-ritonavir
Hausea*/ Active DPlacebo 1/ 12 Grade 1/ STURY DRUG ACTION: NO
HAUIEAR Resclved (STOPPED TEMPORARILY}/
(29nPrR20flf  Concomitant
treatment-ritonavir
Vomiting*/ Active Placebo 5/ & Grade 2/ STUDY DRUG ACTICN: NO
YOMITING Resclved (STOPPED TEMPORARILY) /
(2anPr2fll  Concomitant
treatment-ritonavir
ndoo1028 1cdiiocos (M/ sicvears)/ R
HEPATOBILIARY Cytolytic hepatitis+*/ hctive Placebo 28/ 37 drade 3/ STUDY DRUG ACTICN: NO
DISORDERS HEPATIC CYTOLYSIS Resolved {STOPPED TEMPORARILY) /S

(oivec2ofil}  study drug

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[] bays in brackets are imputed days derived from incomplete dates,

SARE = Sericus Adverse Event [(according to Investigators assessment}.

ACIG grades estimate severity as : Grada 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001627, A40CG1l028, A4001029. Date of Table Generation: OQINOV2008 (06:38)



Table 3.1.3.3 Page 37 of 42
Maraviroc Summary of Clinical Safety

Temporary Discentinuations ecr Dose Reductione Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placeko

MedDRA (ve,0)  me—ee—ee
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Cutcome Causality SAE

CARDIAC Aortic valve diseasev/ Active Placebo 186/ Grade 3/ STUDY DRUG ACTION: YES
DISORDERS WORSENING RORTIC [»186]1 still {STOPFED TEMPORARILY) /
VALVULAR DEFECT Present Other event-patient
- history acrtic valvula
defect

naool02a 1ciiools v/ 4cvenrs) / (D

HEPATOBILIARY Hyperbilirubinasmia+*/ Active Placebo 12/ 200 Grade 4/ STUDY DRUG RCTION: HO
DISORDERS HYPERBILIRUBINEMIA Resaolved {STOPPED TEMPORARRILY)/
(13mar20f) Concomitant
treatment-okt-atazanavir
and ritonavir

ndoc10ze 1dfiboocs v/ cfiiyEnas) / D

GASTROINTESTINA Flatulence*/ Active Placebo X 145/ Grade 2/ S5TUDY DRUG ACTION: NO
L DISORDERS FLATULENCE 188 Resolved (STOPFED TEMPORARILY) /
{14FEB2dlll Study drug

2ge is at screening

* Treatment-emsrgent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment; First day of treatment = Day 1

[] Days in brackets are imputed days derived I[xom incomplete datas.

SAE = Serious Adverse Event (according teo Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 Severe, Grade 4 = Life-threatening.
MedDRA (v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Incivdes Protocols:A4001027, R4001028, A4001028. Date of Table deneration: O01NOV2006 {06:38)



Table 3.1.3.3 Page 38 of 42
Maraviroc Summary of Clinical Safety

Tenmporary Digeconbtinuations or Dose Reductiens Due to Adverse Events

Phasa 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA (v2.0) emeeae-
Fraferrad Start
Texm/ Day++/
System Organ INVESTIGATOR Trkt Treatment Stop SEVERLTY/ ACTION/
Class ENTRY Phase At Onaset Dav++ Cutcome Ccausality SAE
ndco1028 1dipoors (F/ sfiyears)/ (R
HEPATCBILIARY Hepatitis toxic*/ Active Placebo 58/ 149 Grade 4/ STUDY DRUG ACTION: NO
DISORDERS TOXIC HEPATITIS Resolved (STOPPED TEMPORRRILY}/
(24auc2dill  Concomitant
treatment-tipranavir
asvoloze 1cfpoves (v/ divEnrs)/ (D
GASTROINTESTINA Diarrhosa*/ Active Placebo 274/ Grade 1/ STUDY DRUG ACTION: HO
L DISCRDERS DIARRHOER 274 Resolved (STOPPED TEMPCRARILY) /S
(osarrzoll Study drug
Vomiting+/ Active Placebo 274/ Grade 1/ STUDY DRUG ACTION: HO
VCMITING 274 Resolved {STOPPED TEMPCRARILY) S
fosnerzoffll  other event-viral cause
GENERAL Pyrexiar/ Active Placeho 142/ @Grade 1/ STUDY DRUG ACTION: RO
DISORDERS AND FEVER 163 Regolved (NO ACTION TAKEN}
ADMINISTRATION (1spECzoflill SUBJECT ACTION:
SITE CONDITIONS (KO ACTION)/

Disease under etudy

Age is at screening

* Treatment-emergent

++ Start Day and Stop Dav are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according te Investigators assesement),

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

FFIZER CONFIDENTIAL Includes Protocels:A4001027, A4001028, A4001028. Date of Table Generation: O01HOV2006 {0&6:38)



Table 3.1.3.2 Page 3% of 42
Maraviroc Summary of Clinical safety

Temporary Discontinuations or Dose Reductions Due to Adverses Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebeo

Adversa
Event
MedDRA (ve8.00 ==——me
Prefarred sStart
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phase At Onsst Day++ Qutcome Causality SAE
GENERAL Pyrexia*/ Active Placebo 263/ Grade 3/ STUDY CRUG ACTION: YES
DISORDERS AND FEVER 264 Resolved (STOPPED TEMPORARILY}/
ADMINISTRATION (26marzffll  Disease under study
SITE CONDITIONS
INFECTIONS AND Gastroenteritis+/ Active Placebo 274/ Grade 3/ STUDY DRUG ACTION: NO
INFESTATIONS GASTROENTERITIS 280 Resolved (STOPPED TEMPORARILY}/
(11apr2dffill  other event-viral
RENAL AND Renal failure acute*/ Active Placebo 263/ Grade 4/ STUDY DRUG ACTION: YES
URINARY ACUTE RENAL FAILURE 283 Resolved (STQPPED TEMPORARILY)}/
DISORDERS (1aapr2cffill  Study drug
adoo01lozs 1dfsooos (M/ dfvEars)/ (D
EAR AND Ear disorder+*/ Active Placsbo 21/ 38 Grade 2/ STUDY DRUS ACTION: NO
LABYRINTH THROBBING IN EARS Rasolved {STOPPED TEMPCRARILY}/
DISORDERS . tzonPRzoffill  Concomitant
treatment -secondary to
oht, efaviranz
NERYOUS SYSTEM Dizzinags*/ Active Placebo 21/ 38 Grade 2/ STUBY DRUG ACTION: NO
DISORDERS LIGETHEADEDNESS Resgoclved (STOPPED TEMPORARILY)/

(30APR20J}  Concomitant
treatmant-sacondary to
obt, efavirenz

Age is at

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[] Days in brackete are imputed days derived from incomplete dates.

SAE = Serious Adversa Event (according to Investigators assessment).

ACTG grades estimate severity as : CGrade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Ganeration: OlNOV2006 (06:38)



Table 3.1.3.3 Page 40 of 42
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Adverse
Event
MedDRAE (ve.0} emmemas
Preferred Start
Term/ Day++/
Syaktem Organ INVESTIGATOR Tet Treatmant stop SEVERITY/ ACTION/
Class ENTRY Phasa At Onset Days++ Qutcome Causality SARE
hano1029 1dffpooes (v/ fyerrs)/ (D
GRSTROINTESTINA Diarrhoea+/ Active Placebo 8/ 15 Grade 4/ STUDY DRUZ ACTION: YES
L DISORDERS DIARRHEA Resolved (STCPPED TEMPORARILY)/
(Lovavzdill  Concomitant
Lreatment-other arv
{(lepinavir/ritonavir#}
METABOLISM AND  Anorexia+/ Active Placebo 8/ [»8] Grade 4/ STUDY DRUG ACTION: YES
NUTRITION ANOREXIA SEill (STOPPED TEMPORARILY} /
DISORDERS Pregent Other event-candidiasis
adoor02¢ 1dfeooos (u/ Afivears)/
BLOOD AND Neutrepenia*/ Active Placebo 28/ 32 Grade 2/ STUDY DRUG ACTION: YES
LYMPHATIC HEUTROPENIA Resolved (STOPPED TEMPORARILY)/
SYSTEM (2iarr2dll Disease under study

DISORDERS

ado0010z29 1dfpoooz (M/ 4ftvEars)/ DD

Age ip at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[] Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event {according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderata, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} <eding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: OINOV2006 (06:38)
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Table 3.1.3.53 Page 41 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reducticns Due to Adverse Events

Phase 2b/3 Treatment Experienced Studies

Treatment Group: Placebo

Event
MedDRA (v8.Q) emeeaaa
Praferred Start
Tern/ Day++/
System Crgan INVESTIGATOR Trt Treatment Stop SEVERITY/ -  ACTION/
Class ENIRY Phase AL Onset Day++ Qutcome Causality SAE
SKIN AND Swalling faca*/ Active Placebo 100/ Grade 2/ STUDY DRUG ACTION: RO
SUBCUTRNEQUS FACTAL SWELLING 107 Resolved (STOPPED TEMPORARILY) /
TISSUE (17auG2cll  Other event-response to
DISCRDERS allergic reaction
Ag001029 13foool (v/ dvEars)/ D
GASTROINTESTINA Aphthous stomatitis*/ Active Placebo 1zf zo Grade 1/ STUDY DRUG ACTION: NO
L DISQRDERS ORAL APHTHA Resolved (STOPPED TEMPORARILY}/
(rogun2ofiy  study drug
GENERAL Malaiga*/ Active Placebo 12/ 15 @Grade 1/ STUDY DRUG ACTION: NO
DISORDERS AND MALAISE Resolved (STOPPED TEMPORARILY}/
ADMINISTRATION (acurzdfiy  Study Srug
SITE CONDITIONS .
Pyrexia+/ Active DPlacebo 12/ 15 Grade 1/ STUDY DRUS ACTION: NO
FEVER Resclved (STOPPED TEMPORARILY)/
(taqur2dfill  Study drug
NERVCUS SYSTEM Paraesthesia oral+t/ Active Placebo 12/ 20 Grade 1/ STUDY DRUG ACTION: NO
DISCRDERS PERIORAL PARESTHESIA Resolved (STOPPED TEMPORARILY)/
(oounzdfil  study drug
SKIN AND Pruritus*f Active Placebo 12/ 20 Grade 1/ STUDY DRUG ACTICN: NO
SUBCUTANEQUS PRURITU3 Resclved (STCPPED TEMPORARILY) /
TISSUE (LoouL2ofilf  Study drug

DISORDERS

Age is at scraening

* Treatment-emergent

++ Start Day and Stop Day are start and etep of AE relative to the start of treatment: First day of treatment = Day 1
[l Days in brackets are imputed days derived from incomplete dates.

SAE = Sericus Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, drade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRR (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A400102¢. Date of Table Generation: O01NOV200& (06:38)



Table 3.1.3.3 Page 42 of 42
Maraviroc Summary of Clinical Safety

Temporary Discontinuaticns or Dose Reductions Due to Adverse Events

Pthase 2b/3 Treatment Experienced Studies

Placebo

Traatment Group

Event
MedBRA (v%.0)  emmmmes
Freferred Start
Texm/ Day++/
Syetem Organ INVESTIGATOR Trk Treatment Step SEVERLTY/ ACTION/
Class ENTRY Phase At Onset Day++ Qutcoma Causality SAR
SKIKN AND Rash*/ Active Placebo 12/ 206 Grade z/ STUDY DRUG ACTION: NO
SUBCUTANECUS RAEH Regolved (STOPPED TEMPCRARILY}/
TISSUE (1souLzofill  Study drug
DISORDERS
A4001029 izfroool (M) <yEARS)/ (NN
GASTROINTESTINA Abdominal discomfort+/ Active Placebo 170/ Grade 2/ STUDY DRUG ACTION: KO
L DISCRDERS INTERMITTENT ABDOMINAL [»170] still [STOPPED TEMPCRARILY) /
CISCOMFORT Prasent Concomitant treatment-ddi
Dry mouths=/ Active Placebo 170/ Grade 2/ STUDY DRUG ACTION: NO
CRY MOUTH [>170] still (STOPPED TEMPORARILY) /
Present Study drug
Nausea*/ Active Placebo 170/ Grada 2/ STUDY DRUG ACTION: RO
INTERMITTENT NAUSEA [=170] still (STOPPED TEMPORARILY) /S
Present Concomitant treatment-ddi

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the gtart of treatment: First day of treatment = Day 1

{1 Days in brackets are imputed days derived from incomplete dates,

SAE = Serious Adverse Event (according te Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028, A4001028. Date of Table Generation: 01HOV2006 (0&:38)




Tabla 3.1.4.1

Maraviroc Summary of Clinical safety
Discentinuation from Study

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviros QD

Page 1 of 1

Rumber (%) of Subjects 414

Discontinuations

Subject Died 3 .7

Related to Study Drug 93 (22.5)
Adverae event 1z (2.9)
Lack of efficacy 81 (1%9.6)

Hot Related to Study Drug 47 (11.4)
Adveree event 4 (1.0}
Qthexr 12 {(2.8)
Subject defaulted 31 (7.5)

Total 143 (34.5)

maravires BID Placebo
426 209
5  {1.2} 1
101 (23.7) 111
10 (2.3} 5
91  (21.4} 106
3z (7.5} 21
L] (1.4} 3

4 (0.9} 5
22 (5.2} 13
138 (32.4) 133

Subject defaulted means Subject no lenger willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generatien:

GIROV2006 (06:42)



Table 3.,1.4.2

Maravirec Summary of Clinical Safety
Ciscontinuations from Study due to Adverse Evento
Fhage 3 Treatment Experienced CCRS Tropic Studies

Page 1 of 24

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (ve.0  ceeeee
Profarred Start
Term/ Day++/
System Organ INVESTIGATOR Trk Treatment. Stop SEVERITY/ RCTICN/
Class ENTRY Phase At Onset Day++ Outcoma Causality SRE
Aa001027 1dfeonol 7/ dfyEars) / (D
GASTROINTESTIMA Abdominal distensiont/ Active maraviroc QD 1/ 111 Grade 2/ STUDY DRUG ACTION: No
L DISCRDERS AADOMINAL BLOBRTING Resolved (PERMANENTLY DISCONTINUED
to1avc2diip )
SUBJECT ACTION:
(D/C STUDY} /
Study drug
napo1027 1cfgooos (v/ ofjiyEans;/ (N
HEPATOBILIARY Hapatic failure*/ Activa maraviroc QD 35/ 42 Grade 4/ STUDY DRUG ACTION: YES
DISORDERS HEPATIC FAILURE Resolved (PERMANENTLY DISCONTINUED
(aoazdiilp )

SUBJECT ACTICH:

(D/¢ STUDY) /

Other event-possibly r/ft
to reecreatilonal drug use
interaction with arv's

Age ig ak screening.

++ Day relative to first day of each treatment period. First day of each txeatment period = day 1

¥ Treatment-emergent

{1 Values in brackets are imputed from incomplete Gates and times.

SAE = Serious Adverse Event (according teo Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v5.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protoceols:A4001027, R4001028. Date of Table Generation: O1NOV2008 {06:41)



Table 3.1.4.2 Page 2 of 24
Maraviroc Summary of Clinical Safety

Discontinuatione from Study due to Adverse Events

Phase 3 Treatment Experienced TCRS Tropic Studies

Treatment Group: maraviroc QD

Adveree
Event
MedDRA (we.0}  mmmmeen
Prefarred Start
Term/ Day++/
8ystem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clasa ENTRY Phasa AL Onsat Day++ Qutcome Causality
aq001027 10foc1s v/ diirears)/ (IR
INVESTIGATICONS Alanine aminotransferase Active maraviroc QD 58/ &6 Grade 3/ STUDY DRUG ACTION:
increased+/ Resolved {PERMANENTLY DISCONTINUED
ELEVATED ALT {osounzoilp )
SUBJECT ACTION:
{n/c sTUDY) /
Concomitant
treatment-obt: posaibly
tipranavir.
ado01027 1coffeocos (M/ S(vEArs)/ (R
INVESTIGATICNS  Aspartate aminotransferas MActive maraviroc QD 28/ Grade 3/ STUDY DRUG ACTION:
e increased*/ [>28] still [PERMANENTLY DISCONTINUED
ELEVATED AST Prasent )

SUBJECT ACTION:
(D/C STUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment peried. First day of each treatment period = day 1

* Treatment-emergent

[1 Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary appliad.

PFIZER CONFIDENTIAL Includes Protocols:h4001027, A4001028. Date of Table Generation: O1NOV2006 (05:41)
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Table 3.1.4.2

Maraviroc Summary of Clinical Safety

Discontinuatiens f£rom Study due te Adverse Events
Phase 3 Treatment Experienced CCR6 Tropic Studies

Treatment Group: maraviroc QD

Page 3 of 24

System Organ
Class

ad001027 1ofipoool {M/ ivEArs)/ D

MUSCULOSKELETAL
AND CONNECTIVE
TISSUE
DISORDERS

MedDRA {ve.0)
Preferred
Texrm/
INVESTIGATOR
ENTRY

Intervertebral disc degen
eration*/
DEGENERATIVE DISC DISEASE

Spinal disorder*/
CERVICAL SPINE DISEASE

aq001027 1cfsocos {M/ (vEars)/ D

Age is at secreening.
++ Day relative to first day of each treatment pericd. First day of each treatment period =

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.
BRE = Seriocus Adverse Event {according to Investigators assessment}.

ACTG grades estimate geverity as Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v3.0} coding dictionary applied.

PFIZER CONFIDENTIAL

Includes Protocols:A4001027, A4001028.

Event

291/ Grade 3/
[>291] Still
Present
291/ Grade 3f
[>291] still
Present

ACTION/
Causality

STUDY DROG ACTION:
{PERMANENTLY DISCONTINUED
¥

SUBJECT ACTION:

{DfC STUDY)/

Cther event-degenerative
digeage

STUDY DRUG ACTION:
{PERMANENTLY DISCCNTINUED
H

SUBJECT ACTION:

(D/C STUDY) /

Cther event-degenerative
disease

Date of Table Generation: 01NGV2006 (06:41)

YES

YES




Table 3.1.4.2 Page 4 of 24
Maravirec Summary of Clinical safety

Ciscontinuations from Study due to Adverge Events

Fhasa 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (v8,0 eemeea.
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trkt Treatment Stop SEVERITY/ ACTION/
Clars ENTRY Phace At Onget Day++ Cutcaoma Causality SAE
RENAL AND Renal failure+/ Active maraviroc QD 12/ Grade 3/ STUDY DRUG ACTION: YES
URINARY RENAL FAILURE [>12] still (PERMANENTLY DISCONTINUED
DISORDERS - Pregent )
SUBJECT ACTICH:
(D/C STUDY)} /
Study drug
SKIN RND Rash*/ Active maraviroc QD 10/ 17 Grade 3/ STUDY DRUG ACTION: YE3
SUBCUTANEQUS RASH Resolved (PERMANENTLY DISCONTINUED
TISSUE (zonrrzdiill )
DISORDERS SUBJECT ACTION:
(D/C STUDY)/
Study drug
as001027 1ifkoooz (v/ JyEARs)/ (D
GASTROINTESTINA Abdominal pain uppar*/ Active maraviroc QD 51/ 53  Grade 3/ STUDY DRUG ACTION: YES
L DISCRDERS EPIGASTRIC PRIN Resclved {STOPPED TEMPORARILY)/

(z1avczdfill  Concomitant

treatment-emtricitabina/tancfovir disoproxil fumarate# and
epivir

Age ie at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1
* Treatment-emergent

[1 Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Bvent (according te Investigators assessment) .

ACTG grades estimata severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocels:R4001027, A4001025. Date of Table Generation: O01NOV2006 (06:41)




Table 3.1.4.2 Page % of 24
Maravireor Summary of Clinical Safety

Discontinuations from Study due to Adverse Evento

Phasa 2 Treatment Experianced CCRS Tropic Studies

Treatment Group: maraviroc @D

Adverge
Event
MedDRA (w9.0) mmmmea
Prefarred Start
Texrm/ Day++/
System Qrgan INVESTIGATOR Tt Treatment Stop SEVERITY/ ACTION/
Clasg ENTRY Phase AL Cnset outcotmes Causality SAE
GASTROINTESTINA Ahdominal pain upper*/ Active maravirec QD 187/ Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS EPIGASTRIC PAIN 194 Resclved (PERMANENTLY DISCONTINUED
(zoganzofilp )

SUBJECT ACTION:
(D/C STUDY) /

Study drug

a4a001027 1iffsooos M/ ivears)/ D
BLOOD RND Anaemia*/ Active maravirec QD 16/ 47 Gragde 2/ STUDY DRUG ACTION: YES
L¥MPHATIC WORSENING ANEMIA Resolved [PERMANENTLY DISCONTINUED
SYSTEM zaavazdiip )
DISORDERS SUBJECT ACTION:

(DfC STUDY) f

Study drug

as001027 1iffoors v/ Hiitvears)/ (D

Age i at screening.

++ Day relative to first day of sach treatment peried. First day of each treatment pariod = day 1

* Treatment-emargent

[] values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening,
MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protoacols:R4001027, A4001028. Date of Table Generatiocn: OINOVI00& {06:41)



Table 3.1.4.2 Page 6 of 24
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Phasa 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravircc QD

Evant
MedDRA {v9.0}) emeaaaa
Preferred Start
Term/ Day++f
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTLION/S
ENTRY FPhase At Onset Day++ Qutcome Causality SAB
INVESTIGATIONS Lipase increased*/ Active mwaraviroc QD 15/ 61 Grade 3/ STUDY DRUG ACTION: ND
LIPASE INCREASED Rezolved {PERMANENTLY DISCONTINUED
(zanvc2dfilp )
SUBJECT ACTION:
{D/C STUDY) /
Disease under study
Lipase increased*/ Active maravirec QD 62/ 64 Grade 4/ S5TUDY DRUG ACTION: RO
LIPASE INCREASED Regolved {NO ACTION TAKEN)
(110cT2fl)  SUBJECT ACTION:
(KO ACTION) /
Disease under study
adoorozs 1diipooo7 (F/ fiverrs)/ S
MUSCULOSKELETAL Muscular weaknesg*/ Active maraviroec QD 79/ Grade 3/ S5TUDY DRUG ACTION: RO
AND CONNECTIVE “WEAKNESS IN BOTH LEGS [>79] 5£ill {PERMANENTLY DISCONTINUED
TISSUE Present )
DISORDERS SUBJECT ACTION:
{D/Cc sTUDY) /
Study drug

nraoolozs 1ciooss (u/ divears)/ D

Age 1 at sereening. |

++ Day relative to first day of each treatment pariod. First day of each treatment peried = day 1

* Treatment-emergent

[] values in brackets are imputed from incomplete dates and times,

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) <eding dickionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: O01ROV2006 {06:41}



Table 3.1.4.2 Page 7 of 24
Maravire: Summary of Clinical safety

Biscontinuations from Study due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Trgatment Group: maraviroc QD

Adverae
BEvent
MedDRA (ve.¢)  —e—eee-
Preferred Start
Texm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ RCTION/
Class ENTRY Phase At Onset Day++ Cutcome Caugality SAE
INVESTIGATIONS Alanine aminotransferase Active maraviroc QD 133/ Grade 2/ STUDY DRUG ACTICH: NO
increased=*/ [>135] still { PERMANENTLY DISCONTINUED
INCREASE CF ALT Prasgent 1
SUBJECT ACTICH:
(DfC sTUDY) /
Study drug
Aspartate aminotransferas Active maraviroc QD 133/ Grade 2/ STUDY DRUG ACTICH: NO
e increased*/ [»135] 8eill {PERMANENTLY DISCONTINUED
INCREASE CF AST Present ]
SUBJECT ACTICH:
(D/C sTUDY) /
Study drug
asoo10ze 1iffeoool (v/ JAfyEars)/ (D
GENERAL Cedema peripheral+/ Active maraviroc QD 113/ Grade 1/ STUDY DRUG ACTION: NO
DISORDERS AND SWOLLEN HAHDS [>113] SEill { PERMANENTLY DISCONTINUED
ADMINISTRATION Present 1
SITE CONDITIONS SUBJECT ACTION;
(D/C STUDY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 valuss in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assegswment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (ve.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: O01HOV2005 (06:41)



Table 3.1.4.2

Maraviroc Summary of Clinical Safety
Digeentinuations fxom Study due to Adverse Events
FPhase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec QD

MedDRA (v%.0)

Praferred

Term/
Byatem Crgan INVESTIGATOR Trt Treatment
Class ENTRY Fhase At Onget

Event

Page 8 of 24

ACTION/
Causality

BLOCD AND Anaemia¥*/ Active maravirec QD
LYMPHATIC ANEMIA
SYSTEM
DISORDERS
Anaemia*/f Active maravirec OO

WORSENING OF ANEMIA

ado01028 1ifrooll {4/ Af(yErrs)/ R

Age is at screening.

a1y
[>31]

56/ 70

Grade 1/
still
Present

Grade 3/
Resolved
¢270ECc20ll

STUDY DRUG ACTION:
(MO ACTION TAKEN)
SUBJECT ACTION:

(NG ACTION) /
Concomitant
rreatment-voriconazol
STUDY DRUQ ACTION:
(PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

D/ STUDYY /

Study drug

++ Day relative teo first day of each treatment period. First day of each treatment pericd = day 1

* Treatment-emergent
[1 values in brackets are imputed from incomplete dates and times.
SRE = Serious Adverse Event {(according te Investigators assessment) .

ACTG grades estimate severity as : Qrade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, drade 4 = Life-threatening.

MadDRA {v9.0) coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028,

Date of Table Generation: O1NOV2006 {06:41)

Ho

YES




Table 3.1.4.2 Page 9 of 24
Maraviroe Summary of Clinical safety

Discontinuations from Study due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec QU

Adverse
Bvent
MedDRA (ve.0) eeme—a
Preferred . Start
Term/ Day++f
Syatem Organ INVESTIGATOR Trt Treatment Step SEVERITY/ ACTION/S
Claes ENTRY Phase At Onset Dayr++ outcome Causality SAE
MUSCULOSKELETAL Myalgiar/ Active maraviroc QD 37/ 63 Grade 3/ STUDY DRUG ACTION: HO
AN} CONNECTIVE MUSCLE ACHES Resolved {PERMANENTLY DISCONTINUED
TISSUR (1iner2dlil; )
DISORDERS SUBJECT ACTICN:
{D/C sTUDY) /
Study druy
ad001028 13fpooor (M/ AyEArs)/ (D
MUSCULOSKELETAL Myalgia*/ Active maraviroc QD 77/ 8% Grada 1/ STUDY DRUG ACTION: NO
AND CONNECTIVE — MYALGIA Regolved {PERMANENTLY DISCONTINUED
TISSUE zevnvzdiily )
DISORDERS EUBJECT ACTIONM:
{b/C STUDY)/
Study drug

adoolozs 1iffocos (M/ JfvEars)/ D

Age ip at screening.

++ Day relative to first day of each treatment period. First day of each treatmant period = day 1

* Treatment-emergent

[} values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators asgasgsment).

ACTG grades eptimate severity as : CGrade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied. .

PFIZER CONFIDENTIAL Includes Protocole:R4001027, A4001028, Dake of Takle Generation: O01NOV2006 (0&6:41)



Table 3.1.4.2

Maraviroc Summary of Clinical Safety
Digeontinuations from Study due to Adverse Events
Pnasa 3 Treatment Experienced CCRS Tropic Studies

Page 10 of 24

Ireatment Group: maravirec QD

Adverse
Event
MedDRA (v9.0) memeee
Prefarred Start
Taxm/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnset Day++ Outcome Caugality
GASTROINTESTINA Diarrhoea*/ Active maravirocc OD 6/ 22 Grade 2/ STUDY DRUG ACTION:
L DISORDERS DIARRHEA Resolved (PERMANENTLY DISCONTINUED

(1earr2lil; )
SUBJECT ACTION:
D/ STUDY) f
Study drug

Age 1a at screening.

++ Day ralative to first day of each treatment pericd. First day of each treatment pericd = day 1

* Treatment-emergent

[1 values in brackets are Imputed from incomplete dates and times.

BAE = Serious Adverss Event (according to Investigators assessment).

ACTG grades estimate severity ag : drade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v3.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generaticn: OC1NOV2006 {06:41)



Table 3.1.4.2 Page 11 of 24
Maraviroc Summary of Clinical Safety

Diseentinuatiens from Study due te Adverse Events

Phage 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: maraviroec BID

Adverse
Event
MedDRA (wvS.®) mmmmee
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment stop SEVERITY/ ACTION/
Classg ENTRY Phase At Oneet Day++ Qutcome Causality SRE
A1001027 1dfpoois (v/ dijivears)/
INJURY, Heat exhauation*/ hetive maraviroc BID 184/ arade 3/ STUDY DRUG ACTION: YES
POLSCHING AND HEAT EXHAUSTION 123 Resalved (PERMANENTLY DISCONTINUED
PROCEDURAL (ozavczdfilp )
COMPLICATIONS SUBIECT ACTION:
(D/c sTUDY) /
Qther event-heat,
dehydraticn
INVESTIGATIONS Transaminases increaszed+*/ Active wmaraviroc BID 187/ Grade 4/ STUDY DRUG ACTION: YES
ELEVATED TRANSAMINASES 123 Resolved (PERMANENTLY DISCCNTINUED
(ozavczdilp )
SUBJECT ACTION:
(D/C sTUDY) /
Study drug
MUSCULOSKELETAL Rhabdomyolysis*/ Active maraviroc BID 184/ Grade 3f STUDY DRUG ACTION: YES
AND CONNECTIVE RHABDOMYOLYSIS 123 hesalved {PERMANENTLY DISCCHNTINUED
TISSUE (osavczdily )
DISORDERS SUBJECT ACTION:

(D/C STUDY)/
Cther event-heat,
dehydraticn

Age 18 at screening.

++ Day relative to first day of each treatment period, First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

BAE = Sericus Adverse Event {according to Investigators assessment).

ACTG grades estimate severlty as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied,

PFLZER CONFIDENTIAL Includes Protocols:Ad001027, A4001028. Date of Table Generation: O0LNOV2006 (06:41)



Table 3.1.4.2 Page 12 of 24
Maraviroc Summary of Clinical Safety

Discontinuations from Study due te Adverse Events
Phase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: maraviroec BID

Event
MedDRA (v$.) e
Praferred Start
Tern/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Cnget Day++ Outcoma Causality SAE

INVESTIGATIONS  Aspartate aminotransferas Active maravirec BID 15/ 29 Grade 4/ STUDY DRUG ACTION: NO
e increased*/ Regolved (PERMANENTLY DISCONTINUED
ELEVATED AST (omarzdlill )

SUBJECT ACTION:

(D/C STUDY) /
Concomitant
treatment-anaesthegia

ad001027 1offioo21 (M/ (¥EARs)/ D

GASTROINTESTINA Abdominal pain upper+/ Active waraviroc BID 32/ 34 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS ‘RUQ PAIN Resolved (PERMANENTLY DISCCONTINUED
(1ranzdilp )

SUBJECT ACTION:
(D/C STUDY) f
sStudy drug

Age is at screening.

++ Day relative te first day of each treatment period. First day of each treatment period = day 1
* Treatment-emergent

[} Values in brackets are imputed from incomplete dates and times.

SRE = Sericus Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O01NOV2006 (06:41)



Table 3.1.4.2 Page 13 of 24
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to Adverse Events

Pnasa 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Event
MedDRA {v9.0} mmmeaaa
Preferred start
Term/ Day++f
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Qutcome Causality SAE
INVESTIGATIONS Liver function test abnor Active wmaravirec BID 3z/ Grade 4/ STUDY DRUG ACTION: [0}
mal*/ [>32] 5tiil {PERMANENTLY DISCONTINUED
ELEVATED LFT'S Present )
SUBJECT ACTION:
{p/C sTUDY) /
Study drug
a4001027 1fsoo1o M/ siivears)/ (D
NEOPLASHS Rnal cancer*/ Active maraviroc BID 161/ @rade 2/ STUDY DRUG ACTION: YES
BENIGN, CARCINCOMA OF RNUS [>161) 5till (PERMANENTLY DISCONTINUED
MALIGKANT RND Pregent )
UNSPECIFIED EUBJECT ACTION:
{INCL CYSTS {p/C sSTUDY) /
AND POLYDPS) Other event-cancer

adoor027 1dfiirooos (M7 diiyears)/ R

Age is at screening.

++ Day relative to first day of each treatment pericod, First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIATL Includes Protocols:A4001027, A4001G28. Date of Table Generation: OQINOV2006 {06:41)



Table 3.1.4.2 Page 14 of 24
Maravircc Summary of Clinical Safety

Discontinuationa from Study due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studias

Traatment Group: maraviroc BID

hdverse
Event
MedDRA (v9.0) e ———
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt ° Treatment stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ outcoma Causality SAE
GENERAL Pyrexia*/ Active maraviroc BID 11/ 23 Grade 2/ STUDY DRUG ACTION: YES
DISORDERS AND FEVER Resclved (FERMANENTLY DISCONTINUED
ADMINISTRATION tosou2dilp )
8ITE CONDITIOCNS SUBJECT ACTION:
(D/C STUDY}/
Study drug
na001027 1dfoocs v/ diivenrs)/ R
NERVOUS SYSTEM Convulgion*/ Active maravirec BID 93/ 94 Grade 4/ STUDY DRUG ACTION: YES
DISORGERS OS5 OF CONSCIQUSHERS, Resclved (PERMANENTLY DISCONTINUED
POSSIBLE SEIZURE (z1zer2filp )

SUBJECT ACTICH:
(D/C STUDY} f
Study drug

naocio27 Lcffpoooz (M7 JffcyEars)/ (R

Age is at screening.

++ Day relative to [irst day of each treatment peried. First day of each treatment pericd = day 1

* Treatment-emergent

(1 values in brackets are imputed Erom incomplete dates and times.

SAE = Serious Adverse Event (according te Investigaters assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v5.0) coding dictienary applied,

DPFIZER CONFIDENTIAL Includes Protocels:Ad001027, A4001023. Date of Table Generation: OQ1NOV2006 (06:41)



Table 3.1.4.2 Page 15 of 24
Maraviroc Summary of Clinical Safety

Discontinuations from Study due to RAdverse Eventsa

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Event
MedDRA (vs.0) mmemee
Preferred Start
Term/ . Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTICN/
Class ENTRY Phase At Onset Day++ Cutcons Causality
GASTROINTESTINA Abdominal pain upper*/ Active maraviroec BID 9/ [»9] Grade 4/ STUDY DRUG ACTICN:
L DISORDERS EPIGASTRIC PAIN 8Eill (BERMANENTLY DISCONTINUED
Present )
BUBJECT ACTICN:
(D/C sTUDY) /
Other event-unknoun
Diarrhoea*/ Active maraviroc BID 9/ 18 Grade 2/ STUDY DRUG ACTICN:
DIARRHEA Resclved (PERMANENTLY DISCONTINUED
{osreEezdiiB )
SUBJECT ACTION:
(/¢ STUDY) /
Other event-unknown
etiolegy
odynophagia*/ Active maraviroc BID 9/ [>9] Grade 4/ STUDY DRUG ACTION:
ODYNOPHAGIA Secill {PERMANENTLY DISCONTINUED
Present )
SUBJECT ACTICN:
(D¢ STUDY) /
Other event-unknown
MUSCULOSKELETAL Arthralgia«/ Active maraviroc BID 3f [»9] Grade 4/ STUDY DRUG ACTICH:
AND CONMECTIVE INCREASED LEFT KEIF PAIN still {PERMANENTLY DISCONTINUED
TISSUE Present ]
DISORDERS SUBJECT ACTICHN:

(D/C STUDY) /
Other event-arthritis

Age i at screening.

++ Cay relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 Values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event {according to Investigators assesement) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocels:A4001027, A40D1D28. Date of Table Generation: O01HOV2006 (06:41)

YES

YES

YES



Table 2.1.4.2

Maraviree Summary of Clinical Safety
Discontinuations from Study due to Adverse Events
Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec BID

MedDRA ([vg.0)

Praferred

Termn/
System QOrgan INVESTIGATOR Trt Treatmeant
Clase ENTRY Phage At Onget

Page 16 of 24

ACTION/
Caugality

HEPATOBILIARY
DISORDERS

Hyperbilirubinaemia+/
HYPERBILIRUBINEMIA

Active maravirec BID

A4q001027 1:ko00s (F/ ABvears)/ D

SKIN AND Rash generalised*/ Active maraviroc BID
SUBCUTANEOQUS GENERALLZED RASH

TISSUE

DISCRDERS

ado001o2s 1oficoos (/ siivEars)/ R

hge is at screening.

Event

Start

Day++/

Stop SEVERITY/

Day++ Qut.come

12/ Grade 3/

[>42] Still
Present

8/ 13 Grade 3/
Rasolved
(2eMAR2 (il

STUDY DRU3 ACTION:
(PERMANENTLY DISCONTINUED
1

SUBJECT ACTION:

(D/C STUDY}/

Other avent-other
illness-hcv/etoh

STUDY DRUG ACTION:
(PERMANENTLY DISCONTINUED

SUBJECT ACTION:
(DfC STUDY) /
Study druy

++ Day relative to first day of each treatment period, First day of each treatment pericd = day 1

* Treatment-emergent
[1 values in brackets are imputed from inccmplete dates and times.

SAE = Sericus Adverse Event {according to Invastigators assassment) .
Grade 1 = Mild, Grade 2 = Mederate, drade 3 = Severe, Grade 4 = Life-threatening.

ACTG grades estimate severity as
MadDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protccols:hd4001027, A4001028.

Date of Table Generation:

01NOV2006 (06:41)

YES

YES



Table 3.1.4.2

Maraviroc Summary of Clinical Safety
Discontinuatione E£rem Study due to Adverse Events
Phage 3 Treatment Experienced CCR5 Tropic Studies

maraviroc 81D

Treatment Group

Page 17 of 24

ACTION/
Causality

STUDY DRUG ACTION:
(PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

(B/C STUDY}/

Study drug

STUDY DRUG ACTION:
(PERMANENTLY DISCONTINUED
}

SUBJECT ACTION:

(o/C sTUDY) /

Btudy drug

STUDY DRUG ACTION:
{PERMANENTLY DISCONTINUED

YES

YES

Adverce
Event
MedDRA (ve.0}  mmmemaaa
Preferred Start
Texm/ Day++/
System Organ INVESTIGATCR Trt Treatment Stop SEVERITY/
Class ENTRY Phase At Onset Day++ Outcoma
INVESTIGATIONS viral lecad increased*/ Activa maravirec BID 72/ 80 Grade 1/
VIRAL LOAD INCRERSED Resoclved
1ouizdiy
aso010z8 1cfbooos (M7 divears)/ R
INVESTIGATIONS Alanine aminotransferase Active maraviroc BID 127/ Grade 4/
increaced+*/ 135 Resolved
ELEVATED ALT (z2mar2
Aspartate aminotransferas Active maraviroc BID 127/ Grade 4/
& increased*/ 134 Repolved
INCREASED AST G4 (1sMnr2aily

)

SUBJECT ACTION:
(Df¢ STUDY) /
study drug

Age is at screening.
++ Day relative to first day of each treatment period. First day of each treatment period =
* Treatment-emergent

[1 Values in brackets are imputed from incomplete dates and times.

ZAE = Serious Adverse Event (according to Investigators assessment) .

ACTG gradeo estimate severity as : Grade 1 = Mild, Grade 2 = Moderats, Grade 3 =
MedDRA (v2.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generatien:

Severe, drade 4 = Life-threatening.

01NOVZO06 {06:41)



Table 3.1.4.2

Maraviroc Summary of ¢linical Safety
Discontinuatiens from Study due to Adverse Events
Phase 2 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec BID

Page 18 of 24

MedDRA (v5.90)

Preferred

Term/
System Organ INVESTIGATOR Trt Treatment
Clags ENTRY Phase At Onget

Aspo1028 1iffeoooz v/ Jfivenrs)/ (R

HERVOUS SYSTEM
DISCRDERS

Syncoper f
SYNCOPAT, EPISQODE

Active wmaravirec BID

Aqpolcze 1ifooos v/ diivEARS)/ D

VASCULAR
DISORDERS

Orthostatic hypotension*/ Active maraviroc BID
ORTHOSTATIC HYPOTENSIONW

aa0p01028 11000z (1/ diiiyears)/

Adverse

Event

Start

Day++/

Stop SEVERITY/

Day++ Gutcome

65/ &5 Grade 4/
Resolved
(zarEB2ii}

28/ 100 Grade 3/
Regolved
(osaurzdiy

ACTION/
Causality

STUDY DRUG ACTION:
{PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

{D/C STUDY)/

Study drug

STUDY DRUG ACTION:
{PERMANENTLY DISCCONTINUED
)

SUBJECT ACTION:

(D/C STUDY) /

Study drug

YES

YES

hge is at gcreening.

++ Day relative to first day of each treatment period. First day of each treatment period = day I

+ Treatment-emergent
il Values in brackets are imputed from incomplete dates and times.

SAE = Serious Advarse Event (according to Investigators assessment) .
: Grade 1 = Mild, Grade 2 = Mecderate, Grade 3 = Severe, Grade 4 = Life-threatening.

ACTG gradas estimata severity ae
MedDRA {v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028.

Date of Table Generation:

DIROVZOD6 {06:41)



Table 3.1.4.2 Page 19 of 24
Maravirec Summary of Clinical Safety

Ciscontinuations from Study due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Adverae
Evant
MedDRA (ve.0) memeeeaa
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Cutcoms Causality SAE
HEOQPLASMS Tongue necplasm malignant Active maraviroc BID 49/ Grade 3/ STUDY DRUG ACTICN: YES
BENIGN, stage unspecified+/ [>42] still (PERMANENTLY DISCONTINUED
MALICGNANT AND SQUAMOUS CELL CARCINOMA Present ]
UNSPECIFIED CF THE L TONGUE BASE. SUBJECT ACTICN:
(INCL CYSTS (B/C sTURY) /
AND POLYPS) Other event-diagnosis of
squamous cell carcinoma
of the left tongue base.
naooroze 1dfeoory (w/ dfveEars)/ R
INFECTIONS AND Gastrointestinal infectic Active maraviroc BID 33/ 57 Grade 2/ STUDY DRUG ACTICH: NO
INFESTATIONS n*/f Resclved {PERMANENTLY DISCONTINUED
GASTROINTESTINAL asarr2dfilp )
INFECTION SUBJECT ACTICN:

(3/C sTUDY)/
Other event-norovirus
infection

Age ie at sereening.

++ Day relative to first day of each treatment period. First day of each treatment period = day 1

* Treatment-emergent

[1 valuea in brackets are imputed from incomplete dates and tiwes.

SAE = Serious Adversge Event (according to Investigators assassment),

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA [v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4C01027, A4001028. Date of Tabkle Generation: O01NOV2Z006 (06:41)



Table 3,1.4.2 Page 20 of 24
Maraviroc Summary of Clinical safety

Discontinuations from Study due to Adverse Events

Phase 3 Treatment Experienced CCRE Tropic Studies

Treatment Group: Placebo

Adverae
Event
MedDRA {ve.0y emmeaa-
Preferred Start
Texrm/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTTION/
Claes ENTRY Phaee At Onset Day++ Cutcome Causality SAE
4001027 1cfeooos (v/ 4fvEars)/ (N
GENERAL Pyrexia*/ Active Placebo 10/ 15 Grade 1/ STUDY DRI ACTION: NO
DISORDERS AND MILD FEVER Reselved {PERMANENTLY DISCONTINUED
ADMINISTRATION (a1avezdily ¥
SITE CONDITIONS SUBJECT ACTION:
(R/C STUDY)/
Study drug
nd001027 1dipocor {v/ =iyears)/ D
INVESTIGATIONS Liver function test abnor Active Placebe 232/ Grade 4/ STUDY DRUG ACTION: NO
mal+/ f»232] still {PERMANENTLY DISCONTINUED
ELEVATED LFT TEST Present )

SUBJECT ACTION:
{D/C STURY) /
Study drug

Age is at screening.

++ Day relative to first day of each treatment periocd. First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols;R4001027, A4001024. Date of Table Generation: O01NOV2006 (06:41}



Table 3.1.4.2

Maraviroc Summary of €linical Safety
Discontinuaticns from Study due to Adverse Events
Phase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: Placebo

Event
MedDRA (v&.0) emeeaaa
Preferred Start
Term/ Day++/
Bystem Organ INVESTIGATOR Trt Treatment Stop
Clags ENTRY Fhasa At Oneet Day++
INVESTIGATIONS White bloed cell count de Active Placsbo 294/
creaseds/ [>294]
LOW WEITE BLOOD CELL
COUNT
A4001027 1dfcols v/ dYEARS)/ D
GENERAL Chest: paint/ Active Placebo g9/ 75
DISCRDERS AND CHEST BAIN
ADMINISTRATION

SITE CONDLITIONS

Aapo1027 1cfools (v/ <ftyears)/ R

SEVERITY/
Cutcoma

Grade 1/ .
SEill
Present

Grade 3/
Reaolved

raunzdiy

Page 21 of 24

ACTION/
Causality

STUDY DROG ACTION:
{PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

(D/C STUDY) /

Concomitant
treatmant-neupogen

480mog 8y for 5 days

STUDY DRUG ACTION:
(PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

(D/C STUDY) /

Other event-unknown

YES

hge is at screening.

++ Day relative to first day of each treatment period. First day of each treatment pericd =

* Treatment-emexgent
f] ¥alues in brackets are imputed from incomplete dates and times.
SAE = Serious Advaerse BEvent {according to Investigators assessment) .

ACTG grades estimate severity as : drade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001028. Date of Table Generation: 01NOV2Z006 (G6:41)



Table 3.1.4.2 Page 22 of 24
Maraviroe Summary of Clinical Safety

Digcontinuations from Study due to Adverse Events

pPhase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: Placebo

MedDRA (v5.0) e

Proeferred Start

Tarw/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTTION/
Clags ENTRY Phasa At Onset Day++ out.come Causality SAE
GASTROINIESTINA Gingivitis*/ Active Placebo T 72 Grade z2f STUDY DRUG ACTION: RO
L DISORDERS GINGIVITIS Resolved {PERMANENTLY DISCONTINUED

{(3tccT2dllp )
SUBJECT ACTION:
(D/C sTUDY) /

Study drug
hdooioz7 idioorz (7/ cfityeanrs) / (D
INFECTIONS AND fneumonia*/ Active Placebo 5/ 14 Grade 4/ STUDY DRUG ACTION: YES
INFESTATIONS PNEUMCNIA Resclved (PERMANENTLY DISCONTINUED
(sannzalily )

SUBJECT ACTION:
{D/C STUDY)/
Digease under sgtudy

a4001027 Lifivoorz (r/ #cyears)/ (D

Age is at screening.

++ Day relative to first day of each treatmant period. First day of each treatment period = day 1

* Treatment-emergent

[l Values in brackets are imputed from incomplete dates and times.

ShE = Serious Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 01NOV2006 (06:41)



Table 3.1.4.2

Maraviroc Summary of Clinical Safety
Discontinuationa from Study due to Adverse Events
Phase 3 Treatment Experienced CCRS Tropic Studies

Placebo

Treatment Group:

Page 23 of 24

Event
MedDRA (v9.0})  =mmeeaa
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/
Class ENTRY Phase At Onset Day++ Qutcome
INFECTIONS RND  Myccbacterium avium compl Post Placebo 63f Grade 3/
INFESTATICNS ex infection/ [+563] still
MYCOBACTERIUM AVIOM Pregent
COMPLEX INFECTION
METABOLISH AND Lactic acidosig*/f Active Placebo 96/ 101 @Grade 3/
NUTRITION LACTIIC ACIDOSIS Resclved
DISORDERS re1arrz iy
nqo01028 1dfooos M/ dfivears)/ D
HEPATCEILIARY Cytolytic hepatitis*/ Active Placebo 14/ 37  Grade 2/
DISORDERS HEPATIC CYTOLYSIS Resolved
tozpeczdi

Age is at screening.
++ Day relative to first day of each treatment period. First day of each treatment pericd =
* Treatment -emergent

(] values in brackets are imputed from incomplete dates and times.

SAE = Serious Rdverse Event (according to Investigators assessment).

ACTG grades estimate severity as :
MedDRA (v5.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generation:

ACTION/
caugality

8TUDY DRUG ACTION:
[PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

{D/C sTUDY) /

Digease under study
STUDY DRUG ACTION:
(PERMARENTLY DISCONTINUED
)

SUBJECT ACTION:

[ofc STUDY) /

Other event-sepsis on
druig induced adi

STUDY DRUG ACTION:
[PERMANENTLY DISCONTINUED
)

SUBJECT ACTION:

(/¢ sTUDY) /

Study drug

Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

QINOV2006 (06:41)

YES

HO



Table 3.1.4.2 Page 24 of 24
Maraviroec Summary of Clinical Safety

Discontinuvations from Study due to Adverse Events

Phase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: Placebo

Adverae
Event
MedDRE (v8,0 eeeeee-
Prefarred Start
Term/ Day++/ :
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Cutcoms Causality SAE
naooloze 1ofoo3s v/ diivenrs)/ R
HERVOUS SYSTEM Dizzineas*/ Active Placebo 2/ 22 Grade 2/ STUDY DRUG ACTICH: NO
DISORDERS DIZZINESS Resclved {PERMANENTLY DISCONTINUED

(zoceczdily )
SUBJECT ACTIGN:
(D/c STUDY)/
Study drug

Age is at ecreening.

++ Day relative to first day of each treatment perioed., First day of each treatment period = day 1

* Treatment-emergent

[1 values in brackets are imputed from incomplete dates and times.

SAE = Serious Adverse Event (according to Investigators assessment).

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savers, Grade 4 = Life-threatening.
MedDRA (vg.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocels:A4001027, A4001028. Date of Table Generation: O01HOV2006 (06:41)



Takle 3.1.4.3
Maraviroc Summary of Clinical Safety

Temporary Discontinuatiens or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroe QD

MedDRA (v3.0)

Praferred

Tarm/
Syetem Organ INVESTIGATOR Tre
Clase ENTRY Phase

Treatment
At Onget

Adverse
Event

SEVERITY/
Qutcome

Page 1 of 29

ACTION/
Causality SAE

GASTROINTESTINA Diverticulum intestinal h Active
L DISCRDERS aemorrhagic*/
COLON DIVERTICULAR BLEED
nqoc10z7 1dfroocs v/ offivears) / (D
GASTROINTESTINA Nausea*/ Active
L DISCRDERS NAUSEA
Vomiting+/ Active
VOMITING
GENERAL Chillia+/ hetive
DISORDERS AND RIGORS
ADMINISTRATION
SITE CONDITIONS
METABCLISIK AND Dehydration*/ Active
HUTRITION DEHYDRATICHN
DISORDERS
SKIN RND Rasgh+/ Active
SUBCUTANEQUS RASH
TISSUE
DISORDERS

Age is at screening

* Treatment-emargent
+4+ Start Day and Stop Day are start and stop of AE relative to the

[1 Days in brackets are imputed days derived from incompleota datas.

maraviroc QD

maraviroc QD

maraviroc QD

maraviroc QD

maraviroc QD

maraviroc QD

95/ 104

Arade 4/
Resgelved

(zaounzdi

1/ 28 Grade 2/
Resolved
(oarmnv2dfiip
Grade 2/

Resolved

1/ 29

13/ 13

13/ 12

1/ 28

(oaravzdii
Grade 1/
Ragolved

(1sarr2dfiip

Grade 2/
Resoclved

(1snpr2dfilp

Grade 2/
Resolved

(oamay2ilip

STUDY DRUG ACTION: YES
(STOPPED TEMPORARILY) /

Other

event-diverticulitis

STUDY DRUG ACTICH: NO
(STOPPED TEMPORARILY)/

Study drug

STUDY DRUG ACTICH: HO
(STOPPED TEMPORARILY)/

Study drug

STUDY DRUG ACTICH: NO
(STOPPED TEMPORARILY)/

Other evant-due o fever

STUDY DRUG ACTICH: HO
(STOPPED TEMPORARILY)/

Other event-due to

vemitting and diarrhea

STUDY DRUG ACTICH: HO
(STOPPED TEMPORARILY)/

Study drug

start of treatment: First day of treatment = Day 1

SAE = Serious Adverse Event (according to Investigators assesswent).

ACTG grades eatimat
MedDRA {v%.0)
FFIZER CONFIDENTIAL

e geverity as

Includes Protocols:A4001027, A4001028.

Date of Takle Generation:

Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
coding dicticonary applied.

01HOVZ008 (23:50)



Table 3.1.4.3 Page 2 of 22
Maraviroc Summary of Clinical Safety

Temporaxry Discontinuations or Dose Reductions Due to Adverce Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirce QD

Adverse
Evant
MedDRA {wve.0)  mceeaaa
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Tt Treatment Stop SEVERITY/ ACTION/S
Class ENTRY Phase At Onset Day++ Qutcome Causality SAE
n4a001027 1cliroooe v/ sicvears)/ (D
GASTROINTESTINA hAkdominal paint*/ Active maravirec QD 121/ Grade 2/ STUDY DRUG ACTION: RO
L DISORDERS ABDOMINAL DAIN 13§ Resolved {STOPPED TEMPORARILY)/
(31aUG20fll Disease under study
a49001027 1dfpooos (v/ 4ivErrs)/ R
EYE, DISORDERS Eye pain*/ Active mwaraviroc QD 8/ 16 Grada 2/ STUDY DRUG ACTION: 2l
EYE PAIN Resalved {STOPPED TEMPORARILY)/
: (aimny20q  Study drug
Ocular hyperaemia*/ Active waraviroe QD 8/ 18 Grade 2/ STUDY DRUG ACTION: HO
BEYEZ REDNESS (BLOODSHOT) Resolved {STOPFED TEMPORARILY) /
(awmav2dill  study drug
GENERAL Pyrexia*/ Active maravirec QD 8f 16 Grade 2/ STUDY DRUG ACTION: HO
DISORDERS AND FEVER Resolved {STOPEED TEMEORARILY) /
ADMINISTRATION (awayzdil@  Study drug
SITE CCHDITIONS
HEPATOBILIARY Hyperkilirubinaemia*/ Active maravirec QD 8/ 16 Grade 2/ STUDY DRIG ACTION: NO
DISORDERS HYPFERBILIRUEINEMIA Resolved {STOPFED TEMPORARILY)/
(aawav2cfifll Concomitant
treatment-atazanavir sulfated
NERVOUS SYSTEM  Headache*/ Active maraviroc QD a/ 16 Grade 2/ STUDY DRUG ACTION: HO
DISORDERS HEADACHE Regolved {STOPPED TEMPORARILY)/

(3ivav2dill  Study drug

Age is at scraening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 pays in brackets are imputed days derived from inccmplete dates.

SAE = Serious Adverse Event {according to Investigateors assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grads 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.
MedDRA (v2.0) ceoding dictionary applied,

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 01NOV200& (23:50)

EZ ERRIR




Table 3.1.4.3 Page 3 of 29
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Doese Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc QD

Event
MedDRA (v2.0) =ee-eee-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phase At Onset Day++ Qutcome Causality SAE
SKIN AND Rash*/ Active maraviroc QD 8/ 16 Grade 2/ STUDY DRUG ACTION: HO
SUBCUTANEQUS RASH ON STOMACH Resolved (STOPFED TEMPORARILY)/
TISSUE (aavavzdiill  study drug
DISORDERS
24001027 1ofeocos M/ HivEARS) /! D
GASTROINTESTINA Abdominal pain*/ Active maraviroc QD 106/ Grade 2/ STUDY DRUG ACTION: YES
L DISORDERS ABDCMINAL PAIN 308 Resolved (STOPPED TEMEORARILY)/
{10vav2ql) Disease under study
ad001027 10fkoc24 (F/ djcvenrs)/ (IR
INFECTIONS RND Gastroenteritis+/ Active maraviroc QD &4) Qrade 2/ STUDY DRUG ACTION: HO
INFESTATIONS GASTROENTERITIS (=54] still {STOPPED TEMPORARILY) /
Pregent Other event-virus
4001027 10fEocos (v/ Afvears)/ D
INVESTIGATICONS Alanine aminotransferase Active maraviroc QD 114/ Grade 3f STUDY DRUG ACTION: NG
increased*/ 117 Resolved (STOPPED TEMPORARILY) /
ELEVATED ALT (23DEC2l} Cther event-unknown
etiology

aq0o01027 1disoers (M/ divears)/ IR

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[} Days in brackets are imputed days derived Erom incomplete dates.

SRE = Sericus Adverse Event f{according to Investigators aesassment) .

ACTO grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFLZER CONFIDENTIAL Includes Protocols:hd001027, A4001028. Date of Table Generation: O01MOV2006 (23:50)



Table 3.1.4.3 Page 4 of 29
Maraviroc Summary of Clinical Safety

Temporary Ddscontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc QD

Event
MedDRA (v2.00 eeemeaaa
Prefearred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clags ENTRY Phaga At Onset Day++ Qutcome Causality SRE
GENERAL Pyrexia*/ Active maraviroc QD 55/ 61  Grade 2f STUDY DRUG ACTION: YES
DISCRDERS AND FEVER Resalved (STOPPED TEMPORARILY)/
ADMINISTRATION {17rep2dflil;l other event-possible
SITE CONDITIONS bacterial infection
Pyrexiar/ Active maraviroc QD 54/ 55 drade 1/ STUDY DRUG ACTION: NO
LOW GRARDE FEVER Resolved (NO ACTION TAEENM}
(11FEp2dfil} SUBJECT ACTION:
{NO ACTION)/
Cther avent-viral
infection
RESPIRATCRY, Dyspnoea*/ Active maraviroc QD 57/ 61 Grade 3/ STUDY DRUG ACTION: YES
THORACIC AHG SHORTNESS OF BREATH Resolved (STOPPED TEMPORARILY)/
MEDIASTINAL {17FEB2ll Disease under study
DISCRDERS
24001027 1offpovos (F/ sf(vears)/ D
INFECTIONS RND Pneumonia*/ Active maraviroe QD ST/ 6§ Grade 3f STUDY DRUA ACTION: YES
INFESTATIONS BREUMONTA Resolved (STOPPED TEMPORARILY) /
(127aN2(fllp  Other event-community
acquired pneumonia
Agqo001027 1cfBools v/ diivEars)/ D
GASTROINTESTINA HNauseat/ Active maraviroc QD 18/ 43 Grade 3/ STUDY DRUA ACTION: NO
L DISORDERS HAUSEA Resolved (STOPPED TEMPORARILY)/

{oavavzdlll  Concomitant
treatment-possibly azt

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and step of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = 3ericus Adverse Event {according to Investigators assessment) .

ACT4 grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, drade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictiopary applied, '
PFIZER CONFIDENTIAL Includes Protccols:A4001027, A4001028. Date of Table Geherabtion: O01HOV2006 (23:50Q)



Table 3.1.4.3 Page 5 of 29
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Diue to Adverse Events

Fhase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: maraviroc QI

Adverse
Bveant
MedDRA (ve,0y  eeseeeo
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onseb Day++ Qutcome Caugality SAE
naoc1o27 1dBoooe (M/ affiyEnrs)/ (D
GASTROINTESTINA Abdominal pain*/ Active maraviroc QD 123/ @rade 3/ STUDY DRUG ACTION: YES
L DISCRDERS ABDOMINAL PAIN 128 Resolved (STOPPED TEMPORRRILY)/
(1soun2fii; study drug
Haematochezia*/ Active maraviroc QD 124/ Grade 3/ STUDY DRUG ACTION: ¥YES
BLOOD IN STOOL 128 Rasolved (STOPPED TEMPORARILY) /
(1souL20flF Concomitant
treatment-beptobisme
Nausea*/ Active maraviroc QD 2/ 72 Grade 1/ STUDY DRUG ACTIOHN: NO
NAUSEA Reaolved (NO ACTICH TREKEN)
(zavav2(fl} SUBJECT ACTION:
(NO ACTION}/
Study druyg
Nausaa*/ Active maraviroc QD 123/ Grade 3/ STUDY DRUG ACTION: YES
NAUSEA 128 Resclved (STOPPED TEMPORARILY)/
(1sJur2diiip concomitant
treatment-peptobismo
HERVOUS SYSTEM Dizziness*/ Active maraviroc QD 125/ Grade 1/ STUDY DRUG ACTICN: HO
DISQRDERS LIGHTHEADEDNESS 128 Resclved (STOPPED TEMPORARILY) /

(1sourzdiip Study drug
a4001027 11fkooo2 (M/ siYEARsS)/ D

Age iE at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Bvent (according to Investigators assessment),

ACT@G grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protoccls:Ad001027, A4001028. Date of Table Generation: 01NOV2006 (23:50)



Table 3.1.4.23 Page 5 of 29
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studias

Treatment Group: maraviroc QO

MedbRA (v$.0)  mmaaaaa

Preferred Start
Texm/ Day++/
System Organ INVESTIGATOR Trk Treatment Stop SEVERITYS ACTICHN/
Class ENTRY Phase At Onset Day++ Outcoms Causality SAE
GASTROINTESTINA Abdominal pain upper+*/ Active maraviroc QD 51/ 53 Grade 3/ STUDY DRUG ACTION: YES
L DISCRDERS EPIGASTRIC PAIN Resolvad (STOPPED TEMPORARILY) /
(z1nvc2dily  Concomitant
treatment-THM12# and
epivir
Diarrhoeat/ Active maraviroc QD 51/ 52 Grade 3/ STUDY DRUG ACTION: YES
DIARRHEA Resolved (STOPPED TEMPORARILY)/
(z1avazcfiip  Concomitant
treatment-THlzff and
epivir
Vomiting+/ Active maraviroc QD 51/ 51 Qrade 3/ STUDY DRUG ACTICN: YRS
VCMITING Resoclved (STOPPED TEMPORARILY)/ -

(19ave2dll concomitant
treatment-TM12# and

epivir

- nao01027 1ifpooos (v/ divEars)/ R
GENERAL Injection site reacticn*/ Active maraviroc QD 1/ 21 Grade 2/ STUDY DRUG ACTIOHN: Ho
DISORDERS AND INJECTION SITE REACTIONS Resclved (STOPPED TEMPORARILY)/
ADMINISTRATION (ziavc2dlll  concomitant
SITE CONDITIONS treatment-enfuvirtidelt -
Raoo1027 1ifeooos (v/ ofivEars)/
GASTROINTESTINA Pancreatitis*/ Active maraviroc QD a9/ 57 Grade 1/ STUDY DRUG ACTICH: YES
L DISORDERS PANCREATITIS Reaclved (STOPPED TEMPORARILY)/

(askavadiiy  Study drug

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incompleta dates.

SAE = Serious Adverse Event (accerding to Investigators assasement).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA [v$.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001025. Nate of Table Generation: O01NOV2006 (23:50)

RGP RSN LRI
TM128(Zemtricitabinedenofovi disuproxil fumarate TG




Table 2.1.4.3 Page 7 of 29
Maraviree Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCR5S Tropic Studies

Treatment Group: maraviroc QD

Adverse
Event
MedDRA (v8.0) eeeeaaa
Preferred Start
Term/ Day++/
System Crgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onget Day++ Qutcome Caugality SAE
ado01628 1dipooos (v/ diltyears) / R
INFECTICNS AND Pyelonephritiag*/ Active maravizec O 3/ 17 - Grade 1/ STUDY DRUG ACTION: NO
INFESTATIONS PYELONEPHRITIS Resolved (STOPPED TEMPORARILY)/
(3oqurzoffill  concomitant
treatment-indinavir
RENAL AND Renal pain*/ Active maravirec QD af 17 Grade 1/ STUDY DRUG ACTION: NO
URINARY RENAL PAINR Resolved (STOPPED TEMPORARILY)/
DISCRDUERS (3oqurzcfi Concomitant
treatment- indinavir
ado01028 1dfpooos (M7 NvEaRs)/ (D
GASTROINTESTINA Dysphagiat*/ Active maravirec QD 27/ 155 Grade 2/ 5TUDY DRUG ACTION: NO
L DISORDERS SWALLOW -~ PROBLEMS Reaolved (STOPPED TEMPORARILY)/
(120cT2fll  Other event-suspected
psychological problems
with intake of pills
asoo1028 1ifroooz (v/ HBivenrs)/ R
INVESTIGATIONS  Alanine aminotransferase Active maravirec QD 58/ &5 Grade 3/ STUDY DRUG ACTION: NO
increased*/ Resolved (NO ACTION TAKEN)
ALT ELEVATION (osgaNzfll  SUBJECT ACTION:
(NO ACTION) /
Study drug

Age is at screening

* Treatment-emergant

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
{] Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event {according to Investigators assessment) .

ACTG grades estimate severity ae : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 0INOVZ006 (23:50)



Table 3.1.4.3 Page 8 of 29
Maraviroc Summary of Clinical Safety

Temporary Discontinuvations or Dose Reducticns Due to Adverse Events

Phase 3 Treatment Experienced CCR5 Tropic Studies

Treatment Group: maraviroc QD

Advarse
Bvent
MedDRA (v5.0) e ————
Preferred Start
Term/ Day++/
System Qrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase AL Onset Day++ Qutcoma Causality SRE
IRVESTIGATIONS Alanine aminotransferase Active maraviroc QD 85/ 53 Grade 4/ STUDY DRUG ACTION: NO
increased*/ Resolved (STOPPED TEMPORARILY)/
ALT ELEVATION (ozrepzdil;  study drug
Aspartate aminotransferas Active maraviroe QD 85/ 93 Grade 3/ STUDY DRUG ACTION: NG
e increased+*/ Resgolved {STOPPED TEMPORARILY)/
AST ELEVATICH (o2rEB2l}  Study drug
aqo01028 1iffcozs (¢/ dfiveans)/ D
INFECTICHS AND  Herpes oimplex*/ Active maraviroc QD 15/ 101 d&rade 3/ STUDY DRUG ACTION: YES
INFESTATEONS HSV INFECTICH Resolved (STOPPED TEMPORARILY)/
(1socr2flll Disease under study
Oral candidiasis*/ Active maraviroc QD 15/ 63 Grade 3/ STUDY DRUG ACTLON: YES
WORSENING OF ORAL Resolved {STOPPED TEMPORARILY)/
CANDIDIASYS {07sEP2dlll Discase under study
Urinary tract infection*/ aActive wmaraviroc QD 15/ 28 Grade 2/ STURY DRUG ACTION: YES
URINARY INFECTION Resolved (STOPPED TEMPORARILY)/
(oaavczofffp  oOther event-intercurrent
infection
Aqsoo1oze 1ifkooos (r/ Aiyears)/ (R
GENERAL Fatigue+*/ Active maraviroc QD P Grade 1/ STUDY DRUG ACTION: HO
DISCRDERS AND FATIGUE Regolved (STOPPED TEMPORARILY)/
ADMINISTRATION (o1Mar2dll; Concomitant
SITE CONDITIONS treatment-zidovudine flamivudine#

Age is at screening

+ Treatment-energent

++ Start Day and Stop Day are atart and step of AE relative to the start of treatment: First day of treatment = Day 1
{] Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according te Investigators assesswent) .

ACTC grades estimate severity as : Grade 1 n Mild, Grade 2 = Modarate, Grade 3 = Severs, Grade 4 = Lifa-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Ineludes Protocolg:Ad001027, A4001028., Date of Table Generation: O1NOV2006 {23:50}
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Table 3.1.4.3 Page 9 of 29
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: waraviroc QD

Event
MedDRA (w903  eem—ee-
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Oneset Day++ Qutcome Causality SAE
NERVOUS SYSTEM Dizzinass*/ Active maraviroc QD a2f 7 Grade 1/ STUDY DRUG ACTION: HO
DISORDERS LIGETHEADNESS Resolved (S5TOPPED TEMPORARILY) /S
{oiarodfil  concomitant
treatment-aszt
componentof zidewvudine/iamivudine
Headache*/ Acrive maraviroc QD 2/ 7 Grade 1/ STUDY DRUG ACTICH: NO
HEADACHE Resolved {STOPFED TEMPORARILY) /S
(o1var2(fil} concomitant
treatment-azt component
of zidovudine/lamivudina#
Raoolozs 1)fkooil (v/ diiveEars)/ (D
BLOOD AND Neutrcpeniav/ Active maraviroc QD 19/ Grade 4/ STUDY DRUG ACTION: YES
LYMPHATIC HEUTRCEENIA [>19] Still (STOPFED TEMPORARILY) /
SYSTEM Present Study drug
DISORDERS
INFECTIONS AND Pneumenia bacterial=/ Active maraviroc QD 43/ Grade 4/ STUDY DRUG ACTION: YES
INFESTATIONS BACTERIAL PNEUMONIA [»43] Scill (STOPPED TEMPORARILY) S
RECURRENT Present Other event-worsening
pre existing condition
adoolozs 14fko003 (M/ sfvEArs)/ D
GASTROINTESTINA Diarrhoea*/ Active maraviroc QD 22/ 50 Grade 2/ STUDY DRUG ACTION: HO
L DISCRDERS CHRONIC DIARRHEA GOT Resolved (STOPFED TEMPORARILY) [/
WORSENED (zsarrodlll  Study drug

Age ie at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[l Days in brackets are imputed days derived from incomplete dates.

SAE = Sarioue Adverse Event {according to Investigators assessment) .,

ACTG grades estimate severity as : Urade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Lifa-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Takle Generation: 0L1NOV2006 (22:50)
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Table 3.1.4.3 Page 10 of 2%
Maraviroc Summary of €Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events
Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec QD

Adverse
Event
MedDRA {vo2.0} mmmmeee
Preferred Start
Taxm/ Day++/
Syatem Organ INVESTIGATGR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase At Onset Dav++ Qutcoma Causality SAR
ndoo0lozs o002z (v/ iveEars)/ (D
INVESTIGATIORS Gamma-glutamyltransferase Active maravircc QD a6/ Grade 4/ STUDY DRUG ACTION: No
increaged+*/ [~88] Still {STOPBPED TEMPORARILY}/
ELEBVATED GGT Present Other event-dilated

Age ie at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative te the start of treatment: First day of treatment = Day 1
[ Dayes in brackets are imputed days derived from incomplete dates.

SBSAE = Serious Adverse Event (according to Investigators agsessment).

ACTG grades estimate geverity ag : Grade 1 = Mild, Grade 2 = Moderate, CGrade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CCHNFIDENTIAL Includes Protocols:A4001027, A4001028. Data of Table Generation: O01NOV2008 ({23:50}



Table 3.1.4.3 Page 11 of 2%
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Raductions Due to Adversge Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec BID

Adverse
Event

MedDRA (v9.0) memee—-

Prefarred Start

Term/ Day++/
Syatem Organ INVESTIGATOR Tr% Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phasa At Onset Day++ cutcome Causality SRE
Raooloz7 1cofooos v/ sfivEars)/ R
INVESTIGATIONS Aspartate aminotransferas Active maraviroc BID 15/ 22 Grade 3/ STUDY DRUG ACTION: HO

¢ increased*/ Regolved (STOPFED TEMPORARILY) /

ELEVATED AST (zoJanzdilp  Study drug
IMMUNE SYSTEM Drug hypersensitivity+/ Active maraviroc BID 2/ 13 Grads 3/ STUDY DRUG ACTION: YES
DISORDERS NEVIRAPINE Resolved {STOPFED TEMPORRRILY) /

HYPERSENSITIVITY (o4rEB2qF Concomitant

treatment-nevirapine
h4001027 1dfpooos (M7 divERRs)/
EAR AND Vertigo*/ Active maraviroc BID 1/ 8 Grade 3/ STUDY DRUG ACTION: HO
LRBYRINTH VERTIGO Resolved (STOPPED TEMPORARILY)/
DISORDERS (zamar2cfill  Concomitant
treatment-afavirenz

GASTRCINTESTINA Vemiting*/ Active maraviroc BID 1/ 8 Grade 3/ STUDY DRUG ACTICN: NO
L DISCRDERS VOMITING Resolved (STOPFED TEMPORARILY)/

(z4vAr20flF  Concomitant
treatment-efavirenz
Age die at screening
* Treatment-emergent
++ 3tart Day and Stecp Day are start and stop of AE relative te the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived Erom incomplete dates.
SAE = Saerious Adverse Event (according te Investigators assessment) .
ACTIG grades estimate peverity as : drade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 Life-threatening.
MedDRA {v5.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocels:R4G01027, A4001028. Date of Table Generation: O01NOV2Q05 (23:50)



Table 3.1.4.5 Page 12 of 29
Maraviroc Summary of Clinical safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Fhage 3 Treatment Experienced CCR56 Tropic Studies

Treatment Group: maraviroc BID

Adverse
Event
MedDRA (v.0) =ee-aea-
Praferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Phase At Onset Day++ Qutcoms Causality SAR
NERVOUS SYSTEM Dizziness*/ Active maraviroc BID 1/ 8 Grade 3/ STUDY DRUG ACTION: HO
DISCRDERS DIZZINESE Resolved (STOPPED TEMPORARILY)/
(2avnrzdil;  Concomitant
treatment-efavirenz
Tremor+/ Active maravirsec BID 1/ 8 drade 3/ STUDY DRUG ACTION: HO
SHAKINESS Reaolved (STOPPED TEMPORARILY)/
(zavarzdll  concomitant
treatment-efavirenz
ad001027 10ficoll (M/ sivears)/ (D
GASTROINTESTINA Small intestinal obstruct Active mwmaraviree BID 216/ Grade 3/ STUDY DRUG ACTION: YES
L DISORDERS ion*/ 223 Resolved (STOPPED TEMPORARILY)/
SMALL BOWEL OBSTRUCTION (297aNzdjl} Other event-unknouwn causa
aq001027 1dfscols v/ Jvears)/ D
EYE DISORDERS Dry aeye*/ Active maraviroc BID 13/ 16 Grade 2/ STUDY DRUG ACTION: NO
DRY EYES IRRITATED Resolved (STOPPED TEMPORARILY}/
(1oMarzll;  cConcomitant
treatment-abacavir
hypersensitivity
GASTROINTESTINA Diarrhosa*/ Active maraviroc BID 13/ 19 Grade 2/ STUDY DRUG ACTION: NO
L DISORDERS DIARREEA Resolved (STOPPED TEMPORARILY)/

(1avarzdfp  concomikant
treatment-abacavir
hypersensitivity

Age 18 at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of traatment = Day 1
[} Days in brackets are imputed days derived Erom incomplete dates.

SBAE = Sericus Adveree Event {according to Investigators assassment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictilonary applied.

PFLZER CONFIDERTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O01lNOV2006 (23:50)



Table 3.1.4.3 : Page 13 of 2%
Maraviroe Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirec BID

Adverse
Evant
MedoRA (w®.0y eemeee-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/S
Class ENTRY Fhage At Onset Day++ Qutcome Causality SAE
RESPIRATORY, Cough*/ Active maraviroc BID 13/ 16 Grade 2/ STUDY DRUG ACTION: NO
THORACIC AND DRY COUGH Regolved {STOPEED TEMPORARILY)/
MEDIASTINAL (1cMar20fflF Concomitant
DISORDERS treatment-abacaviry
hypersensitivity
SKIN AND Erythema*/ Active maraviroc BID 13/ 19 Grade 1/ STUDY DRUG ACTION: NO
SUBCUTANEQUS FACIAL ERYTHEMA Resolved (STOPEED TEMPORARILY) S
TISSUE (1avarediily o itant
DISORDERS treatment-abacavir
hypersensitivity
Rash pruritic*/ Active maraviroc BID 4/ 1% Grade 2/ STUDY DRUG ACTION: NO
ITCEING RASH Resolved (STOPFED TEMPORARILY)/
(13unr20fflil  Concomitant
treatmant-abacavir
hypersansitivity
n4oo01027 1dfpocie (v/ svEars)/ (R
INFECTIONS AND Candidiasis*/ Active maraviroc BID 7/ 10 Grade 2/ STUDY DRUG ACTION: HO
INFESTATIONS CRNDIDIASIS Resolved {STOPPED TEMPORARILY) /
(osFEBzfl} Disease under study
INVESTIGATIONS Blood creatine phosphokin Active maraviroc BID 8/ 27 Grade 3/ STUDY DRUG ACTION: RO
age increased*/ Regolved (STOPPED TEMPORARILY)/
ELEVATED CK (21Fee20l}  Other
. event -rhabdomyolysis
METABCLISM AND  Hyponatrasmia*/ Active maraviroc BID 7/ 10 Grade 3/ STUDY DRUG ACTION: HO
NUTRITION HYPONATREMIA Resolved (STOPFED TEMPORARILY) /
DISORDERS (oarEB2dfll} Concomitant

treatment-anfuvirtide

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incompleta dates.

SAE = Barious Adverse Event (according to Investigators aesessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Brobocels:A4001027, A4001025. Date of Table Generation: 01NOV200§ (23:50)



Table 3.1.4.3

Maraviroc Summary of Clinical Safasty
Temporary Disconbtinuatiens or Dose Reductions Due to Adverse Events
Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Page 14 of 29

MedDRA (v3.0)

Preferred
Texm/
System Organ INVESTIGATOR Trt
Class ENTRY Phase
MUSCULOSKELETAL Rhabdomyclysis*/ Activa
AND CCHNECTIVE RHABDOMYOLYSIS
TISSUE
DISORDERS
Rd001027 idieovid (v/ dfjivenrs) / R
INVESTIGATIONS Blood creatine phosphokin Activae
asa incraased+/
ELEVATED CK
Hepatic enzyme increased* Active
/
ELEVATED LIVER ENZYMES
hd¢o1027 1dRools (/7 livears)/ (R
GASTROINTESTINA MNauseatr/ Active
L DISORDERS NAUSEA
Vomiting*/ Active
VOMITING

n4001027 1cfBoosr M/ diiyeres)/ D

Treatment
At Onamet

maraviroc

maraviroc

maraviroc

maraviroe

maraviroc

Event

Start

Day++/

Stop SEVERITY/

Day++ Outcome

7/ 10 Grade 4/
Resclved
(oareE2dlR

335/ Grade 4/

[>335] still
Pregent

335/ Grade 3/

[>335]  Still
Present

2567 Grade 1/

353 Resolvad
(1squrz i

256) Grade 1/

352 Resclved
(usaurzdiliy

ACTION/
Causality

STUDY DRUG ACTION:
(STOPPED TEMPORARILY)/
Concomitant
treatment-enfuvirtidef

STUDY DRUG ACTION:
(STOPPED TEMDORARILY)/
Study druyg

STUDY DRUG ACTION:
(STOPPED TEMPORARILY)/
Study drug

STUDY DRUG ACTION:
(STOPPED TEMPORARILY)/
Study drug

STUDY DRUG ACTION:
(STOPPED TEMPORARILY) /
Study drug

NO

HO

NO

NO

Age is at screening
* Treatment-emergent

++ Start Day and Stop Day axe start and stop of AE relative to the starr of treatment: First day of treatment = Day 1

[] Days in brackets are imputed days derived from incomplete dates.

SRE = Serious Adverse Event (according to Investigators assessment).
ACTG grades estimate saverity as :

MedDRA (v5.0)
DFIZER CONFIDENTIAL

A40DC1028,

Date of Table Generation:

Grade 1 - Mild, @rade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
coding dictichary applied.
Includes Protocols:h4001027,

QLNOV2006 (23:50)

ARG AR,




Table 3.1.4.3

Maraviroc Summary of Clinical Safety
Temporary Discontinuations or Dose Reductions Due to Adverse Events
Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group:

maravircc BID

Page 15 of 25

Syatem Organ
Clags

INVESTIGATIONS

MedDRA (v9.0)
Preferred
Term/
INVESTIGATOR
ENTRY

Haemoglobin decreased+/
DECREASED HEMOGLOBIN
LEVEL {7.9)

Haemoglobin decreased*/
DECREASED HEMOGLOBIN
LEVEL {8.0)

n4oo10z7 1dfsooie (v/ divEnks)/ D

INFECTIONS AND
INFESTATIONS

Meningitis wiral+/
VIRAL MENINQITIS

ado01027 1cfipooo2 (M/ JiKyEArs)/ (R

BLOOD AND
LYMPHATIC
SYSTEM
DISORDERS
GASTROINTESTINA
L DISCRDERS

Anaemia*/
ANEMIA

Varices oesophageal*/
ESOPHAGERL VARICES

Age ie at screening
* Treabment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

Active

Active

Active

Active

Active

Treatment
At Onset

maraviroc BID

maraviraoc BID

maraviroc BID

maraviroc BID

maraviroc BID

[l Days in brackets are imputed days derived from incomplete dates.

8SAE = Seriocus Adverse Event (according to Investigators assasement) .

ACTd grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
coding dictionary applied.
PFIZER CONFIDENTIAL

MedDRA (ve.0)

Includes Protocols:A4001027, A4001028.

Event

Start

Day++/

stop SEVERITY/

Day++ cutcome

198/ 3% Grade 2/
Resolved
(140cT20l

1/ [>1] @Grade 1/
still
Present

93/ 100 Grade 2/
Resolved
(zaaunzdily

48/ 138 Grade 4/
Resolved
(o2sEr2dfi

4%/ 102 Grade 4/
Regolved
(zaTuL2dilily

Date of Table Generation:

ACTION/
Causality

STUDY DRUG ACTION:
(STOPFED TEMPORARILY) f
sStudy drug

STUDY DRUG ACTICH:

(NO ACTION TAKEN}
SUBJECT ACTION:

{NO ACTION)/

Study drug

STUDY DRUG ACTION:
{8TOPPED TEMPORARILY) [
Other event-viral
meningitis

STUDY DRUG ACTICH:
(STOPPED TEMPORARILY)/
Other event-hematemesis

STUDY DRUG ACTION:

(STOPPED TEMPORRRILY)/
Other event-hematemesis

D1HOV2006 (23:50)

joled

YES

YES

YE3



Table 3.1.4.3 Page 16 of 29
Maraviroe Summary of Clipical safaty

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phase 2 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Event
MedDRA (ve.0}  eemeee-
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Fhase At Onset Day++ Outcome Causality SAE
aso001027 1ofoorl v/ si(vErrs)/ (D
BLOOD AND Anaemia*/ Active maraviroc BID 307/ Grade 2/ STUDY DRUAQ ACTION: HO
LYMPHATIC ANEMIA [>307] Seill (STOPPED TEMPORARILY)/
SYSTEM Present. Concomitant
DISORDERS treatment+lotrel, his
anti-hypertensive
medication
HERVCUS SYSTEM Dizzineas*/ Active maraviroc BID 207/ Qrade 2/ STUDY DRUG ACTION: NO
DISORDERS LIGHTEERDEDNESS 342 Regolved {STOPPED TEMEPORARILY)/
(27unzdiill  Concomitant
treatment-lotrel, his
anti~hypertensive
medication
aqoo1027 1cfpocoz (M/ d(vEars)/
GASTROINTESTINA Dysphagia*/ Active maraviroc BID a/ [»5) @Grade 4/ STUDY DROG ACTION: YES
L DISORDERS DYSPHAGIA still {STOPPED TEMPORARILY) /S
Present Other event-unknown

Ad001027 1cfBoozs (M7 AvYEARs)/ D

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment » Day 1
[} Days in brackets are imputed days derived from incomplete dates.

SAE = Sericus Adverse Event {according to Investigators assessment) .

ACTG grades estimate severilty as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protcocols:A4001027, A4001028. Date of Table Generation: 01NMOV2006 (23:50)



Table 3.1.4.3 Page 17 of 29
Maraviroc Summary of Clinical Safaty

Temporary Discontinuations or Dose Reductions Due to Adverge Events

Phase 3 Treatment Experienced CCRE Tropic Studies

Treatment Group: waravircc BID

Adverse
Event
MedDRA (v9.0} mmmmrEn
Preferred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Step SEVERITY/ ACTION/
Claes ENTRY Phase At Onset Day++ Qutcome Causality SAE
SKIN AND Rash*/ Active maraviroc BID 158/ Grade 1/ STUDY DRUG ACTION: RO
SUBCUTANEOUS SKIN ERUPTIONS 179 Regolwved {STOPEED TEMPORARILY) /S
TISSUE (osgunzafill  study drug
DISORDERS
aa001027 1dfooz2 (M/ AiyEars)/ (D
GASTROINTESTINA Pancreatitis*/ Active maravirecc BID 57/ Grade 2/ STUDY DRUG ACTION: NO
L DISORDER3 ASTMPTIOMATIC PANCREATITIS [>57] Still {STOPPED TEMPORARILY}/
Present study drug
a4001027 1dfoozs (v/ Ailiverrs)/ D
INVESTIGATIONS Blood creatine increased* Active maraviroce BID 112/ Grade 2/ STUDY DRUG ACTION: NO
[»112] 5till (REDUCED) /
ELEVATED CREATINE Present Study drug
Blood potassium increased Active maravircc BID 112/ Grade 2/ STUDY DRUG ACTION: NO
./ [>112] Still (REDUCED) /
ELEVATED POTASSIUM Prasent Study drug
ad4001027 1ifeooor (¥/ Hvears)/ D
IMMUNE SYSTEM Hypersensitivicy+/ Active maraviroc BID 8/ 15 Grade 3/ STUDY DRUG ACTION: RO
DISORDERS HYPERSENSITIVITY REACTION Regolved (STOPPED TEMPORARILY}/

(zoaPrR20fF  Concomitant
treatment-abacavir

Age ip at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative tc the start of treatment: First day of treatment = Day 1
[] Dayes in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators asgessment).

ACTC grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0} c<oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Data of Table Generaticn: GINOV2006 {23:50)



Table 3.1.4.3

Maraviroc Summary of Clinical Safety
Temporary Discentinuations er Dose Reductione Due to Adverse Evants
Phase 3 Treatment Experienced CCRS Tropic Studies

Treaztment Group: maraviroc BID

MedDRA (v9.0)

Preferrad

Texrm/
System Organ INVESTIGATOR Tt
Class ENTRY Phase

naco1o27 1iffsoorr M/ Jcvears)/ (R

INVESTIGATIONS Blocd amylase increased*/ HActive
ELEVATED AMYLASE
Iipase increased=/ Activa
ELEVATED LIPASE
na001027 1ifpocol {F/ oftvears)/ D
GASTROINTESTINA Nausea*/ Activa
L DISORDERS HOSPITALIZED FOR :
WORSENING NAUSEA
INFECTIONS AND Progressive multifocal le Active
IRFESTATICNS ukcencephalopathy*/
PROGRESSIVE MULTIFQCAL
LEUKOQENCEPHALOPATHY
METABOLISM AND Dehydration*/ Active
HUTRITICH HOSPITALIZED FOR
DISORDERS DEHYDRATION

Treatment
At Onset

maravirec

maraviroc

maraviroc

maraviroc

maraviroc

BID

BID

Adverse
Evant

29/ 34

29/ 34

s/ 22

11/
[»11}

o/ {»9]

SEVERITY/
Outcome

Grade 4/
Regelved

t2zruczdiy

Grade 4/
Resclved

(zzavezdiy

Grade 3/
Resolved

(13Marzdfilp

Grade 3/
5till
bregent

Grade 3/
s5till
Present

Page 18 of 29

ACTION/
Causality

STUDY DRUG ACTION:
(STOEPED TEMPORARILY) /
Concomitant
treatment-didanosine
STUDY DRUG ACTION:
[STOPPED TEMPORARILY)/
Concomitant
treatment-didanosine

STUDY DRUG ACTION:
(STOPPED TEMPORARILY) /
Other event-progreasive
mulitfocal
leukoencephal opathy
STUDY DRUG ACTION:
(STOPPED TEMPORARILY)/
Disease under study

STUDY DRUG ACTION:
(STOPPED TEMPORARILY) /
Other event-prograseive
multifocal

leukoencephalopathy

YES

YES

YES

YES

YES

Age is at screening
* Treatment-smargent

++ Btart Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

(1 Days in brackets are imputed days derived frem incomplete dates,

SAE = Serious Adverse Event (according to Investigators assessment} .

Grade 1 = Mild, Grade 2 = Moderate, Grade 3
coding dicticnary applied.

Includes Protocals:A4001027,

ACTG grades estimate sgeverity as

MedDRR (v3.0Q)
PFIZER CONFIDENTIAL

A4001028.

Date of Table Generation:

= Severe, Grade 4 = Life-threatening.

01HOV2006 (23:50)



Table 3.1.4.3
Maraviroc Summary of Clini¢al Safety

Temporary Disccntinuations or Dose Reductions Pue to Adverse Events

Phasa 3 Treatment Experienced CCRS Tropic Studies

waraviroc BID

Treatment Group:

MedDRA (v9.0)

Preferred

Texrm/
System Organ INVESTIGATOR Trt
Class ENTRY Phase

Treatment
At Onset

Page 1% of 29

Rdverge
Event

SEVERITY/
Qutcome

ACTION/
Caupality

INVESTIGATIONS  Alanine aminctransferase  Active
increased*/

ELEVRATED ALT

Aspartate aminotransferas
a increased+*/

ELEVATED AST
Gamma-glutamyltransterase
increaged*/

ELEVATED GGT

nacolo2s 1cfpooca {v/ oficyenrs) / R

Active

Active

GASTROINTESTINA Nausea*/ Active
L DISORDERS NAUSEA

GENERAL byrexiar/ Active
DISORDERS AND FEVER

ADMINISTRATION

SITE CONDITICHS

INFECTIONS AND Myceplasma infection*/ Active

INFESTATICNS MYCOPLASMA INFECTION

Age is at screening
+ Treatment-emergent

maraviroe

maraviroe

maraviroc

maraviroc

maraviroc

maraviroc

BID

BID

BID

147/ Qrade 3/ STUDY DRUG ACTION: RO
[>147] 5tiil {STOPPED TEMPORARILY)/
Dregent Study drug
147/ crade 3/ STUDY DRUG ACTION: Ne
[>147]  sti2l {STOPPED TEMPORARILY} [
Prasant Study drug
147/ Grade 4/ STUDY DRUG ACTION: No
[>3147] still {STOPPED TEMPORARILY}/
Present Study drug
20/ 44 Grade 2/ STUDY DRUG ACTION: NG
Resolved (STOPPED TEMPORARILY) /
(cronzdiily  study drug
21/ 44 Grade 3/ STUDY DRUG ACTION: YES
Resolved (STOPPED TEMPORARILY) /
(o1sunz2iilp  Ovher
event-mycobacterial
infection
20/ 58 @rade 3/ STUDY DRUG ACTION: YES
Resolved {STOPBED TEMPORARILY) /
t15oumzofill  Other event-mycoplasma

infection

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event [according to Investigators assessment).
Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severae, Grade 4 = Life-threatening.

ACTG grades estimate geverity as :
MedDRA (v8.0) coding dictionary applied.
PFIZER CONFIDENTIAL

Includes Protocols:;A4001027,

A4001028,

Date of Table Generation: OINOV2006 (23:50)



Table 3.1.4.3 Page 20 of 23
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Fhase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravircc BID

Adverse
Event
MedDRA {(vo.Cy - e-==ae-
Prefarred Start
Term/ Day++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/S
Class ENTRY Phase At Onset Day++ Gutcome Causality SAE
INVESTIGATIONS Waight decreaged*/ Active maraviroc BID 20/ 44 Grade 2/ STUDY DRUG ACTION: YES
WELGHT LOSS Resolved {STOPFED TEMPORARILY) S
(01JUN2F  Other
event -mycobacterial
infection
METABOLISM AND Anorexia*/ Active maraviroc 3ID 20/ 44 arade 2/ STUDY DRUG ACTION: HO
HUTRITION ANOREXIR Resolved {STOPFED TEMPORARILY)/
DISORDERS (o1qunz2cfiil}  sStudy drug
HERVOUS SYSTEM  Headache*/ Active maraviroc BID 20/ 23 Grade 1/ STUDY DRUG ACTION: NO
DISORDERS HEADACHE Regolved (STOPEED TEMPORARILY) f
(11Mav2diill  Study drug
haooi028 1diponos (r/ dyears)/ R
SKIN RND Ragh+/ Active maraviroc BID 13/ 20 drade 2/ STUDY DRUG ACTION: HO
SUBCUTANEQUS SKIN RASH Resolved {STOPPED TEMPORARILY)/
TISSUE (1our2diill  Study drug
DISORDERS
ndoo01028 1dfecoos (M/ ofivears)/
INVESTIGATIONS Alanine aminotransferase Active maraviroc BID 283/ Grade 2/ STUDY DRUG ACTION: NO
increased+*/ [»283] still (STOPEED TEMPORARRILY) f
HIGH RESULTS COF ALT Present Study drug
Aspartate aminotrangferas Active maraviroc 8ID 283/ Grade 2/ STUDY DRUG ACTICH: HO
e increased*/ [»283] seill {STOPFED TEMPORARILY)/
HIGE RESULTS OF AST Present Study druy

Age ig at sereening

* Treatment-emergent

++ 3tart Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[l DPays in brackets are imputed days derived from incomplete dates.

SAE = Seriouz hdverse Event (according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grads 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.
MedDRA (v$.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generabion: O01HOV2006 (23:50)



Table 2.1.4.3 Page 21 of 2%
Maraviroc Summary of Clinical Safety

Temporary Discontinuations or Dese Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maravirce BID

Adverse
Event
MedDRA {v9.0)

Preferred
Term/
Sysatem Organ INVESTIGATOR Tzt Treatment SEVERITY/ ACTION/S
Claes EWTRY Phase At Onset cutcome Causality SAB
INVESTIGATIONS Gamna-glutamyltransferase Active maraviroc BID 283/ Grade 2/ STUDY DRUG ACTION: NO
increased+/ [>283] Still {STOPPED TEMPORARILY}/
HIGH RESULTS OF GGT Pregent Study drug
as001028 Ldfpooor (v/ divears)/
GASTROINTESTINA Nausea*/ Active maravircce BID 22/ 57 drade 3/ STUDY DRUG ACTION: YES
L DISORDERS INCREASED NAUSEA Regolved {STOPPED TEMPORARILY}/
torJun2qfill  Study drug
Vomiting*/ Active maravirecc BID 22/ 57 Grade 3/ STUDY DRUG ACTION: YES
INCREASED VOMITING Regolved {STOPPED TEMPORARILY}/

(irm20ilB  study drug
Adooi028 1dfeooo1 (v/ ARivears)/ (R

GASTROINTESTINA  Vomiting*/ Active maravirec BID 300/ Grade 1/ STUDY DRUG ACTION: YES
L DISORDERS VOMITING 308 Resolved {STOPPED TEMPGRARILY}/
(13Mar2cffill  Other event-unknown
MUSCULOSKELETAL Back paint/ Active maraviroc BID 289/ Grade 2/ STUDY DRUG ACTION: ale]
AND CONNECTIVE UPPER LUMBAR SACRAL [>282]) 5till [STOPFED TEMPCRARILY}/
TISSUE TENDERNESS Pragent Other event-unknown
DISORDERS
Flank painv/ Active maravirec BID 289/ Grade 4/ STUDY DRUA ACTION: YES
FLANK PAIN [>289) Still (STOPPED TEMPCRARILY)/
Present Other event-unknewn

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative tc the start of treatment: Firet day of treatment = Day 1
[1 pDays in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Evaent (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, drade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028. Date of Table Generation: O01NOV2006 {23:50)



Table 3.1.4.3 Page 22 of 2%
Maraviroc Summary of Clinical Safety

Temporary Discentinuations ecr Deoee Reductione Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Event
MedDRA {(v2.0}  eme-ae-
Preferred Start
Term/ Cay++/
System Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Class ENTRY Fhasa At Onsat Day++ Qutcome Causality SRE
SKIN ARD ‘Hight sweate*/ Active maraviroc BID 296/} Grada 1/ 'S8TUDY DRI ACTION: He
SUBCUTANECQUS NIGHT SWEATS [>295] 8tiil {STOPPED TEMPORARILY)/
TISsU=E Dresent Study drug
DISORDERS
adqeoio2s 1dgpooos M/ dvenrs)/ D
RENAL AND Renal colic*/ Active maraviroc BID 77/ 77  Grade 3/ STUDY DRUG ACTION: Ko
URINARY RENAL COLIC Resolved {STOPPED TEMPORARILY}/
DISORDERS {o1ser20fll  Concomitant
treatment-obt -
intolerance to indinavir
4001028 11fpoccs {(M/ diivears)/ (D
IRVESTIGATIONS Hepatic enzyme increased* HActive maraviroc BID 150/ Grade 2/ STUDY DRUG ACTION: YES
/ [»150] still (STOPRED TEMDORARILY) /
ELEVATED LIVER ENZYMES Pregent Study drug
nq001028 1iffsorcz {M/ sf(vears)/ (S
INFECTIONS AND Gastroenteritis*/ Active maravirec BID 150/ Grade 2/ STUDY DRUG ACTION: NG
INFESTATIONS GASTROENTERITIS 156 Resolved [STOPPEDR TEMPORARILY)/
(200cT2(l} Other event-food
poisoning

Age is at screening

* Treatment -emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[] pays in brackats ara imputed days derived from incomplete datec.

SAE = Sericus Adverse Event (according to Investigators assessment) .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001028, Date of Table Generation: OINOV2006 (23:50)



Table 3.1.4.3 Page 23 of 29
Maravirec Summary of Clinical Safety

Temporary Discontinuations or Dose Reductions Due to Adverse Events

Phasa 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Adverse
BEvent
MedDRA (ve.0) ememee
Prefarred Start
Term/ Day++f
Syetem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTIONS
Class ENTRY Phase At Onset Day++ Cutcoma Causality SAE
h4oc1ozs 1150013 1/ ofivears}/ (R
GASTROINTESTINA Abdominal pain upper*/ Active maraviroc BID 40/ 42 Grade 2/ STUDY DRUG ACTICN: NO
L DISCRDERS MID EPIGASTRIC PAIN Resoclved (STOPPED TEMEORRRILY)/
(1onrrzdp  Study drug
Abdominal pain uppex*/ Active wmaraviroc BID 20/ 20 Grade 1/ STUDY DRUG ACTICN: No
STOMACH ACHE Resolved {NO ACTION TAKEN)
(1suar20lf  SUBJECT ACTION:
(NO ACTION)/
Other event-subject
questions focd he ate
hdoo1oze 1iffrovcs (17 JAivEnRs)/ R
BLOOD AND Febrile neutropenia*/ Active maraviroc BID 23/ 26 Grade 2/ STUDY DRUG ACTIONM: YES
LYMPHATIC FEBRILE NEUTROPENIA Resolved (STOPPED TEMFORARILY)/
SYSTEM (zrarz2dfll  concomitant
DISORDERS treatment-tipranovir
Heutropenia*/ Active maraviroc BID 23/ 34 Grade 4/ STUDY DRUG ACTION: YE3S
NEUTROPENIA Resolved (STOPPED TEMPORARILY)/
(oanPrzdflf  concomitant
treatment-tipranovir
GASTROINTESTINA Diarrhosa*/ Active maraviroc BID 23/ 29 Grade 2/ STUDY DRUG ACTION: YES
L DISCRDERS URGENT DIARRHEA Regolved (STOPPED TEMPORARILY)/

(2omarzdfllf other event-history of
diarrhea that has
increased in urgency

Age is at screening

+ Treatment-emargent

++ Start Day and Stop Ray are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (accorxding te Investigators assessment) .

ACI6 grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v5.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocals:A4001027, R40010248. Date of Table Generation: 01NOV2006 (23:50)



Table 3.1.4.3

Maraviroc Summary of Clinical Safety
Temporary Discontinuaticns or Dease Reductions Due to Adverse Evants
Phasa 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: maraviroc BID

Page 24 of 29

MedDRA (v3.0)

Prefarred
Term/
System Organ INVESTIGATOR Trt
Class ENTRY Phasge
INVESTIGATIONS Weight decreased*/ Active
WEIGHT LCS3
Rdooioze 1ffkoood (M7 divenrs)/ (R
IRVESTIGATIONS Aspartate aminotransferas RActive
& increased+*/
AST ELEVATION
Blocd creatine phosphokin Active
ase increased*/
ELEVATED CREATININE
KINASE
nsoc20ze 1:fsoolo v/ siiveans)/ (D
BLOOD AND Lymphadenopathy*/ Activa
LYMPHATIC RDENOPATHY
SYSTEM
DISORDERS
INFECTIONS AND Bnaryngitis+/ Active
INFESTATIONS PHARYNGITIS

Age ig at screening
+ ‘Treatment-smargent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

Treatment
At Onsget.

maraviroc

maraviroc

maraviroc

maraviroc

maraviroc

BID

{1 Pays in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).
ACTG grades estimate severity as :

MedDRA (v%.0)
PFIZER CONFIDENTIAL

A4001028,

Evant

15/ 22

15/ 22

10/ 21

10/ 21

Grade 1 = Mild, Grade 2 = Moderate, Grade A
coding dicticnary applied.

Includes Protocols:A4001027, Date of Table Generation:

SEVERITY/
OQutcoms

Grade 1/
Resolved

(zomarzdiy

Grade 4/
Resclved

(canprzcip

Grade 4/
Resolved

(oaarrzcfilil

Grade 2/
Resolved

(1earr20jilp

Grade 2/
Resolved

(16npr2dilp

ACTICH/
Causality

STUDY DRUG ACTION:
(STOPRPED TEMPORARILY) /
Other event-related to
increased diarrhea

STUDY DRU& ACTION:
(5TOPPED TEMPORARILY}/
Study drug

STUDY DRUG ACTION:
(STOPPED TEMPORARILY)/
Study drug

STUDY DRUS ACTION:
(STOFPED TEMPORARILY) /
Other event-viral
syndromne

STUDY DRUG ACTION:
(STOFPED TEMPORARILY)/
Other event-wiral
syndrome

= Severe, Grade 4 = Life-threatening.

QINQV2006 (23:50)

i)

RO

RO

RO



Table 3.1.4.3 Page 25 of 29
Maraviroc Summary of Clinical Safety

Temporary Disecontinuations or Dose Reductiens Due te Adverse Evente

Phase 3 Treatment Experienced CCR5S Tropic Studies

Treatment Group: FPlacebo

Adverse
Event

MedDRA (v9.0}  eeeeea

Praferrad Start

Term/ Day++/
System Crgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase At Onset Day++ Qut.coma Causality ShE
atno1027 1dfoozz v/ djivears)/ R
INFECTICNS AND Lobar pneumonia*/f Active Placebo 15/ z8 Grade 3/ STUDY DRUG ACTION: YES
INFESTATIONS LOWER LOBE PHEUMONIA Resolved (STOPPED TEMPCRARILY}/

(ozMAR20f) Disease under study

as001027 1dipoolrs (r/ Sihivears)/ R
NERVOUS SYSTEM Memory impairment+*/ Active Placebo 4/ 23 Grade 2/ STUDY DRUG ACTION: YES
DISCRDERS LOSS OF SOME MEMORY Resolved (STCPPED TEMPORARILY)/

FUNCTICH (ozMAR2G; Concomitant

treatment-multiple
medications

A4001027 1diiooos (r/ Jivears)/ D
GASTROINTESTINA Pancreatitia+/ Active Placebo 56/ 63 Grade 4/ STUDY DRUG ACTION: YES
I DISORDERS PANCREARTITIS Resolved (STOPPED TEMPORARILY}/ !

(07seP2l;  Concomitant
treatment-lopinavir/ritonavirif and
ddi ec

a¢001027 1dfpoool (M) ivEArs)/ N

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1

[l Days in brackets are imputed days derived Erom incomplete dates.

SAE = Serious Adverse Event ({according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Crade 3 = Savere, Grade 4 = Life-threatening.
MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation:




Table 3.1.4.3

Maravirec Summary of Clinical Safety

Temperary Discontinuations or Dese Reductions Due to Adverse Evenks

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: Placebo

MedDRA {v9.0)

Preferred

Taxrm/
Syatem Organ INVESTIGATOR Trt Treatmant
Class ENTRY Phase At Cnset
BLOOD AND Anaemia+v/ Active Placebo
LYMPHATIC ANEMIA
SYSTEM
DISORDERS

A4001028 1cfeooos (M/ sfivEars)/

INGURY, Querdose*/ Active Placebo
POISONING AND OVERDOSE

PRCCEDURAL
COMPLICATICNS

aq001028 1dfsoooz M/ Aivears)/ (IR

INFECTICNS AND Pneumonia bacterial+/ Active Placebo
INFESTATIONS BACTERIAL PNEUMONIZA

asoorozs 1ofipoooz (v/ Hiyears)/ R

GASTROINTESTINA Diarrhoea*/ Active Placebo
L DISORDERS WORSENING OF DIARRHOEA

Age is at ecreening
* Treatment-~emergent = -

Page 26 of 2%

Adverse
Event
Start
Day++f
step SEVERITY/ ACTTON/
Day++ Qutcome Causality
30/ 57 Grade 2/ STUDY DRUG ACTION:
Regolved {STOPPED TEMPQRARILY}/
{1sunreofil  other event-anemia of
chronic disease
1/ 58 Grade 3/ STUDY DRUG ACTION:
Resolved (REDUCED) /
(17vovzoffil  other event-pt was on
dose of 300 mg inetead
of 150 mg till wk 8.
e/ 17 Grade 4/ STUDY DRUG ACTION:
Resolved (STOPPED TEMPCRARILY} /
tospec2 ] other event-bacterial
pneumonia
5/ & Grade 2/ ETUDY DRUE ACTION:
Regolved (STOPPED TEMPORARILY} /

(za3arr2dffff  Concomitant
treatment-ritonavir

YES

YES

HO

++ Start Day and Stop Day are start and stop of AE relative teo the start of treatment: First day of treatment = Day 1

[1 Pays in brackets are imputed days derived from incomplete dates.
SAE = Serious Adverse Event (according to Investigators assessment).
ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL

Includes Protoceols:A4001027, A4001028,

Date of Table Generaticon:

G1lHOVZ006 {23:50)



Table 3.1.4.3 Page 27 of 2%
Maravirec Summary of Clinical Safety

Temporary Discontinuations ¢r Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: Placebo

Adverse
Event
MedDRA {(v&.0) eeeeaaa
Prefsrred Start
Term/ Day++f
Syatem QOrgan INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Claes ENTRY Phase At Onset Day++ Sutcome Causality SAE
GASTROLNTESTINA Nausea*/ Active Placebo 1/ 12 Grade 1/ STUDY DRUG ACTION: NO
L DISORDERS HAUSEA Regolved {STOPBED TEMPORKRILY) /S
(zoarr2(flilp Concomitant
treatment-ritonavir
Vemiting*/ Active Plagebo 5/ & Grade 2/ STUDY DRUG ACTION: NO
VOMITING Resolved (STOPFED TEMFORARILY)/
(zzaprzdl}  concomitant
treatment-ritonavir
ago001028 1cffkooos (M/ dfivEars)/ D
HEPATCBILIARY Cytolytic hepatitis*/ Active Placebo 28/ 37  Grade 3/ STUDY DRUG ACTION: NO
DISORDERS HEPATIC CYTOLYSIS Resolved {STOPPED TEMPORARILY) /
(oipec2dfp  Study drug
n4oo102s 1dfsooxs (v/ sfyears)/ (R
CARDIAC Aortic valve digease*/ Active Placebo 186/ Grade 3/ STUDY DRUG ACTION: YES
DISORDERS WCRSENING AORTIC [»186] still {STOPPED TEMPORARILY) /S
VALVULAR DEFECT Present Other event-patient
history acortic valwvula
defect

naoelozs 1cfoois (v/ JfyeEars)/ R

Age ip at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[] Days in brackets are imputed days derived from incomplate dates.

SAE = Serious Adverse Event (according to Investigators assessment) .

ACTG grades estimate severity as ; Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.
MedDRA (v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4Q01D28. Date of Table deneration: 01NOV2006 (23:50)



Table 3.1.4.3
Maraviroc Summary ofF Clinical Safety

Temperary Discontinuations or Dose Reductions Due to Adverse Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: Placebo

MedDRA (v9.0)

Preferred
Taxrm/
Syatem Organ INVESTIGATOR
Class ENTRY

HEPATOBILIARY Hyperbilirubinasmia*/
DISORDERS HYPERBILIRUBINEMIA

24001028 1dfi000a (M/ HveArs)/ (R

GASTROINTESTINA Flatulence*/
L DISORDERS FLATULEMCE

a4001028 1dfpo01s (F/ 4vEars)/

HEPATOBILIARY Hepatitis toxic*/
DISORDERS TGXIC HEPATITIS

4001028 1fP0005 (M/ vears) / (i

GASTROINTESTINA Diarrhoeat/

L DISORDERS DIARRHOEA
Vomiting*/
VOMITING

Rge ie at screening
* Traatment-enmergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 Days in brackets are imputed days derived from incomplete dates.

SAE = Serious Adverse Event (according to Investigators ascessment).

ACTG grades estimate severity as : CGrade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:RA4001027, A4001028.

Active

Active

Active

Active

Active

Treatment
At Onget

Placebo

Placebo

Placebe

Placebe

Placebo

Adverse

Event

Start

Day++/

Stop SEVERITY/ ACTION/S

Day++ Cutcome Causality

12/ 200 Grade 4/ STUDY DRUG ACTION:
Resolved (STOPPED TEMPORARILY) /
(13var2flll  Concomitant

treatment-obt-atazanavir
and ritonavir

145/ Grade 2/ STUDY DRUG ACTION:

188 Resolved {STOPFED TEMPORARILY) /
(14FEB20fF  Study drug.

58/ 142 Grade 4/ STUDY DRUG ACTION:
Resolved {STOPFED TEMPORARILY)/
(24auG2df  Concomitant

treatment-tipranavixz

274/ Grade 1/ STUDY DRUG ACTICN:

278 Regolved (STOPPED TEMPORARILY) /
(osarr20l} Study drug

274/ Grade 1/ STUDY DRUG ACTION:

274 Resolved {STOPPED TEMPORARILY) /

Page 28 of 2%

(osarrR2l} Other event-viral cause

Date of Table deneration:

01NOV2006 (23:50)

2le]

RO

jeied

RO



Table 3.1.4.3 Page 29 of 2%
Maraviroc Summary of Clinical Safety

Tempoxrary Discomtinuations or Dose Reductions Due to Adverge Events

Phase 3 Treatment Experienced CCRS Tropic Studies

Treatment Group: Placebo

Adverse
Event
MedDRA {v9.,0)  eeeeeee
Preferred Start
Term/ Day++/
Syatem Organ INVESTIGATOR Trt Treatment Stop SEVERITY/ ACTION/
Clase ENTRY Phase At Onsat Daye+ Dutcome Causality SAE
GENERAL Pyrexia*/ Active Placebo 142/ Grade 1/ STUDY DRUG ACTION: NO
DISORDERS AND FEVER 163 Regolved {NQ RCTION TAKEN})
ADMINISTRATION (15DE@C. SUBJECT ACTION:
SITE CONDITIONS {NC ACTION) /
Disease under sgtudy
Pyrexia+*/ Active Placebo 263/ Grade 3/ STUDY DRUG ACTION: YES
FEVER 264 Regolved {STOPPED TEMPORARILY}/
(2éMhr2dll Disease under study
INFECTIONS AND Gastroenteritis+y/ Active Placebo 274/ Grade 3/ STUDY DRUG ACTION: RO
INFESTATIONS GASTROENTERITIS 280 Resolved {STOPPED TEMPORARILY}/
(12aPr2qflll  Other event-viral
RENAL AND Ranal failure acute*/ Active Placebo 263/ Grade 4/ STUDY DRUG ACTION: YES
URINARY ACUTE RENAL FAILURE 283 Regolved {STOPEED TEMPORARILY}/
DISORDERS t12arR20lB Study drug
naoo10za 1460005 (u/ dlivears)/ (D
EAR AND Bar disorders/ Active Placebo 21/ 38 Grade 2/ STUDY DRUG ACTION: 3[s]
LABYRINTH THROBBING IN EARS Ragolved {STOPPED TEMPORARILY}/
DISORDERS (2oarrR20ffff Concomitant
treatment-secondary to
abt, efavirenz
WERVOUS SYSTEM Dizziness+/ Active Placebo 21/ 38 Grade 2/ STUDY DRUG ACTION: NO
DISORDERS LIGHTHEADEDNESS Resolved {STOPPED TEMPORARILY}/

(3oarr20fll Concomitant
treatment-secondary to
obt, efavirenz

Age is at screening

* Treatment-emergent

++ Start Day and Stop Day are start and stop of AE relative to the start of treatment: First day of treatment = Day 1
[1 pays in brackets are imputed days derived from inccemplete dates.

SAE = Serious Adverse Event (according to Investigators assessment).

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.
MedDRA (v2.0) coding dictionary applied. .
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A40Q01028. Date of Table Generation: OQLNOV2006 {23:50}



Table 3.1.5.1 Page t of 2
Maraviroc Summary of Clinical Safety

Diseontinuation from Study by Sex

Phase 2b/3 Treatment Experienced Studies

Sex: MALE

maraviroc ¢D maraviroe BID Placebo
Number {%) of Subjects 416 437 238
Discontinvations
Subject Died 5 {1.2) 13 {1.4) 2 {0.8)
Related to Study Drug 113 (27.2) 114 (26.1) 125 (52.5)
Adverge event 10 {2.4) 10 (2.3) T (2.9)
Lack of efficacy 103 (24.8) 104 (23.8) 118 [49.6)
‘Mot Related te Study Drug 1c {9.6) 33 (7.6} 24  (10.1)
Adveree event 4 {(1.0) 7 (1.8} 3 {1.3)
Other g {2.2]) 3 (0.7} 8 (3.4)
Subject defaulted 27 {6.5) 23 (5.3} 13 {5.5)
Tetal 158 (38.0) 153 (35.0) 151 (63.4)

Subject defaulted means Subject no longer willing te participate in study or Lest to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001028. Date of Takle Generation: 01NOV2D06 (23:51)



Table 3.1.5.1
Maraviroc Summary of Clinical Safety
Discontinuation from Study by Sex

Phase 2b/3 Treatment Experienced Studies

Number (%) of Subjects

Discontinuations
Subject Died
Related to Study Drug

Adverge event
Lack of efficacy

Not Related to Study Drug
Adverse event

Other
Subject defaulted

maraviroc QD

61

15

13

(24.8)

(3.3)
(21.3)

(13.1)

maravirec BID

59

2

1z

1
11

5
0

2
3

(24.0}

(2.0}
(22.0}

{10.0}

(4.0}
(6.0}

Blacebo
33

12

12

(3.0

(36.4)

Subjéct defaulted meane Subject nc longer willing to participate in study or Lost to fellow-up.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028, A4001025.

Page 2 of 2

Date of Table deneratlon: 01NOV2006 (23:51)



Table 3.1.5.2 Page 1 of 2
Maraviroc Summary of Clinical Safety

Digeontinuation from Study by Age

Phasa 2b/3 Treatment: Experienced Studies

Age category: 156-44

maravirec QD maraviroc BID Placebe
Rumber (%) of Subjects 209 200 11%
Discontinuations
Subject Died 1 (0.5) o 1 (0.8)
Related to Study Drug 58 (28.2) §5 ({27.5) 51 (42.9)
Adverse svent 4 (1.3 4 (2.0} 2 (L.7)
Lack of efficacy 55 (26.3) 51 {25.5}) 49  (41.2)
Not Related to Study Drug 23 (11.0) 16 (8.0} 12 (16.9)
Adverge evant 1 (0.5) 2 (1.0} 1 {(0.8)
Other a {(32.8) 2 (1.0} a {(6.7)
Sukject defaulted 14 (6.7) 12 (6.0} 10 (a.4)
Total 83 (39.7) 71 {35.5) 71 (52.7)

Subject defaulted means Subject no longer willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028, A400102%. Date of Table Generation: D1NOV2006 (23:56)



Table 3.1.5.2 Page 2 of 3
Maraviroc Summary of Clinical Safety

Discontinuation from Study by Age

Phase 2b/3 Treatment Experienced Studies

Age category; 45-64

Humber (%) of Subjects 258 282 148

Discontinuations

Subject Died 4 (1.6} 8 {2.1) 2 1.4)

Related to Study Drug §3  (26.7) 69 (24.5) 85 (57.4)
Rdverse event a (3.1} 7 (z2.5) s (3.4)
Lack of efficacy 61 (23.6) 62  (22.0) 80 (54.1)

Not Related to Study Drug 21 (8.1} 22 (7.8) 11 (7.4)
Adverse event 1 (0.4} - 5 {(1.8) 4 (2.7
Other S (1.9} 3 {1.1) 2 (1.4)
Subject defaulted 15 (5.8) 14 (5.0) 1 3.4}

Total 94 (36.4) 97 (34.4} 98 [66.2)

Subject defaulted means Subject no lenger willing to participate in study or Lost to follow-up,
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: G1NOV2006 (23:56)



Table 3.1.5.2 Page 3 of 3
Maraviroe Summary of Clinical Safety

Discontinuaticn from Study by Age

Phase 2Zb/3 Treatment Experienced Studies

Age category: 65 and over

maraviroe QD maravirec BID Placebo
Number (%) of Subjects 10 5 4
Discontinuations
Subject Died ] 0 0
Related to Study Drug 0 2 {40.0) 1 (25.0)
Adverse event Q [ 0
Lack of efficacy ] 2 {40.0} 1 (25.0)
Hot Related to Study Drug 4 (40.0) [ 1 (25.0)
Adverse evenkt 2 {(20.0) [ 0
Other 0 [} 0
subject defanlted 2 (20.0) ¢ 1 (25.0)

Subject defaulted means Sunbject no longer willing to participate in study or Lost to foliow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table deneration: 01NOV2006 (23:56)



Table 3.1.5.3 Page 1 of 5
Maraviroc Summary of Clinical Safety

Discentinuation from Study by Race

Phasa 2b/3 Treatment: Experienced Studies

maravirec QD maraviroc BID Placebo
Humber (%) of Subjects 38z 407 218
Discontinuations
Subject Died 4 (1.0} 5 {1.2) 3 (1.4}
Related to Study Drug 103 {27.0} 101 (24.9) 115 (52.8)
Adverse event 11 (z.9) ] {(z.2) & (2.8}
Lack of efficacy 92 {24.1) 92  (22.8) 103 {50.0)
Not Related to Study Drug 29 (7.6} 30 (7.4} 23 (10.6}
Adverse avent 2 {0.5) 4 {1.5) 2 (0.9}
Other 7 (1.8) 4 {1.9) 7 (3.2)
Subject defaulted 20 (5.2 20 (4.9) 14 (6.4)

Subject defaulted means Subject no longer willing te participate in study or Lost to follow-up.
PFIZER CONFILGENTIAL Includes Protocols:h4001027, A4001028, h4001029, Pate of Table Generation: O01HOV2006 (23:57)



Table 3.1.5.2
Maraviroc Summary of Clinical safety
Discontinuation from Study by Race

rhase 2bf3 Treatment Experienced Studies

Discontinuations
Subject Died
Related to Study Drug

Adverse event
Lack of efficacy

Hot Related to Study Drug
Adverse event

Other
Subject defaulted

maraviroee QD

a7
1 (1.1}
24 [(27.8}
1 (.
23 (26.4}
18 {z1.8)
2 (2.3}
5 (6.9)
11 (1z.86)
44 (50.6)

maravirec BID
64

Placebo
44

1%

18

{43.2)

(2.3)
(4G.9)

Subject defaulted means Subject no longer willing to participate in study or Lost to follow-up.

PFIZER CONFIDENTIAL

Includes Protocols:R4001027, A4001028, R4001025.

Date of Table Generation:

Page 2 of 5

01NOV2006 (23:57)



Table 3,1.5.3 Page 3 of &5
Maraviroc Summary of Clinical Safety

Discontinuation from Study by Race

FPhase 2b/3 Treatment Experienced Studies

Race: ASIRN

maraviroc QD maraviroo BID Placeko
Number (%) of Subjects 3 & 4
Digcontinuations
Subject Died ] 1 {16.7) [}
Ralated to Study Drug [+] 0 1 [25.0)
Adverse event [} o o
Lack of efficacy [+] -] 1 (25.0)
Not Related to Study Drug [} 0 o

hdverse avent o [
Gther [+ o o
Subject defaulted ¢ o

Subject defaulted means Subject no longer willing to participate in study or Lest to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A400:029. Date of Takle Generation: OQ1NOVZ006 (23:57)
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Maraviroc Summary of Clinical Safety

Discentinuation from Study by Race

Phase 2h/3 Treatment Experienced Studies

maraviree QD maraviree 8ID Placebo
Rumber (%) of Subjects 4 19 5
Discontinuations
Subject Died 0 Q ]
Related to Study Drug 1 (25.0) 3 (30.0} 2 [40.0)
Adverse event o Q 0
Lack of efficacy 1 (25.0) 3 (30.0} 2 (40.0)
Kot Related to Study Drug a 1 (l0.0} 1 {20.0)
Adverge event ] Q ]
Other o 0 a
Subject defaulted Q 1 (10,0} 1 (z20.0)

Subject defaulted meane Subject no longer willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols;hA4001027, A4001028, R4001025. Date of Table Generation: OGINOV2008 (23:



Table 3.1.5.3 Page 5 of S
Maraviroc Summary of Clinical Safety

Discentinuation from Study by Race

Phasa 2b/3 Treatmenl: Experienced Studies

Humber {%) of Sukjects 1

Discontinuations

Subject Died o

Related to Study Drug o
Adverse event o
Lack of efficacy <]

Not Relateqd to Study Drug aQ
Adverse event o
Other ]
Subject defaulted [+]

Total L]

Subject defauited means Subject no longer willing to participate in study or Lost to follow-up.
PFI1ZER CONFIDENTIAL Includes Protocols:h4001027, A4001028, R4001025, Date of Table Generation: O©1NOV2008 (23:57)
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Maraviroc Summary of Clinical Safety

Digeentinuation from Study by Sex

Phase 3 Treatment Experienced CCRS Tropic Studies

Group by: MALE
maraviroc QD maraviroc BID Placebo
Humber (%) of Subjects 363 382 185
Discontinuations
Subject Died 3 (0.8) 5 (1.3} Q
Related to Study Drug 84 (23.1) 52 (24.1) 103 (58.7)
Adverge event 1q (z.8) L (2.4} 5 (2.7
Lack of efficacy T4 (20.4) 83 (21.7} 98 (53.0)
Not Related to Study Drug 38 (10.7) 28 (7.3} 15 (8.1)
Adverse event 4 {1.1) 13 (1.6} 1 (e.5)
Othexr I} (2.2} 3 (0.8} 3 (1.8)
Subject defaulted 27 (7.4) 19 (5.0} 11 (5.9)

Subject defaulted means Subject no longer willing to partieipate in study or Lost to follow-up.
PFIZER CONFIDENTIAL + Includes Protocols:h4001027, A4001028. Date of Table Generaticn: OC2NOV2006 {00:01)



Table 3.1.7.1 Page 2 of 2
Maraviroc Summary of Clinical Safety

Discontinuaticn from Study by Sex

Phase 3 Treatment Experienced CCRS Tropic Studies

maravireoc QD maraviroc BID Placebo
Humber (%} of Subjects 51 a4 24
Discentinuations
Subjack Died Q [+] 1 {1.2)
Related to Study Drug 2 {17.s} g {20.58) 8 (33.3)
Adverse event 2 (3.9) 1 {2.3) 0
Lack of efficacy 7 {13.7} 8 {18.2) 8 (33,1}
Not Related to Study Drug 8 (15.7) 4 {9.1) 6 {25.0)
Adverse event 1] o 2 (8.3}
Othar 4 (7.8} 1 {2.3) 2 (8.3}
Subject defaulted 4 (7.8} 3 {6.8) 2 (8.3}

Tetal 17 1{33.3) 13 15 {62.5)
Subject defaulted means Subject no longer willing to participate in study or Lost to Follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028. Date of Table Generation: 02NOV2006 (00:01)
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Maraviroc Summary of Clinical Safety

Discontinuation from Study by Age

Phase 3 Treatment Experianced CCRS Tropic Studies

Group by: . 16-44
maraviroc QD maraviroc BID Placesbo
Humber (%} of Subjects 178 168 a8
Discontinuations
subject Died 1 {C.8) [+ 0
Related to Study Drug 41 (23.9) 46  {27.4) 40 (45.5)
Adverse event 4 (2.2) 4 (2.4) 1 {1.1)
Lack of efficacy 37 (20.8) 42 {25.0) 39 {44.3)
Hot Relaked to Study Drug 2z (12.4) 11 (6.5) 11 (12.5)
Adverse event 1 (0.6} 1 (0.5) 1 {1.1)
Other 7 (3.9) 1 (0.6) 3 {3.4)
Subject defaulted 14 (7.9} g (5.4) 7 {8.0)

Subject defaulted means Subject no longer willing to participate in study or Lost te follow-up.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A400L028. Date of Table Generation: 02NOV2006 (00:02)
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Maraviroc Summary of Clinical Safety

Digcontinuaticn fxom Study by Age

Phase 3 Treatment Experienced CCR5 Tropic Studies

Group by: 45-64
maraviroo QD maraviroc BID Placebo
Numker (%) of Sukjects 226 253 118
Discontinvations
Subject Died 2 {0.5) 5 (2.0} 1 {0.8)
Related to Study Drug 52 (23.0) 53 {(20.9) 70 (59.3)
Adverse avent a {3.5) 8 (2.4} 4 {3.4)
Lack of efficacy 44  (12.5) 47 {18.6} 66 (55.9)
Not Raelated to Study Drug 21 {(8.3) 21 (8.3} ] (7.6)
Adverge event 1 {0.4) 5 (2.0} 2 (L.7)
Other 5 {(z.2) 3 (1.2} 2 (L.7)
Subject defaulted 15 (6.8) 13 (5.1} 5 4.2)
Total 75 (33.2) 79 {31.2) 80  (47.8)

Zubject defaulted means Subject no longer willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O2NOVZO06 {00:02)



Table 3.1.7.2

Maraviroc Sumnary of Clinical Safsty
Discontinuation frem Study by Age

Phase 3 Traatment Experienced CCRS Tropic Studies

Page 3 of 3

droup by: 65 and over
maraviroc QD maraviroc BID Placebo
Number (%} of Subjects 10 5 3
Riscontinuations
Subject Died 0 [ a
Related tc Study Drug 0 2 {40.0) 1 {33.3)
Adverse event 0 [+] 0
Lack of efficacy 0 2 {40.0) 1 (33.3}
Hot Related to Study Drug 4 {40.0) o] 1 {33.3;
Adversge event 2 {20.0) [+ 0
Other 0 [} Q
Subject defaulted 2 {20.0) ¢ 1 {33.3)
Total 4 {40.0) 2 (40.0) 2 {66.7}

Bubject defaulted means Subject no longer willing to participate in study or Lost to follow-up.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generation:

02NGV2006  (D0:02)
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Maraviroc Summary of Clinical Safety

Discontinuation from Study by Race

Phase 3 Treatment Experienced CCR5S Tropic Studies

Group by: WHITE
maraviroc QD maraviroc BID Placebo
Number (%) of Sukjects 336 363 178
Discontinuations
Subject Died 3 {0.5) 4 (1.1} - 1 {0.6)
Related to Study Drug 78 (23.2) 831 {22.9) 37 (54.5)
Adverse event 11 (3.3} 8 (2.2} 4 (2.2)
Lack of efficacy 67 (12.9) 75 {20.7) 93 (52.2)
Not Related to Study Drug 28 (8.3) 25 (6.9} 16 (2.0)
Adverse event 2 {0.6) 5 (1.4} 1 {(0.%)
oOther 6 (1.8} 3 (0.8} 4 (2.2)
Sukject defaulted 20 {6.0) 17 (4.7) 11 (6.2)
Total 109 (32.4) 112 {(30.9} 114 (54.0)

Subject defaulted wmeans Subject no longer willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table deneration: 02RO0V2006 {00:03)
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Maraviroc Summary of Clinical Safety

Disecontinuation from Study by Race

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravirec BID Placebo
Number (%) of Subjects 70 51 28
Discontinuations
Subject Died [+] 1] o
Related to Study Drug 14 (20.0) 17 (33.3) 11 {42.3)
Adverse event 1 {1.4) 2z (3.9} 1 {3.8)
Lack of efficacy 13 (18.8) 15 (29.4) 10 (38.5)
Not Related to Study Drug 1% (27.1) & (11.8) 4 [15.4)
Adverse event 2 {2.9) 1 (2.0) 2 (7.7
Other ] {8.8) 1 (2.0} 1 {3.8)
Stubject defaulted 11 (15.7) 4 (7.8) 1 {3.8)
Tetal 33 (47.1) 231 (45.1) 15 (57.7)

Subject defaulted means Subject no longer willing to participate in study or Lost to fcllow-up.
PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001023. Date of Table Generation: O2ROV2005 (Q0:03)
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Maraviroc Summary of Clinical Safety

Discontinuation from sStudy by Race

Pnasa 3 Treatment Experienced CCRS Tropic Studies

Group by: ASIRN
maraviroc QD maraviroc BID Dlacebo
Number (%) of Subjects 3 s 1
Discontinuations
Subject Died Q 1 {(20.0} Q
Related to Study Drug s 0 1 {100.0)
Adverse avent Q 0 0
Lack of efficacy ] 0 1 {100.0)
Not Related to Study Drug 0 1] 0
Adverdge event 0 0 0
Other ] 0 0
Subject defaulted [ I 1] 1]

Subject defaulted mea Subject no longer willing to partieipate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generakion: 02NOV2006

(GD:03)



Table 3.1,7.3 Page 4 of 5
Maraviroc Summary of Clinical Safaty

Discontinuaticn from Study by Race

Phase 3 Treatment Experienced CCRE Tropic Studies

CTEER
maraviroc QD maraviroc BID Placebo
Humber (%) of sukjects 4 7 4
Digeontinvations
Subject Died Q 0 b
Related to Study Drug 1 (25.0) 1 {14.3} 2 (56.0)
Adverse event o 0 0
Lack of efficacy 1 (25.0) 1 {14.3) 2 (50.0)
Not Related to Study Drug 0 1 {14.3) 1 (25.0)
Adverse event 0 1] 0
Other 0 0 Q
Subject defaulted Q 1 {14.3} 1 (25.0)
Total 1 (25.0) 2 (28.6} 3 (75.0)

Subject defaulted means Subject no lenger willing to participate in study or Lost to follow-up.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001C28. Cate of Table Generation: O2ZNOVZ00& {00:03)
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Maraviroc Summary of Clinical Safety

Digcontinvation frem Study by Race

Phase 3 Treatment Experienced CCRS Tropic Studies

Group by: Unspecified
maraviroc QO
Humber (%) of Subjects 1
Discontinuations
Subject Died o
Related to Study Drug 4]
Rdverse avent ]
Lack of efficacy [}
Not Related to Study Drug o
Adverse event 0
Cther [}
Subject defaulted o
Total [}

Subject defaulted means Subject no longer willing to participate in study or Lost to £ollow-up.
FFIZER CONFIDENTIAL Includes Protocols:Ad4C001027, A4001028. Date of Table Generation: 02NOV2Z006 (00:03)



Table 3.2.1.1 Page 1 of 2
Maraviroc Summary of Clinical Safety

puration of Maravirec Therapy (Days)

FPhase 2b/3 Studies All Maraviroc Therapy

Duraticn Category (Days}

w=l 3

2-14 16

15-28 15

29-90 132

91-180 a1z

181-364 668

>=355 14
Median Duration {Days) 200.5
Total Duration (Years) 6891.°7
Range (Days) 1-460

NOTE: The duration is defined as the total number of desing days from first to and including last day of each study treatment.
For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and cpen label treatment are included.
PFIZER CONFIDENTIAL Includes Protocols:A4001026, R4001027, A4001028, A3001025. Date of Table Generation: 29NOV2006 (09:23}
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Maraviroc Summary of Clinical Safety

Duration of Maravircc Blinded Therapy (Days}

Phasa 3 Treatmant Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo
Number of Subjects 414 426 209
Duration Category (Days)

<=l Q 1 Q

2-14 5 5 2

15-28 1 11 2

2%-20 5l 52 64

91-180 1c4 82 60

181-364 248 262 a0

>=365 5 2 1
Median Duration {Daye) 235.5 238.5 145.0
Total Duration (Years) 258.7 266.8 29.3
Range (Days) 2-381 1-3686 T-427

HOTE: The duration of treatment is defined as the total number of dosing days from first to and including last day of each study treatment.
The total duration of treatment is the overall sum of each subjects duration of treatment, given in years.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: O0lNOV2005 (03:15)



Takle 3.2.1.3 Page 1 of 1
Maraviroc Summary of Clinical Safety

Duration of Maraviroe Blinded Therapy (Days)

Combined Maraviroc, Phase 3 Treatment Experienced CCRS Tropic Studies

Combined
maraviroc Placebo
Number of Subjects 840 203
Duration Category (Days)
eml 1 1}
2-14 10 2
i5-28 12 4
29-30 104 &4
91-180 196 50
181-364 510 a0
»=365 7 1
Median Duration {(Days) 237.0 145.0
Total Duration {(Years) 525.5 89.3
Range (Days) 1-381 7-427

NOTE: The duration of treatment is defined as the total number of dosing days from Eirst te and including last day of each study treatment.
The total duration of treatment is the overall sum of each subjects duration of treatment, given in years.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001024. Date of Table Generation: 01NOV2008 (03:49)



Table 3.2.1.4 Page 1 of 1
Maraviroc Summary of Glinical Safety

Treatment Compliance (%) on Blinded Therapy

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravircc BID Placebo
N=414 N=426 N=209
Number of Subjects 403 419 204
Maan 55.88 27.%1 97.81
Standard Deviation 12.935 ’ 13.210 1¢.977
Median 58.81 8%.11 99.38
Min-Max 4.9+150.0 26.3-270.0 50.9-140.%

Compliance is caleulated as (number of tablets dispensed-number of tableta returned)/({nunber of days in diepensing pericd*number of tablets in dose) for
dispensing pericds available at time of data cut.
Subjects who do not return the expected number of tablets will have their compliance to study therapy over estimated respectively.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: ©Q3INOV2006 {05:52)



Table 3.2.2.1
Maraviroc Summary of Clinical Safety
Concomitant Drug Treatmente
Phase 3 Treatment Experienced CCRS Tropic Studies

Page 1 of S5

Humber of Subjects

Humber (%) of Subjects With Any Concomitant Drug Treabment

maraviroc QD maravirec BID Placebe

PFIZER CONFIDENTIAL

ACEBUTOLOL

ACETGREHAN
ACETYLCARNITINE
ACETYLCYSTEINE
ACETYLSALICYLATE LYSINE
ACETYLSALICYLIC ACID
ACICLOVIR

ACIPIMOX

ACITRETIN

ACTIFED

ADAPALENE

ADEFOVIR DIPIVOXIL
ADENCSINE TRIPHOSPEATE
AKRITOIN

ALBENDAZCLE

ALBUMIN HUMAN

ALCLOMETASONE DIPROPIONATE

ALCOMYXINE
ALENDRONATE SODIUM
ALENDRONIC ACLD

naproxen sodium* COLD & SINUS
Excluder antiretrovirale and optimized background therapy.
Includes Protocels:A4001027, A4001028.

= b
n oA

0
0
1
1
1
0
1
1
2
1
1
5
3

Date of Table Generation:

4286
(97.6) 410 (56.2} 201 (96.2)
o Q
1 Q
3 Q
a2 5
1 Q
51 25
77 as
¢ 1
1 Q
4 0
o Q
o a
o 1
o o
o Q
Q b
o ]
o Q
4 2
i 0

300CT2006 (12:00)
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Table 3.2.2.1 Page 2 of 55
Maraviroc Summary of Clinical safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRE Tropic Studies

ALFUZOSIN 1
ALGIDOL 1
ALJINIC ACID 0
ALIMEMAZINE 1
ALIZAPRICE 1]
ALKA-SELTZER 0
ALER-SELTZER PLUS 1
ALEARLOL 1
ALL OTHER HON-THERAPEUTIC PRODUCTS 0
ALL OTHER THERAPEUTIC PRODULTS 2
ALLEGRA-D 4
ALLERGO3PASMIN 1
ALLOPURINOL 3
ALOE BARBADENSIS 1
ALPHA-D-GALACTOSIDASE 0
ALPRAZOLAM 7
ALPRCSTADIL 1
ALUMINIUM ACETATE 1
ALUMINIUM HYDROXIDE/DIPHENHYDRAMINE/MAGNESIUM HYDROXIDE/LIDOCAINE 1
ALUMINIUM MAGNESIUM SILICATE 0
AMCINOMIDE 0
AMIKACIN 1
AMILORIDE HYDROCHLORIDE 0

MOOARAOWOODAKRFINOO

"
L
"

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4Qpl027, A40Q1028, Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phasa 3 Treatment Experienced CCRS Tropic Studies

AMILORIDE W/HYDROCHLORCTHIAZIDE
AMINO ACIDS

AMINO ACIDS/MINERALS/VITAMING
AMIODARONE

AMIODARONE HYDROCHLORIDE
AMITRIFTYLINE

AMITRIFIYLINE HYDROCHLCRIDE
AMILODIEPINE

AMLODIPINE BESILATE

AMMONIUM LACTATE

AMOSAN

AMOXI - CLAVULANICO

AMOXICILINA + CLAVULANICO
AMOXICILLIN

AMOXICILLIN W/CLAVULANATE POTASSIUM
AMPHOTERICIN B

AMPHOTERICIN B/DIPHENHYDRAMINE/HYDRCCORTISONE/TETRACYCLINE
AMPHOTERICINE B, LIPOSCHME
AMPICILLIN

ANABOLIC STEROIDS

ANAESTHETICS, GENERAL
ANDROGENS

ANDROSKAT

"

I HOHOHNHNKEHREODAHNSCLLHEOWHOD O

™
n

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Ineludes Protocols:A4001027, R4001028. Date of Takle Generation: 300CT2005 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatmentsg

thase 3 Treatment Fxperienced CCRS Tropic Studies

ANDROSTENENDTONE o
ANETHOLE TRITHIONE [
ANTIBIOTICS 1
ANTTHAEMORRHOIDALS FOR TQPICAL USE 1
ANTIMIGRAINE PREPARATIONS 1
ANTIOXIDANTS o)
ANDSOL o)
ANUSOL-HC 1
AQUEQUS CREAM o
ARGININE 2
ARGININE/BETA-HYDROXY-BETA-METHYLBUTYRATE/GLUTAMINE o]
ARIPIPRAZCLE o
ARTHROTEC ¢
ARTISIAL o
ASASANTIN 1
ASCORBIC ACID a
ASTENOLIT 1
ATENOLCL 14
ATOMOXETINE EYDROCHLORIDE i
ATORVASTATIN 22
ATORVASTATIN CALCIUM o
ATOVAQUONE 16
AUGHMENTINE 1

"
HoKR
-

w
CNMNANWUNOHNOORNDONDODWHOOS O

™
OPWHOCRSWHPFNQUWOOSIRORIH KB

™

Ex¢ludes antiratrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2008 (12:0Q)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

AURALGAN 0 0 1
AXOTAL (OLD FORM) 1 1 1
AZELASTINE 1 2 1
AZELASTTNE H¥DROCHLORIDE 1 2 1
AZTTHROMYCIN 21 30 a8
AZITHROMYCIN DIHYDRATE 0 1 [}
B-KOMPLEX *LECIVAY 4 3 3
BACITRACIN 0 2 o
BACLOFEN 3 2 0
sul famethoxazele/trimethoprim* 187 172 79
BAMIFYLLINE 0 1 0
BAMIPINE LACTATE 0 1 0
BECLOMETASONE 0 1 0
BECLOMETASONE DIPROPIONATE 3 o 2
BECOSYM FORTE 5 3 1
BEMINAL WITH C FORTIS 1 o 0
BENADRYL COLD AND FLU TABLETS 2 1 0
BENAZEPRIL 3 1} 0
BENAZEPRIL HYDROCHLORIDE 0 o 1
BENFLUOREX 0 1 0
BENZAMYCIN 0 1 0
BENZATROPINE MESILATE 2 0 0
BENZOCAINE 0 1 0

Excludes antiretrovirale and optimized background therapy.
PF1ZER CONFIDERTIAL Includes Protecols:Ad4001027, A4G01028, Pate of Table Generation: 2300CT2006 (12:00)
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Table 3.2.2.1

Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

FPhase 3 Treatment Experienced CCRS Tropic Studies

BENZONATATE
BENZOXONIUM CHLORIDE
BENZOYL PEROXIDE
BENZYLPENICILLIN
BETACAROTENE
BETAINE CITRATE
BETAMETHASONE

BETAMETHASONE DIPROPICNATE

BETAMETHASONE VALERATE
BEZAFIBRATE
BIFONRZOLE
BIMATOPROST

BISACODYL

BISMUTH SUBSALICYLATE
BISQPROLOL

BISOPROLOL FUMARATE
BLOPRESS FLUS

BOI-K ASPARTICO

BOOST

BORAGE OIL

BOSENTAN

BRIMONIDINE TARTRATE/TIMOLOL MALEATE

BROMAZEPAM

Ex¢ludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028.

Date of Table Generation:

300CT2006 (12:00)

Page 6 of 55
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Maravivroc Summary of Clinical safety

Coencomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc QD maraviroc BID Placebo

BROMHEXINE HYDROCHLORIDE [+ 1} 1
BROMPHENIRAMINE MALEATE/DEXTRCHETHORPHAN HYDROBROMIDE/GUAIFENESIN 1 [} ]
BRONCHOSEDAL 1 1} 1]
BUDESONIDE S & 4
BUPIVACAINE 1] 1 o
BUPIVACAIRE HYDROCHLORIDE 1 o 1]
BUPROPION 8 5 4
BUPRCPION EYDROCHLORIDE 24 17 5
BUSCOPAN COMP. 1 0 o
BUSPIRONE 1 1 1]
BUSPIRONE EYDROCHLORIDE 2 1] 1
BUTALBITAL Q 1 [}
CALAMINE LOTION 1 1} o
CALCITONIN, SALMON 1 i} o
CALCITRIOL 1] 1 o
CALCTUM 14 10 7
CALCIUM ASCORBATE [y o 1
CALCTUM CARBONATE 11 2 1
CALCIUM CITRATE 2 1 1]
CALCIUM 03 “STADA" Q 1 o
CALCIUM FOLINATE 6 1 2
CALCIUM W/MAGNESIUM 2 1 1
CALCIUM WITE VITAMIN D 1 o o

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDERTIAL Includes Protocols:Ad001027, A4001028. Date of Table Generation: 300CT2006 {12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

CALCIUM, COMBINATICMS WITH OTHER DRUGS
CALCIUM/MINERALS NOS
CANDESRRTAN
CANDESARTAN CILEXETIL
CANDIDA ALBICANS SKIR TEST ANTIGEN
CANESTEN-HC

CANNABIS

CABSAICIN

CRPTOPRIL
CARBAMAZEPINE
CAREOCISTEINE
CARBOMER
CTARISOFRODOL
CARNITINE

CARVEDILOL
CASPOFUNGIN
CASPOFUNGIN ACETATE
CEFACLCR

CEFALEXIR

CEFALEXIR MONOQHYDRATE
CEFAZOLIR

CEFDINIR

CEFDITOREN

-
HOOOMOHAONNOMNHNHHNHEHOOOHH

-

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocels:A4G01027, A4001024. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

CEFEPTME 1
CEFEPIME HYDROCHLORIDZE 1
CEFIXIME 2
CEFOTAXIME 2
CEFOTETAN 0
CEFPONOXIME [
CEFTAZIDIME 1
CEPTRIAXONE 1
CEFTRIAXONE SODIUM 3
CEFUROXIME 4
CEFUROXIME AXETIL 2
CELECOXIB 2
CELESTAMINE 0
CELESTONA BIFAS 1
CELIPROLOL 0
CENTRUM 4
CENTRUM SILVER 0
CETIRLZING 7
CETIRIZINE HYDROCHLORIDE 3
CETIRIZINE/PSEUDOEPHEDRINE 3
CEVIMELINE HYDROCHLORIDE ¢
CHARCOAL, ACTIVATED 0
CHERAGOL /USA/ 2

-
n

Excluder antiretrovirale and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, Date of Table Generation: 3000T2006 (12:00)
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Maraviroe Summary of Clinical safaty

Concomitant Drug Treatments

Phage 3 Treatment Experienced CCR5 Tropic Studies

CHERATUSSIN COUGH SYRUP 2 1 0
CHLORAL HYDRATE 0 1 ]
CHLORAMPHENICOL 3 0 1
CHLORHEXTDINE 0 o 1
CHLORHEXIDINE GLUCONATE 1 0 0
CHLOROEHYLLIN SODIUM COPPER COMPLEX 1 [} 0
CHLOROQUINE 1 0 0
CHLORPHENAMINE 1 2 0
CHLORPHENIRAMINE MAL/IBUPROFEN/PSEUDOEPHEDRINE HCL 1 0 0
CHLORPROMAZINE 1 0 [
CHLORPROMAZINE HYDROCHLORIDE 0 [} 3
CHLORTALIDONE 1 1 0
CHOLESTEROL- AND TRIGLYCRRIDE REDUCERS 0 1 0
CHOLTNE MAGNESIUM TRISALICYLATE 1 o o
CHONDROITIN/GLUCOSAMINE 3 z ]
CHONDROITIN/GLUCOSAMINE/METHY LSULFONYLMETHANE [ i [
CHORIONIC GONADOTROPHIN 1 b3 0
CHROMTUM 0 1 0
CHROMIUM PICOLINATE 0 i 1
CILCLESONIDE 1 [} 0
CICLOPIROX OLAMINE 3 5 0
CICLOSPORIN 1 [ 0
CIDERMEX 1 [ Q

Excludes antirstrovirals and optimized background therapy.
PFIZER COMFIDENTIAL Includes Protocola:A4001027, A4001028. Date of Table Generation: 3COCT2006 (12:00)
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Maraviroc Bummary of Clinical Safety

Conceonitant Drug Treatwente

Phasa 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placeba

CIDGFOVIR

CILAZAPRIL

CILEST

CIMETIDINE

CINCHOCAINE

CINCHOCRINE HCL/ESCULOSIDE/HYDROCORTISONE ACETATE/NEOMYCIN SULFATE
CINNAMON

CIPRO EC

CIPROFLOXACIN

CIPROFLOXACIN HYDROCHLORIDE
CIPROFLOXACIN/DEXAMETHASORE
CIRRUS

CISPLATIN

CITALOFRAM

CITALOPRAM HYDROBROMIDE
CILTRACAL + D

CLARTNASE

CLARITERCMYCIN

CLAVULIN

CLEMASTINE FUMARATE

CLENIL CCMPOSITUM SPRAY
CLINDAMYCIN

CLINDAMYCIN HYDROCHLORIDE

"
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0 1
0 1
2 g
2 1

Bxcluder antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

CLINDAMYCIN PHOSPHATE
CLOBETASOL PROPIQNATE
CLOBETASCONE BUTYRATE
CLOBUTINGL

CLOBUTINOL HYDROCHLORIDE
CLONAZEPAM

CLONIDINE

CLONIDINE HYDROCHLORIDE
CLOPERASTIRE
CLOPIDOGREL
CLOPIDOGREL SULFATE
CLORAZEPATE DIPOTASSIUM
CLOTRASON

CLOTRIMAZOLE
CLOXACILLIN

CO-ADVIL

CO-DIOVAN

COAL TAR

COCAIHE

COD-LIVER OIL

CODAFEN

CODEINE

CCDEINE PHOSPHATE

-
=

BOH OO0 BORDHR

-
-

AN OHOHKRKEKH

Excludes antiretrovirale and optimized background tharapy.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001.027, A4001028, Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety .

Concomitant Drug Treatments

Phasa 3 Treatmant Experienced CCRS Tropic Studies

CODICLEAR 1 2 o
COCRAL COLD & FLU 1 a 1
COLCHICINE 1 5 o
COLESEVELAM HYDROCHLORIDE 0 1 o
COLESTYRAMINE 1 o 1
COLONLYTELY 1} o 1
COLOSTRUM o 1 o
COLOXYL WITH SENNA [} 1 4]
COLYTE "REED™ i} 1 [+
COMBINATIONS OF VITAMINS 1 0 o
COMBIVENT 1] 1 2
COMTREX 1 Q o
COPPER 1 ) o
CORTICOSTEROID ROS 2 1] Q
CORTICOSTEROIDS i} 0 i
CORTICOSTEROIDS, DERMATOLOGICAL PREPARATIONS o "] b3
CORTISONE 1 4 i
CORTISONE ACETATE 2 2 1
COS0PT 3 1 o
COTYLENOL 2 2 1
COUGH AND COLD PREPARATIONS 2 0 [}
COUXGH SYRUP 1 0 [}
CREATINE 1 1 o

Excludes antiretrovirals and aoptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Gensration: 300CT2006 (12:00}
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Maravirec Summery of Clinical Safety

Concomitant Drug Treatments

Phage 3 Treatment Experienced CCR5 Tropic Studies

CROMOGLICATE SODIUM 0 1 1
CROTAMITON 0 o 1
CYANGCOBALAMIN 18 18 10
CYCLC 3 /FRA/ 0 i 0
CYCLOBENZAPRINE 1 4 2
CYCLOBENZAPRINE HYDROCHLORIDE € 2 1
CYCLOPHOSPHAMIDE 0 1 0
CYCLOPHOS PHAMI DE/DOXORUBT CT N/ PREDNT SONE /VINCRISTINE 0 Q 1
CYNARA SCOLYMUS 0 1 0
CYPROHEPTADINE 2 1 0
CYPROHEPTADINE EYDROCHLORIDE ] i 0
DAPSONE 37 36 21
DAPTOMYCIN 1 o 0
DARBEPOETIN ALFA 2 2 0
DAVITAMON 10 0 1 0
DAY & NIGHT COLD & FLU TABLETS 1] 1 0
CERINOX 1 [} 0
DESTPRAMTNE 1 0 1]
CESLORATADINE :] 4 2
DESONIDE Q 3 0
DESOXIMETASONE ] 1 0
DEXA-RHINOSPRAY N 1 [} 0
DEXAMETHASONRE 3 G 1

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Geheration: 2300CT2006 (12:00)
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Maraviroc Summary of Clinical Safeby
Concomitant Drug Treatments

Phasa 3 Treatment Experienced CCR5 Tropic Studies

Page 15 of 55

maraviroc QD maravirec BID

Excludes antiretrovirals and optimized background therapy.

PFIZER CONFIDENTIAL Includes Protocols:hAd001027, AL0Q1028,

DEXAMFETAMINE

DEXAMYTREX

DEXCHLORFHENIRAMINE

DEXERYL YPIERRE FABRE"
CEXPANTHENOL
DEXPANTHENOL/RETINOL PALMITATE/UREA
CEXTROMETHORPHAN
DEXTROMETHORPHAN HYDROEROMIDE
DEXTROPRCGPOXYPHENE
DEXTROPRCPOXYPHENE HYDROCHLORIDE
DEXTROFPROPOXYPHENE NAPSILATE
DEXTROSE AND SODIUM CHLORIDE INJECTION
DIAGNOSTIC AGENTS

DLAZEPAM

CICLOFENAC

DICLOFENAC POTASSIUM

DICLOCFENAC SODIUM

DICLOXACILLIN SODIUM MONOHYDRATE
DICYCLOVERINE

DICYCLOVERINE HYDROCHLORIDE
DIGESTIVES, INCL ENZYMES

CIGOXIN

CIHYDROCCDEINE

-
HFERHHEBOQWODUHOPOODDOODQOHRKDS

Date of Table Generation:

-
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300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

DIHYDROXYALUMINUM SODIUM CARBONATE 1 0 a
DIIODOHYDROXYQUINOLINE o Q 1
DILTIAZEM o 3 4]
DILTIAZEM HYDROCHLORIDE 3 1 1
DIMENHYDRINATE 1 1 Q
DIMETAPP o i o
DIMETICONE 0 1 o
DIMETICORNE, ACTIVATED z 3 kN
DIMETINDENE MARLEATE 2 2 1
DIOSMIN o 1 0
DIPHENHYDRAMINE 3 5 z
DIPHENHYDRAMINE HYDROCHLORIDE 14 17 4
DIPHENOXYLATE a 0 1
DIPHEWOXYLATE W/ATRGPINE SULFATE 1 0 o
DIPHTHERIA AND TETANUS TOXOIDS o 1 o
DISPRAY HNO 1 0 1 ]
DOCUSATE 1 2 0
DOCUSATE SCDIUM 2 6 2
DOLASETRON Q 0 1
DOLASETRON MESILATE i} 1 1
DOLOPROCT ZAEPFCHEN a i 0
DOMEBQRO [} 0 z
DOMPERIDONE 3 3 a

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocoles:H4001027, A4001028. Date of Table Geperation: 300CT2006 (12:00}
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5S Tropic Studies

maraviroc QD maraviroc BID Placebo

DOREPEZIL HYDROCHLORIDE
DONNATAL
DONTISOLON

DOSULEPIN

DOXAZOSIN

DOXAZOSIN MESILATE
DOXEPIN

DOXEPIN HYDROCHLORIDE
DOXORUBICIN

DOXORUBICIN EYDROCHLORIDE
DOXYCYCLINE

DOXYCYCLINE HYCLATE
DOXYCYCLINE BYDROCHLORIDE
DOXYLAMINE

DOXYLAMINE SUCCINATE
DOZOL

DRIXORAL

DRONABIHOL 1
DROTAVERINE [}
DROTAVERINE HYDROQCHLORIDE o
DRUG, UNSPECIFIED 1

-
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Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes ProtocolsiA4001027, R4001023. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo

DUACT 0 1 0
DULOXETINE HYDROCHLORIDE 5 4 3
CUQVERT 0 1} 1
DUTASTERIDE ) 1 [}
DYAZIDE 2 E] 3
DYNAMAGQ 2 ] [+]
E45 1 Q o]
ECHINACER 1 aQ i
ECONAZOLE 1 ] [+]
ECCONAZOLE NITRATE 1 0 ]
EDUCTYL 1] 1 0
EMEDASTINE FUMARATE o 1 1}
EMOLLIENTS AND PROTECTIVES 4 1 o
ENALAPRIL 6 2 2
ENALAPRIL MALEATE 1 3 2
ENDAL 1 3 0
ENOXAPARIN 1 1 1
ENSURE 9 o 2
ENSURE PLUS 2 1 1
ENTEX 1 1 9
EPHEDRINE 0 i 0
EPINEPHRINE 2 [} 0
EPIRIZOLE a 1 0

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols;A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phasa 3 Treatment Expaerienced CCR5 Tropic Studies

maraviroc QD maravircc BID Placebo

2

EPOETIN ALFA
EPROSARTAN MESILATE/HYDROCHLOROTHIAZIDE
EPTACOG ALFA
ERDCSTEINE
ERGOCALCIFERCL
ERTAPENEM
ERYTHROMYCIN
ERYTHROPCIETIN
ERYTHROPGIETIN HUMAN
ESCHERICHIA COLI
ESCITALOFRAM
ESOMEPRAZOLE
ESOMEPRAZOLE MAGNESIUM
ESTAZOLAM

ESTRADIOL

ESTRADICL VALERATE
ESTRIOL

ESTROGENS

ESTRCGENS CONJUGATED
ESTROPIPATE
ESZOPICLONE
ETACRYNIC ACID
ETHAMBUTOL

ook R RO HH N

H "
H OO
o
T MO BHHHORNMERHEOOHHEONORNKFEOR

3
Q
a
0
1
Q
2
3
0
0
7
a
a
a
0
0
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0
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a
0
4
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Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDEMTIAL Includes Protocols:A4001027, A4G01028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

ETHAMBUTOL DIHYDRCCHLORIDE
ETHINYLESTRADICL/NORELGESTRCMIN
ETODOLAC

ETORICCOXIB

BUCERIN CREME

EUGYNON

BULATIN N N

EUNOVA

EVENING PRIMROSE OIL

EXTENDRYL

EZETIMIBE

EZETIMIBE/SIMVASTATIN

FACTOR VIII {ANTIHAEMOPEILIC FACTOR)
FAXTU

FAMCICLOVIR

FAMOTIDINE

FANSIDAR

FAT /CARBOHYDRATES/ BROTEINS/MINERALS fVITAMINSG,
FELODIPINE

FENOFIBRATE

FENOTEROL HY¥DRCBROMIDE
FENSPIRIDE

FENTANYL

[
MHHDOHHAIODHRNISCOHOOODOOH

-

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studiee

FENRTANYL CITRATE

FERRO "SANOL" fOLD FORM/
FERRO-FOLSAN

FEREOGLYCINE SULFATE COMPLEX
FERROUS FUMARATE

FERROUS GLUCONATE

FERROUS GLYCINE SULFATE
FERROUS SULFATE

FERRQUS SULFATE EXSICCATED
FEXQFENADINE

FEXQFENADINE HYDRCCHLORIDE
FIBRE, DIETARY

FILGRASTIM

FINASTERIDE

FIORINAL-C 1/4

FISH OIL

FLECAINIDE ACETATE

FLEET ENEMA

FLOXIN QTIC

FLUCLOXACILLIN
FLUCLOXACILLIN SODIUM
FLUCONARZOLE

FLUCYTOSINE

=
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Bxcludes antirstrovirals and optimized background therapy. .
PFIZER CONFIDENTIAL Includes Protocols:h4001027, A4001028. Date of Table Generation: 300CT2006 (12:00) "



Table 3.2.2.1 Page 22 of 55
Maravirec Summary of Clinical Safety

Concomitant Drug Treatments

Phasa 2 Treatment Experienced CCR5 Tropic Studies

FLUDROCORTISONE 0
FLUDROCCRTISCNE ACETATE 3
FLUNISOLIDE 2
FLUOCINGLONE ACETONIDE 2
FLUOCINONIDE 2
FLUCROURACIL 2
FLUOXETINE 6
FLUGXETINE HYDROCHLORIDE 6
FLUPENTIXOL 1
FLUPHENAZINE DECANOATE 1
FLURAZEFAM 1
FLUTICASONE 6
9
2
0
1
0
1
0
1
0
1
[

i

FLUTICASONE PROPIONATE
FLUVASTATIN
FLUVASTATIN SODIUM
FLUVCXAMINE MALEATE
FOLIC ACID

FOLINIC ACID
FORMOTERQL FUMARATE
FORMULA 44 COUGH SYRUP
FOSCARNET

FOSCARNET SCDIUM
FOSFCMYCIN

-
H

-
"

Excludes antiretrovirals and coptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Cate of Table Generation: 300CT2006 (12:00)
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Maraviroe Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

FOSINOPRIL 2 4 o
FOSINOPRIL SODIUM 2 1 o
FRENADOL a 1 aQ
FRESUBIN 1 0 o
FROSST 282 Q 0 1
FUCICORT o 1 o
FUMAGILLIR 1 0 o
FURQSEMIDE 7 7 a
FUSAFUNGINE 0 1 0
FUSIDATE SODIUM 4 4 o
FUSIDIC ACID 2 1 1
GABARPENTIN 28 37 22
GADOPENTETATE DIMEGLUMINE Q 1 o
GALENIC /CHLORPHENAMINE/PARACETAMOL/PSEUDOEPH Q 1 Q
GALERIC /CODEINE/PROMETHAZINE/ 1 1] o
GALENIC /FLUTICASONE/SALMETEROL/ 1 a 0
GALENIC /GUAIFENESIN/HYDRCCODONE/ 1 Q Q
GALENIC /PARACETAMOL/CODEINE/ 0 2 1
GAMMA-AMINOBUTYRIC ACID 1 0 Q
GANCICLOVIR 1 1 Q
GARLIC 0 2 1
GATIFLOXACIN 5 2 3
GRVISCON 1 1 1

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Exparienced CCRS Tropic Studies

GELATIN 0
GELOMYRTCL FORTE 1
GEMFIBROZIL 14 1
GEMIFLOXACIN

GENERAL NUTRIENTS

GENERAL NUTRIENTS/HERBAL NHOS/MINERALS NOS/VITAMINS NOS
GENERAL NUTRIENTS/HERBAL NOS/VITAMINS KOS
GENERAL NUTRIENTS/MINERALS/VITAMINS
GENERAL NUTRIENTS/VITAMINS NCS
GENTAMICIN

QENTAMICIN SULFATE

GENTAMICIN SULFATE/INDOMETACIN

GINGER

GIHKGO BILOBA

GINSENG

GIVALEX

GLIBENCLAMIDE

GLIBCMET

GLICLAZICE

GLIMEPIRIDE

QLIMEPIRIDE/ROSIGLITAZONE MALEATE
GLIPIZIDE

GLUCOSAMINE

WOoHNHOSWOoOOOKRKORNDOR WS

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maravireoc Summary of Clinical Safety

Concomitant Drug Treatmente

Phase 3 Treatment Experienced CCRS Tropic Studies

Page 25

of 55

maraviros QD maraviroc BID

Placebo

GQLUCOSAMINE WITH MSM

GLUCOSE

GLYCERYL TRINITRATE
GLYCOBYRRONIUM BROMIDE
GONOCILLIN

GRANISETRON

GRANULOCYTE COLCNY STIMULATING FACTOR
GRIPPOSTAD

GRIPPOSTAD ©

GRISEQFULVIN

GUATFENESIN

GUATFENESIN W/DEXTRGMETHORPHAN
QYNOFLOR

HALL'S MENTHO-LYPTUS
HALGPERIDOL

HARPAGOPHYTUM PROCUMBENS
HEMCORT H.C.

HEPARIN

HEPARIN- FRACTION, SODIUM SALT
HEPARINOID

HEPATITIS h VACCINE

HEPATITLS B VACCINE

HERBAL PREPARATION

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocolo:Ad001027, A4001028.

HFMNMNMNREROCOHOOHOWVLHERNONORBOO

Date of Table Generation:

-
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300CT2006 (12:090)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Troatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

HEXACHLOROPHENE
HEXALYSE

HEXAMIDINE ISETIONATE
HOMATROPINE/HYDROCODONE
HOMEOPATIC PREPARATION

HOT COLDREX

HUMULIN 7G/30

HYALURONATE SODIUM

HYALURONIC ACID

HYDRALAZINE

HYDROCHLOROTHIAZIDE

HYDROCODONE

HYDROCODONE BITARTRATE
HYDROCORTISCNE

HYDROCORTISCNE ACETATE
HYDROCORTISCNE SODIUM SUCCINATE
HYDROCORTISONE VALERATE
HYDROCORTISCNE-HEOMYCIN-POLYMYXIN B
HYDROMORPHONE

HYDROMORPHONE HYDROCHLORIDE
HYDROQUENONE

HYDROXOCOBALAMIN
HYDROXYCHLOROQUINE

W HEHOORKHHRHD

I

-
ORHHROFROHNOHROLVOOOROCOCOO R
I

QQOCHHFOTCONWVOULNNTCOFEFOOOOQOOO

I
HOoocoONNOKREKERNR

Excludes antiretrovirals and cptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table ¢enerxaticn: 300CT2006 {12:00}
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Concomitant Drug Treatments

Phasa 3 Treatment Experienced CCRS Tropic Studies

HYDROXYZINE

HYDROXYZINE EMBONATE
HYDROXYZINE HYDROCHLORIDE
HYOSCINE BUTYLERCMIDE
HYPROMELLOSE

HYZAAR

I.V. SOLUTICHNS
IBANDRONATE SODIUM
IBUPROFEN

ICHTHAMMOL

IMIPRAMINE

IMIPRAMINE HYDROCHLORIDE
THIQUINMGD

IMMUNOGLOBULIN HUMAN NORMAL
IMMUNOGLOBULING
INDAPAMIDE

INDOMETACIN

INFLANEFRAN

INFLUENZA VACCINE
INFLUENZA VIRUS VACCINE POLYVALENT
INOSITOL

INSULIN

INSULIN ASPART
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Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generaticn: 300CT2006 {12:00)
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Concomitant Drug Treatments

Phage 3 Treatment Experienced CCRS Tropic Studias

maraviroc QD maravirec BID Placebo

KALINOR- BRAUSETABLETTEN

INSULIN GLARGINE S5 4 2
INSULIN EUMAN 1 1 o
INSULIN EUMAN INJECTION, ISCPHANE 1 Q 2
INSULIN INJECTION, ISOPHANE [} 2 1
INSULIN ISOPHRNE, HUMAN BIOSYNTHETIC 0 0 1
INSULIN LISPRO z 0 Q
INSULIN ROVOLIN 70/30C [} 2 Q
IODINE o 1 o
IOTROXATE MEGLUMINE 1} 0 1
IOVERSOL 1} 1 o
IPRATROPIUM '] 1 1
IPRATROPIUM BROMIDE E] 2 1
IRBESARTAN 4 i ']
IRCN 2 3 3
ISCHNIAZID [} 2 1
ISCSOREBIDE o 1 0
ISCSORBIDE DINITRATE 3 1 1]
ISCSORBIDE MONCHITRATE 1 0 [}
ISCTRETINCQLH [} o 1
ISPAGHULA HUSK 1 b 0
ITRACONAZOLE a 7 [
IVERMECTIN '} 1 ]

Q 1 o

Excludes antiretrovirals and optimized background tharapy.
PFIZER CONFIDENTIAL Includes Protecels:iAd4G0L027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phage 3 Treatment Experienced CCRS Tropic Studies

maraviree QD maravirec BID Placebo

KAOPECTATE 1 1} v
KARVEA HCT 4 2z [+]
KARVOL "BOOTS" Q 1 o
KETOCONAZOLE e 18 6
KETQPROFENR 1 3 1
KETORCLAC [+] Z 1
KETORCLAC TROMETHAMINE 2 2 1
KETOTIFEN FUMARATE [+] 1 [+]
LABETALOL 1 Q =)
LACRI-LUBE o 1 o
LACTIC ACID 1 o 4
LACTQBACILLUS ACIDOPHILUS & 2 3
LACTULOSE 2 4 1
LAMOTRIGINE 3 1 2
LANRECTIDE 1 0 ]
LANSOPRAZOLE 17 15 8
LANSOFRAZOLE/NAPROXEN 1 [} o
LATANOPROST 2 0 1
LAXATIVES 1 1} ]
LECITHIN 2 1 ¢
LEKOVIT CA 2 1} ¢
LEMSIE 1 i} ]
LENOGRASTIM ¢ 1 o

Excludes antiretrovirale and optimized backyround therapy.
PFIZER CONFIDERTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroe Sumnary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

LERCANIDIPINE o
LEUPRORELIN i}
LEVETIRACETAM o
LEVOCARNITINE 1z
LEVOCETIRIZINE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVODROPROPIZINE
LEVOFLOXACIN
LEVOGLUTAMIDE
LEVOSALBUTAMOL
LEVOTHYROXINE
LEVOTHYROXINE 3S0DIUM
LICOCAINE

LIDOCARINE HYDROCHLORIDE
LINEZOLID

LINSEED OIL
LIOTHYRONINE
LISINOPRIL

LISTERINE /fUSA/
LITHIUM

LITHIUM CARBONATE
LOMOTIL

LOPERAMIDE

N - 8]
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Ex¢ludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation; 300CT2006 (12:00)
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Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

LOPERAMIDE HYDROCHLORIDE 31 as 27
LORATANING 16 21
LORAZEPAM ! 28 ag
LORMETAZEPAM

LOSARTAN

LOSARTAN POTASSIUM

MRGNESIUM CHLORIDE ANHYDROUS
MAGHNESIUM HYDROXIDE
MAGNESIUM OXIDE
MAGNESIUM SULFATE
MAGRESIUM W/POTASSIUM
MAPROTILINE
MARCARIN-ADRENALIN
Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028. Date of Table deneration: 300CT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

HATHOINE

HAXEDA

MAXIDEX

HECLOZINE

HWECLOZINE HYDROCHLORIDE
MEDINITE

MEDIVITAN N INJECTION
MEDRCXYPROGESTERCHNE
MEDRGXYPROGESTERONE ACETATE
HEFLOQUINE

MEGESTROL

MEGESTROQL ACETATE
MELALEUCA ALTERNIFQLIA OIL
MELATONIN

MELOXICAM

MEMANTINE HYDROCHIAORIDE
MEFREDNISCNE

MEROPENEM

MESALAZINE

MESCCLOR

METAMLZOLE

METAMIZOLE SODIUM
METAMUCIL “PROCTER & GAMBLE"

Page 32 of 55

fixcludes antiretrovirals and optimized background therapy.

PFIZER

CONFIDENTIAL

Includes Protocels:A4001027, A4001028.

Date of Table Generation:

300CT2006 (12:00)
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Maraviroc Summary of Clinical Safaty

Concomitant Drug Treatments

Fhase 3 Treatment Experienced CCRS Tropic Studies

METAXALONE 1
METEOSPASMYL o
METFORMILN 12
METFORMIN HYDROCHLORIDE 4
METFORMIN HYDROCHLORIDE/ROSIGLITAZONE 2
METHADONE 4
METHADONE HYDROCHLORIDE [
METHAMPHETAMINE 4
METHIONINE 1
METHOCAREBAMOL o
METHYLCELLULOSE 1
METHYLPHERIDATE 2
METHYLPHEHNIDATE HYDROCHLGRIDE 3
METHYLPREDNISOLONE &
WETHYLPREDNISOLONE ACEPONATE [}
METHYLPREDNISOLONE ACETATE 1
METHYLPREDNISOLONE SODIUM SUCCINATE 1
METHYLSULFONYLMETHANE 2
METIPRANOLOL HYDROCHLORIDE 1
METOCLOBRAMIDE 17
METCCLOPRAMIDE HYDRCCHLORIDE 1
METOLAZONE 1
METCPROLOL 13

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: 300CT2006 {12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maravires QD maravirec BID Placebo

METOPROLOL SUCCINATE

METOPROLOL TARTRATE

METRONIDAZOLE 1.
MEXTLETINE
MIANSERIN
MICONARZOLE
MICONAZOLE NITRATE
MICROLAX

MIDAZOLAM
MIDAZOLAM HYDROCHLORIDE
MIDRID

MINERALS KROS
MINOCYCLINE
MINOXIDIL
MIRTAZAPINE
MITOMYCIN
MIVACURIUM
MOCLOBEMIDE
MODAFINIL
MOMETASONE
MOMETASONE FUROATE
MONTELUKAST
MONTELUKRAST SORYUM

=R
oo e
"

"
MONHFRNHOOORANHRHENGOR KO KR & BN

-
NMHEROHREROHNONOAHOOA KOG RO
NHEOEQOOQOHUVUOORDQROCOOOROCOHEOH

Excludes antiretrovirals and optimized background thevapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Maraviroce Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placeba

MORPHINE 4
HORPHINE HYDROCHLORIDE
MORPHINE SULFATE
MOXIFLOXACIN

MOXIFLOXACIN HYDROCHLORIDE
MULTIPLE VITAMINS
HULTIVITAMIN AND MINERAL SUPPLEMENT
MULTIVITAMINS

MULTIVITAMINS W/MINERALS
HULTIVITAMINS WITH MINERALS
MULTIVITAMINS, PLAIN
MUPIRQCIN

MUOPIROCIN CALCIUM

MYCOLOG

WYLRANTA

HMYRTOL

NABUMETCHE

HADCLOL

HADROPARIN

NADROPARIN CALCIUM
HAFTIFINE HYDROCHLORIDE
NALTREXONE

NANDROLGRE

1

1
1
a
5
6
2
¢
7
1
3
4
3
a
0
Q
¢
1
c
1
1
]
a
7

-
H

-

MoroooknoMobumoosboawlno
M

WHMFEFOORFHFOQWORNJYHOUWOR&EHNNOW

Excludes antiretrovirals and cptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: 30C0CT2006 {12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phage 3 Treatment Experienced CCR5 Tropic Studies

maraviroc QD maravirce BID Placebo

NANDROLONE DECANOATE 5 7 [
NAPHAZOLINE HYDROCHLORIDE Q 1 0
NAPROKEN 9 11 5
NAPROXEN SODIUM 3 G 41
NARATRIPTAN HYDROCHLORIDE Q 1 0
NARINE REPETABS 4 4 1
NASAL PREPARATIONS 1 0 o
NATEQLINIDE 0 1 0
NEEIVOLOL Q 1 o
NEFAZODONE HYDROCHLORIDE Q 1 0
NEMDYN 1 1} o
NEUROTRAT S FORTE 1 0 o
NICOTINAMIDE 0 1 o
NICOTINE 10 a 4
NICOTINIC ACIC is 8 1
HIFEDIPINE 3 2 2
NIFUROXAZIDE 1 1 1]
NIMESULIDE 1 1 o
NITAZOXANIDE 1 1} 1]
NITE-TIME COLD MEDICINE 1 0 1
NITRAZEPAM ] 1} 1
NITROFURRNTOIN Q 1 o
NITRCGEN, LIQUID 1 1 13

Excludes antiretrovirales and optimized background therapy.
PFIZER CONFIDENTIAL Includes Proteocols:A4001027, A4001028. Date of Table deneration: 300CT2006 (12:00}
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Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRE Tropic Studies

RIZATIDINE

NO-FLU F

NOREPINEPHRINE BITARTRATE
NORFLOXACIN

NORTRIPTYLINE
NORTRIPTYLINE HYDROCHLORIDE
NOSCAPINE RESIN

NOVOLIN 20730

NULYTELY

NYSTADERM COMP

NYSTADERMAL

NY3STATIN 1
OBETROL :
OCADRIK

OCTOCAINE WITH EPINEPHRINE
OCTREOTIDE

OCTREQOTIDE ACETATE
OFLOXACIN

OLANZAPINE

QOLIVE LEAVES EXTRACT
QOLMESARTAN MEDOXOMIL
QLOPATADINE

OLCPATADINE HYDROCHLORIDE

OHHHKNBRBHWO OO

cCoONONNGROOOR
HECWOUNMNOHOHCUHOOHOONMKMHGOR M

CHOHMONDOHOHWOOWNOOSHGHO

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)



Table 3.2.2.1 Page 38 of 55
Maravireoc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic¢ Studies

CMEGh ]
CMEGA-3 MARINE TRIGLYCERIDES 1
OMEGA-3 TRIGLYCERIDES 5
CMEPRAZOLE 2
CMNIBIONTA
CHNCE-A-DRY

N

4
o
[
CNDANSETRON 4
ONDANSETRON HYDROCHLORIDE 4
CNE-A-DAY 1)
CPIPRAMOL ¢
COPIUM ALKALOIDS AMD DERIVATIVES 1
QPIUM TINCTURE 6
ORLISTAT 1
ORPHENADRINE 1
CRPHENADRINE CITRATE 1
OS-CAL 1
OSMOSAL 1
OTHER ANTIDIARRHOEALS o
OTHER DERMATOLOGICAL PREPARATICHS 1
QTHER EMOLLIENTS AND PROTECTIVES [+]
OTIPAX o
OTOLOGICALS =]
OTOSPORIN 2

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDERTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 3000T2006 (12:00)
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Maraviroc Summary of Clinical safety

Concomitant Drug Treatments

Phage 3 Treatment Experienced CCRS Tropic Studies

CXANDROLCHE 12 17 11
CXAZEPAM .
COXCARBAZEPINE
OXICONAZOLE
OXYBUTYNIN
CXY¥BUTYNIN HYDROCHLORIDE
CXYCOCET
CXYCODONE
CXYCODONE REYDROCHLORIDE
CXYGEN
CXYMETAZCLINE
CXYMETAZCOLINE HYDROCHLORIDE
OXYMETHOLONE
PANADEINE CO
PARNCREATIN
PANCRELIFASE
PANTOPRRZOLE
PANTCPRAZOLE SODIDM
PARA-SELTZER
PARACETAMOL
PARAFFIN
PARAMOL-118
PAREGORIC

Excludes antiretrovirale and optimized background therapy.

PFLZER CONFIDENTIAL Includes Protocols:A4001027, A4C01028. Date of Table deneration: 300CT2004 (12:00}
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Maraviros Summary of ¢linical Safety

Concomitant Drug Treatments

phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

PARCMOMYCIN 1 1 [+]
PARCHOMYCIN SULFATE Q 1 4]
PARQXETINE 7 3 o]
PARCXETINE HYDRCCHLCORIDE 6 7 4
PEGFILGRASTIM 1 2 ]
PEGINTERFERON ALFA-2A 1 1 [+]
DPEMIROLAST POTASSIUM Q 1 o
PENICILLIN HOS 2 3 o
PENTAMIDINE 12 8 4
PENTAMIDINE DIMESILATE 1 0 0
PENTAMIDINE ISETHIONATE 2 1 1
PENTOXIFYLLIKE Q 0 3
PEP ACID 1 0 o
oxycodone/aspirint 1 1 [+]
PERGOLIDE 1 0 ]
PERI-COLACE Q 1 1
PERINDOFRIL 1 1 [+
PERINDOPRIL ERBUMINE Q 1 o]
PERMETHRIN 2 1 o]
PETHIDINE 1 Q 1
PETHIDINE HYDROCHLORIDE L] 3 Q
PHENAZOPYRIDINE [s] 0 1

1 0 0

PHENAZOPYRIDINE HYDROCHLOQRIDE

BExcludes antirastrovirals and cptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generatiecn: 300CT2006 {12:00)
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Table 3.2.2.1

Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatmant Experienced CCRS Tropic Studies

Page 41 of 55

maravirce QD maraviroc BID

PHENERGAN WITH CODEINE
PHENOL
PHENOXYMETHYLPENICILLIN
PHENOXYMETHYLPENICILLIN POTASSIUM
PHENYLEPHRINE
PHENYLEPHRINE HYDROCHLORTDE
PHENYTOIN

PHENYTOIN SODIUM
PHLOROGLUCINOL
PHOSPHATE-SANDCZ
PHOSPHATIDYL CHOLINE
PHOSPHORUS

PHYTOMENADTONE

PICO-SALAX

PILOCARPINE HYDROCHLORIDE
PIMECROLIMUS

PINIMENTHOL

PIOGLITAZONE

PID/TAZO

PIPERACI LLIN/TAZOBACTAM
PIRBUTEROL

PIRBUTEROL ACETATE
PIRETANIDE

OHOONMOFRFOHROFORHERERHESNRER

HoOHHHNDNNONOOKHKOORKRHOOOOR

Placebo

DOCONMNODODOOCOOQRIHNHMHOHBOQ

Excludes antiratrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Ineludes Protocols:A4001027, A4001028,

Date of Table Generation:

300CT2006 {12:00)
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Maraviroc Summary of Clinical safety

Concomitant Drug Treatments

bhase 3 Treatment Experienced CCR5 Tropic Studies

PIRITRAMIDE 0
PIROMIDIC ACID 0
PIROXICAM 0
PITUITARY AND HYPOTHALAMIC HORMONES 0
PLASMA PROTEIN FRACTION (HUMAN) 0
PHEUMOCOCCAL VACCINE 8
FOROFHYLLOTOXIN 3
POLICMYELITIS VACCINE INACTIVATED [
POLY-L-LACTIC ACID 1
POLYCARBGPHIL CALCIUM [
BOLYCITRA-K *WILLEHY 0
POLYHEXANIDE 0
POLYLACTIC ACID 3
POLYVIDONE o
POSACONAZOLE 0
POTASSIUM 3
' POTASSIUM CANRENGATE 1
POTASSIUM CHLORIDE 0
POTASSIUM PHOSPHATE 1
POVICONE-IODINE 2
PRAMIPEXCLE 1
PRASTERCNE 3
PRAVASTATIN 10

bBONMHRRWREREFAOCNNCWHGR

=
"

Excludes antiretrovirals and cptimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:id001027, A4001028. Date of Table deneration: ACOCT2006 (12:00)
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Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroe QD maraviroe BID Blacebo

PRAVASTATIN SODIUM 8 9 3
PRAZEPAM a 1 1
BRED-G Q 1 Q
PREDNAZCLINE 0 1 Q
PREDNICARBATE Q 1 Q
DREDNT SOLONE 1 2 2
PREDNISCLONE ACETATE kil 1 1
PREDNISCONE L] 13 4
DREGABALIN 6 a 3
PRENATAL VITAMINS 1 4 Q
PRIMAQUINE b 1 0
PRIMRQUINE PHOSPHATE 1 0 Q
PRIMAXIN 1 2 1
PRIMIDONE 1 1 Q
PRIMCX PLUS 1 [ 0
PRINZIDE 2 2 ]
PRIORIN 0 1 0
PRISTINAMYCIN 1 2 Q
PROBENECID 0 o 1
PROCAINE 1 ) Q
PROCHLORPERAZINE 3] 2 3
PROCHLORFERAZINE EDISYLATE 6 4 3
PROCHLORPERARZINE MALEATE 1 2 Q

Excludes antiretrovirales and optimized hackground therapy.
PFIZER CONFIDEMNTIAL Includes Protocols:A4001027, A4001028. Date of Table deneration: 300CT20086 (12:00)
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Maraviroc Summary of €linical Safety

Concomitant Drug Treatmenta

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maravirec BID Placebo

PROCTCFORM HC 1 a Q
PROCTCSEDYL OINTMENT "ROCHE" [+] [} 1
PROGUANIL 1 a [+]
PROMETHAZINE 9 b 3
PROPACET 4 3 2
PROFANOL [} 1 c
PROPOFOL o 3 [
PROPOLIS/UNDECYLENIC ACID/ZINC OXIDE [+] i} 1
PROPRANOLOL [+ 2 2
PROPRANOLCL HYDROQCHLORIDE @ 4 =]
PROPYLENE GLYCOL [+] 1 o
PROTEIN SUPPLEMENTS 3 2 ]
PSEUDCEPHEDRINE s z 3
PSEUDCEPHEDRINE HYDROCHLORIDE 7 10 4
PSYLLIUM [+] 1 2
PSYLLIUM HYDROPHILIC MUCILLOID & 7 2
PYRAZINAMIDE o 1} 1
PYRIDOXINE 1 a 1
PYRIDCXINE HYDROCHLORILDE 1 2 2
PYRIMETHAMINE 4 2 s
QUETIAPINE 1 2 [+
QUETIAPINE FUMARRATE 4 5 1
QUINAPRIL 1 Q o

Bxcludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:fA4001C27, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

QUIHAPRIL HYDROCHLORIDE o
QUININE 1]
QUININE SULFATE 1
RABEPRAZOLE 0
RABEPRAZOLE SOQDIIM 6
RAMELTEON 0
RAMIPRIL [
RANITIDIRE 2
RANITIDINE HYDROCHLORIDE 7
RED BLOOD CELLS 1
RED BLOOD CELLS, CONCENTRATED 1
REPAGLINIDE 0
H
1
0
0
1]
1
1
1
1
2
1

H

RESPAIRE-SR-120
RETINOL
RHINARIS
RHINGFLUIMUCIL
RHODCGIL
RIBAVIRIN
RIBOFLAVIN
RIFABUTIN
RIFAMPICIN
RIFAXIMIN
RINGER-LACTATE SOLUTION "FRESENIUS"

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Cencomitant Drug Treatments

Phase 3 Treatment Experienced CCR5S Tropic Studies

RISEDRONATE SODIUM 3
RISPERIDONE 3
RITUXIMAB 0
RIZATRIPTAN 2
RIZATRIPTAN BENZOATE 1
ROBAXISAL COMPUESTO 1]
ROBITUSSIN A-C /OLD FORM/ 1
ROBITUSSIN-DAC 0
ROBITUSSIN-DM 4
ROCURONIUM BROMIDE 1
ROPINIRCLE HYDROCHLORIDE 2
ROSIGLITAZONE 1
5
9
1
o
7
3
0
2
i
1
0

ROSIGLITAZONE MALEATE
ROSUVASTATIN
ROXITHROMYCIN
SACCHAROMYCES BOULARDII
SALBUTAMOL
SALBUTAMOL SULFATE
SALICYLIC ACID
SALMETERCL XINAFQATE
SALMON OIL
SELEGILINE

SELENIDE SODIUM

w
R
-
w

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 3COCT2008 (12:00)
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Cencomitant Drug Treatmentsa

Phase 3 Treatment Experienced CCRS Tropic Studies

SELENIUM 1 5 1
SELENIUM SULFIDE 1 0 0
SENNA 3 x 0
SENNA FRUIT 2 o 0
SERENOA REPENS 2 3 2
SERETIDE MITE ? 3 4
SERTRALIRE 1 B 5
SERTRALINE HYDROCHLORIDE 7 12 4
SHARK-LIVER CIL 0 o 1
SIDRCS 1 0 0
SILDENAFIL a 2 5
SILDENAFIL CITRATE 19 12 8
SILYMARIN 1 3 1
SIMECO 0 o 1
SIMVASTATIN 2 o 2
SINEMET 0 o 1
St-33 ADULT FORMULA LIQUID 0 1 0
SODIUM BICARBONATE ] 1 3
S0DIUM CHLORIDE 4 10 1
SODIUM FLUQRIDE 1 o 2
SODIUM PCLYSTYRENE SULFONATE 0 i 2
SOFRASOLONE O.R.L. 2 o o
SOLIDAGO VIRGAUREAR HERB 0 1 0

Excludes antiretrovirals and cptimized backgreound therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Concomitant Drug Treatments

Phase 2 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravirec BID Placebo

SOLIFEMACIN SUCCINATE 1 1] 0
SCLUTIONS FOR PARENTERAL NUTRITION 3 1] o
SOMATQSTATIN 1 0 0
SOMATROPIN 9 9 4
50Y ISOFLAVONES 1 1] 0
SPIRONOLACTONE Q 4 0
SPIRULINA 0 z [
STERIMAR 1 1] [
STERCFUNDIN 1 o o
SUCRALFATE o [} k)
SULFACET-R Q 1 o
SULFACETAMIDE SODIUM Q 4 o
SULFADTAZINE a 1 1
SULFADIRZINE SILVER 1 1} [}
SULFAMETHOXAZOLE 1 a 2
SULFASALAZINE 1 2 ]
SULINOAC o 1} 1
SUMATRIPTAN 1 3 1
SUMATRIPTAN SUCCINATE 5 2 2
SUPER VITAMIN B CCMPLEX ¢ 1 4]
SUPRADYN 1 o [
SUSTANON 1 1 4
SYMBICORT TURBUHALER “DRACCY =] 1 1

Excludes antiretrovirale and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Coneomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

TACROLIMUS 1 a 1
TADALAFIL 13 15 a
TAMOXIFEN Q 1 o}
TAMCKIFEN CITRATE Q 1 0
TAMSULOSIN 3 S ]
TAMSULOSIN HYDROCHLORIDE 8 7 3
TANNACOMP 1 [ 0
TARRXACUM Q 1 0
TEGASERCD 1 0 o
TELITHROMYCIN 3 3 Q
TELMISARTAN ] 1 Q
TEMRZEPAM 16 20 a
TEMOCILLIN 1 1] 0
TENOXICARM 0 1] 1
TERAZOSIN 2 0 1
TERBINAFINE 7 1 Q
TERBINAFINE HYDRCCHLCRIDE 5 4 2
TERBUTALINE 0 1 Q
TERBUTALINE SULFATE 1 o 1
TERCOHAZOLE 0 1 0
TESTOSTERONE 59 13:3 EE]
TESTOSTERONE CIPIONATE 12 a 8
TESTOSTERONE ENANTATE 2 3 1

Excludes antiretrovirals and coptimized backaround therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generatiom: 300CT2006 (12:00)
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Concenitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

TESTCSTERONE PROPIONATE i 0 1
TESTOSTERONE URDECANOATE 3 2 Q
TETANUS ANTITOXTIN i 1] o
TETRNUS TOXOID 3 1 ]
TETRACYCLINE 2 2 Q
TETRAZEPAM Q 2 1
TETRYZOLINE HYDRCCHLORIDE 1 1 o
THALIDOMIDE 0 1 1
THERAFLU 2 1 Q
THERAGRAN Q 1 Q
THIAMINE Q 1 o
THIRMINE HYDROCHLORIDE Q o 2
THIOCODIN Q 1 0
THIOCOLCHICOSIDE 2 1 0
THICCTIC ACID 5 3 3
THOMAPYRIN N i 2 1
THROAT PREPARATICHS ] 1 Q
THYRCID 1 Q o
TIAGABINE HYDROCHLORIDE 0 1 1
TICLOPIDINE 1 0 9
TILACTASE 0 2 o
TIMOLOL 0 1] 1
TINIDAZOLE 0 1 Q

Bxcludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001028. Date of Table Generation: 30CCTZ006 (12:00)
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Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc QD maravirec BID Placebo

TIOTROPIUM 1] 1 0
TIOTROPIUM BROMIDE 1 1 1
TITANOREIHE 1 [+) 0
TIZANIDIRE 0 ] 1
TOBRADEX 2 (] 1
TOCOPHERCL 9 12 7
TOCOPHERYL ACETATE 1 (] Q
TOLAZAMIDE 0 (o] 1
TOLNAFTATE 0 1 Q
TOLTERODINE L-TARTRATE 0 ¢ L
TOPIRAMATE 2 2 1
TORASEMILE 0 1 0
TPH 1 [+ aQ
TRAMADOL 4 5 3
TRAMADOL HYDROCELORIDE 3 4 4
TRAMADOL /ACETAMINOPHEN 1 (] Q
TRANCOLAPRIL 1 1 Q
TRANSPULMIN *ASTA MEDICA" 1 ] Q
TRAPIDIL 0 1 0
TRAVAD PHOSPHATE ENEMA 1 [+] Q
TRAZODONE 19 Z0 9
TRAZCDONE EYDROCHLORIDE 2 [) 1
TRETINOIN o 7 0

Excludes antiretrovirals and optimized background therapy.
PFLZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Concomitant Drug Treatments
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TRIAMCINOLONE 5
TRIAMCINOLONE ACETONIDE 13
TRIAZOLAM 3
TRIFLURIDINE o
TRIEEXYPHENIDYL o
TRIEEXYPHEMIDYL HYDROCHLORIDE o
TRILAC o
TRIMETAZIDINE 1
TRIMETHOBENZAMIDE 1
TRIMETHOBEMZAMIDE HYDROCELCRIDE 1
TRIMETHOPRIM 1
TRIMIPRAMINE 2
o
o
Q
i
o
1
o
i
o
o
o

12

TRIQBE
TRIOFAM
TROPATEPINE EYDROCHLORIDE
TROPICAMIDE
TROPISETRCN
TROSPIUM CHLORIDE
TUBERCULIN PPD
TUSSEX COUGH
TUSSIN DM
TU3SIONEX PENNKINETIC
TYLENOL PM
Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 {12:00)
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Concomitant Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo
TYLENQL SINUS MEDICATICH 3 a

TYPHOID VACCINE 1
UBIDECARENONE 10
ULOBETASOL PROFIONATE
ULTRACAIN D-8
ULTRACET

UMCEKALOABO

UNACID

URALYT URATQ

UREA

UREMOL HC
URSODEOXYCHOLIC ACID
VACCINIUM MACROCARPON

VALACICLOVIR 2 1
VALACICLOVIE HYDROCHLORIDE 3 1
VALDECOXIB

VALGRNCICLOVIR

VALGANCICLOVIR HYDROCHLORIDE
VALPROATE BISMUTE
VALPRORTE SEMISODIUM
VALPROATE SODIUM
VALPROIC ACID
VALSARTAN

Excludes antirstrovirals and optimized background therapy.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)
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Conconitant Drug Treatments

Phage 3 Treatment Experienced CCRS Tropic Studies

VANCOMYCTH 3 2 2
VANCOMYCIN HYDROCHLORIDE 1 0 ]
VARDENAFLL 1 1 1
VARGENAFIL HYDROCHLORIDE 2 13 5
VELITEN 1 1] 0
VENLAFAXINE 5 6 2
VENLAFAXINE HYDROCHLORIDE 11 18 6
VERADPAMIL 1 0 Q
VERAPAMIL HYDROCHLORIDE 0 1 2
VICKS FORMULA 44 COUGH MIXTURE 0 1 Q
VICKS FORMULA 44M 1 Q [+]
acetaminophen/hydrocodone bitartrate* 22 33 10
VICCPROFEN 1 1 1
VINCENTS TABLETS Q 1 0
VINCRISTINE 9 1 [+
VIT B1l,IN CCHMBIMNATION WITH VITAMIN B6 AND BiZ 0 1] 1
VITACAL 3 1 Q
VITAMIN B 2 3 4
VITAMIN B-CCHMPLEX 4 3 1
VITAMIN B-CCHPLEX WITH VITAMIN C 0 1 o]
VITAMINES-B-LABRZ Q 1 [s]
YITAMINS 0 2 1
VITAMINS WITH MINERALS 1 ¢ Q

Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001023, Date of Table Generatlon: 300CT2006 {12:00)

*  HREER BRI RAK .




Takle 3.2.2.1 . Page 55 of S5
Maraviroc Summary of Clinical Safety

Concomitant Drug Treatments

Phase 3 Treatment Experienced CCR5S Tropic Studies

VITAMINS, OTHER COMBINATIONS
VITIS VINIFERKR EXTRACT
VORICONAZOLE

VOSOL HC

WALGREENS NON-DROWSY DAYTIME
WARFARIN

WARFARIN S0DIUM

XIPAMIDE

XYLOMETAZOLINE HYDROCHLORIDE
YELLOW PHENOLPHTHALEIN
YORIMBINE HYDROCHLORIDE
ZALEPLCN

ZINC

ZINC OROTATE

ZIPRASTDONE

ZIPRASIDONE HYDROCHLORIDE
ZOLMITRIPTAN

ZOLPIDEM

ZOLPIDEM TARTRATE

ZOPICLONE

ZUCLOPENTHLXOL DECANOATE

[N
HUNOOHHONWORHORWOONKHM
X

H
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Excludes antiretrovirals and optimized background therapy.
PFIZER CONFIDENTIAL Inciudes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:00)



Table 3.2.2.2 Page 1 of 1
Maravircc Summary of Clinical Safety

Concomitant Optimized Background Therapy Treatments

Fhage 3 Treatment Experienced CCRS Tropic Studies

maraviroo QO maravirec BID Placebo
Kumber of Subjects 414 426 209
Humber (%) of Subjects With Any Concomitant Drug Treatment 414 (l00.0) 426 (100.0} 209 (1DC.0)
ABARCAVIR 122 116 68
AMPRENAVIR 91 105 L1
ATAZANAVIR a0 [3:} 39
DELAVIRDINE ) 11 8 13
DIDANOSINE a7 a3 57
EFAVIRENZ 23 29 13
EMTRICITABINE 146 173 asg
ENFUVIRTIDE 158 la2 51
INDINAVIR 12 15 4
LAMIVUDINE 190 182 aon
LOPINAVIR 123 153 61
NELFINAVIR 32 4 1
NEVIRAPINE 17 22 3
RITONAVIR 3 0 o
RITONAVIR LOW-DOSE as7? 369 182
SAQUINAVIR B 56 47 25
STAVUDINE 49 42 21
T-1249 3 0 o
TENOFOVIR 339 355 176
TIPRANAVIR 66 63 23
THC-114 Q 0 1
ZIDOVUDINE 91 : 1 35

Low-dose Ritonavir is doses of 200mg BID and below,

Imprenavir and Fosamprenavir have been combined and reported as Amprenavir.

Salt forms have been reported under the name of the active drug substanca to which they correspond.

Fixed dose combinaticns have been elpit into individual components.

BFIZER CONFIDENTIAL Includes Probocolsz:R4001027, A4001028. Date of Table Generatien: G1NOV2006 {03:50)



Table 3.2.2.3 Page 1 of 1
Maraviroc Summary of Clinical Safety

Optimized Background Therapy Combinations

Phase 3 Treatment Experienced CCRS Tropic Studiee

Treatment Combination maraviroc QD maravirec BID Piacebo

Number (%) of Subjects 414 424 208

HRTI only [ (1.4) 5 {1.1} s (2.3)
NRTI+T20 17 (4.1} 9 {2.1) 4 (1.5)
NRTI+PI 203 (49.0) 196  (46.0) 25  {45.4)
NRTI+PI+T20 132 (31.8) 158 (37.0) ac {38.2)
NNRTI+NRTI 8 (1.9} 15 {3.5) 4 (1.5)
NHMRTI+NRTI+T20 5 {(1.2) 5 {1.1) 1 {0.4)
NNRTI+NRTI+PT 26 (6.2} 28 {6.5) i3 (6.2)
NNRTI+NRTI+PI+T20 13 (3.1 8 {1.8) 6 (2.8)
NRTI+FI+Other Treatment* 3 {0.7) Q 1 (0.4)
Other 1 (0.2} 2 {0.4) [}

* Other Treatment is either TMC-114 or T-1245.
Other is drug cowbinations not in the list above.
PFIZER CONFIDENWTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (12:0%)




Takle 2.2.2.4 Page 1 of 1
Maraviroc Summary of Clinical Safety

optimized Background Therapy Combinations

Phase 2b Treatment Experienced non-CCRS Tropic Studies

NRTI+T20 a (4.7} 2 {3.2} 1 (1.6}
NRTI+PI 17 (26.9) 15 (24.5) 18 {23.0)
NRTI+PI+T20 30 (47.6) 29 (47.5) 28 {45.1)
NNRTT+NRTI - 2 (3.1} 2 {3.2} 1 (1.8}
NNRTI+NRTI+T20 1 {1.5) 2 {2.2) [+

NHRTI+NRTI+PI [ (9.5} 9 (14.7) 8 {1z2.9)
NNRTI+NRTI+PI+T20 4 {6.3) 2 {z.2} 3 (8.0)
Other 0 Q 1 (1.6}

Other is cembinatiens not shown in the list above.
PFIZER CONFIDENTIAL Includes Protocols:A4001029. Date of Table Generation: O1NOV2006 (03:48)



Table 3.2.3.1 Page 1 of 9
Maraviroc Summary of Clinical Safety

Concomitant Non Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjectse 414 426 209

Humber (%)} of Subjects With At Least One Concomitant Nondrug Treatmen 98 (23,7} 101 (22.7} 51  (24.4)
GASTROINTESTINAL DISORDERS 2 (0.2) Q 1}
Qescphageal dilatation 1 L] 0
INFECTIONS AND INFESTATIONS 3 (0.7} 9 o
Catheter sepsis 1 L] o
Mollugcum centagiosum 1 0 0
Binusitis fungal 1 0 i}
INJURY, POISOHING AND PROCEDURAL COMPLICATICHNS o 1 {0.2) 0
Joint sprain o 1 1]
INVESTIGATICNS . 4% (11.8) 58 (13.6) 32 (15.3)

Abdemen scan
Abdominal X-ray
Anglogram
Arteriogram coronary
Aspiration bone marrow
Biopay

Biopsy anus

Biopsy liver

Biopsy lung

Biopsy lymph gland
Biopsy prostate
Biopsy skin

Blood culture

HHHHEDOOOHKGRKH
ocolWwoorRrNOoHOOONO
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PFIZER CONFIDENTIAL Includes Protocaol 4001027, A4001028. Date of Table Generation: O1HOVZOD6 {03:48)



Table 3.2.3.1 Page 2 of 9
Maraviroc Summary of Clinical Safety

Concomitant Non Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

Blood electrclytes i} 1] 1
Blood gases Q 0 1
Blood pressure anbulatory 1 0 0
Blood triglycerides 0 1 1]
Bone densitometry 1 1 Q
Bone scan 0 1 1
Bronchoalveclar lavage 1 0 1}
Bronchoscopy 1 1 1]
Cardiac stress test 0 1 1
Catheterigation cardiac "] 0 1
Chest X-ray . 14 16 a
Cholangiogram 1 0 1
Colenogcapy a 4 1
Colposcopy ] 0 1
Computerised tomogram 4 8 3
Computerised tomecgram abdomen 7 7 2
Computerised tomegram head 2 2 2
Computerised tomegram kidney o 1 o
Computerised tomogram thorax G 2 2
Culture [} 1 1
Culture throat [} 0 1
Culbure urine 1 0 o
Cystoscopy o 1 0
Cytology 1} 1 1}

PFIZER CONFIDENTIAL Includes Prctocols:R4001027, A4001028. Date of Table Ceneraticn: OCINOV200& {03:48)



Table 3.2.3.1 Page 3 of 2
Maraviroc Summary of Clinical Safety

Concomibant Non Druy Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc QD maravirec BID Placebo

Ear, nose and throat examination
Echocardiogram

Electrocardiogram

Electrocardiogram ambulatory
Electroencephalogran
Electroneurcgraphy

Endoscopy

Endoscopy upper gastrointestinal tract
Haematology test

Liver function teat

Lumbar puncture

Mammogram

Nascendoscopy

Nuclear magnetic resonance imaging
Nuclear magnetic rescnance imaging abdominal
Huelear magnetic resonance imaging brain
Lesophagogastroducdenoscapy

Parasite stool test posgitive
Procteoscepy

Pulmonary function test

Renal function test

Renal scan

Scan brain

Scan myocardial perfusion

OCNOONNOEWCOCRFOHNOSHKHOREFONINDSD
HFNHODONORWHOROMNOOASCHH®WH
COOHODHOKHROWDKHRKHKERERROR OO RNQA

PFIZER CONFIDENTIAL Ineludes Protocols:A4001027, A4001028, Date of Table Generation: 01NOV2006 (03:48)



Table 3.2.3.1 Page 4 of 9
Maraviroc Summary of Clinical Safety

Cencomitant Non Drug Treatments

Phase 3 Treatment Experienced CCRS Tropic Studies

Sigmoidescopy

skull X-ray

Smear cervix

Smear Lest

Spinal X-ray
Spirometry

Sputum cultura
Sputum test
Tuberculin test
Tuberculin test negative
Ultrasound Doppler
Ultrasound abdomen
Ultrasound kidney
Ultrasound liver
Ulbrasound pelvis
Ultragound scan
Ulbragsound skull
Urinary system X-ray
Vascular imaging
X-ray

X-ray limb

X-ray of pelvis and hip

OHRORHORAOHSEHIFFOONCOOD
HFOHOOOWHOONORNGCORWHRKNHEER
HNOOOKHHOMNAKOHKHORNGONOODOO

METABCLISM AND NUTRITION DISORDERS

=]
3

{0.2)

o

Hyperlipidaemia o 1 0

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: OlNGV2006 (03:48)




Table 3.,2.3.3 Page 5 of 9
Maraviroc Summary of Clinical Safety

Concomitant Non Drug Treatments

Phase 3 Treatment Experienced CCRE Tropic Studies

MUSCULCSKELETAL AND CONNECTIVE TISSUE DISORDERS [ ] 1 (0.5)
Back pain [} 0 1

NECPLASMS BEHIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND POLYERS) [¢] 0 1 (0.5)
skin papilloma ¢ a 1

NERVOUS SYSTEM DISCRDERS - 1 (0.2) [+] [+]
Headache 1 o o

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 1 (0.2) o] o]
Preductive cough 1 0 o

SKIN AND SUBCUTANECQUS TISSUE DISORDERS 1 (0.2) Q o
Lipodystrophy acquired 1 0 [+]

SOCIAL CIRCUMSTANCES 1 (0.2) 2 {0.5) Q
Respite care 1 Q ]
Walking aid usexr ] o

SURGICAL AND MEDICAL PRCCEDURES &3 (15.2) 61 (14.3) 26 (12.4)
Abscess drainage 2 Q 3
Acupuncture 1 1 3
Angioplasty [} 1 ]
Artificial crown procedure o 1 [}
Bladder catheterisation [+] 1 o
Breast cosmetic surgery ] 1 o
Bunion operation [} 1 1]
Cardioversion ] 1 [

Carpal tunnel decompression o 1 0
Cataract operation o Q 1

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table deneration: 01NOV2006 (03:48)
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Maraviroc Summary of Clinical Safety

Concomitant Non Drug Treatments

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc GD maraviroc BID Placebo

Catheter placement 1 0 [
Catheter removal 1 Q 4
Central venous catheterisation 3 o [}
Chematherapy 1 Q o
Chiropractic 3 2 [
Cholecystectomy 1 1 [+]
Cold comprees therapy 2 0 ¢
Compression stockings application 1 L] ]
Continvours positive airway pressure Q o 1
Corneal transplant 1 o o
Coronary arterial stent insertion 1 0 [}
Cryotherapy 6 8 2
Dental treatment 0 1 [
Dermabrasion a a 1
Detached retina repair (] 1 o
Bar irrigation a 2 [}
Endodontic procedura 1 1 [+
Epidural blood patch 0 1 [}
Ethmoid sinus surgery 1 0 o
Facial cperaticn 1 ] [+]
Gagtrostomy tube ipsertion Q a 1
Gingival cperation a 1 [+]
Haemedialywie 1 Q o
Haemorrhoid operation 1 1 [+]

PFIZER CONFIDENTIAL Includes Protocols:Ad001027, A4001028. Date of Table Generatilon: 01NOV2008 (03:48)
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Maraviroc Summary of Clinical Safety

Concomitant Non Drug Treatmente

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maravirec BID Placabo

Medical device removal
Medical diet

Nail operation
Hutritional support

Heat therapy 1 1 1
Hepatitis B immunisacion 1 0 1]
Hip arthroplasty 2 0 1
Incisional drainage 1 Q o
Influenza immunisation [ Q 1
Inguihal herpia repair [+] 1 o
Injection 1 ] [
Intervertebral disec operatien o 1 [}
Intra-nagal antrostomy 1 0 0
Intubation 1 0 o
Joint stabilisation 1 Q o
Laryngeal polypectomy o 1 o
Limb operation 1 1 o
Lip lesion excision o 1 o
Lipectomy [} 1 [+
Lipoma excision o 1 o
Liposuction 2 o o
Lithotripey 1 1 0
Malignant tumour excision ) 1 1]
Massage 3 ] z

] 1 o

1 Q o

o] 1 +]

2 2 o

BFFIZER CONFIDENTIAL Includes Protocoles:Ad4001027, A4001028. Date of Table Generation: O01ROV2006 (03:48)
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Maraviroc Summary of ¢linical Safety

Concomitant Noh Drug Treatments

Phase 3 Treatment Experienced CCRE Tropic Studies

maraviroc QD maraviroc BID Placebo

Cffice visit
Cxygen supplementation
Packed red blood cell transfusion
Penile operation

Phlekotomy

Photodynamic therapy
Physiotherapy

Piasmapheresis

Plastic surgery to the face
Polypectony

Psychotherapy

Radictherapy

Removal of foreign bedy
Removal of internal fixation
Resection of rectum
Resuscitation

Sinus oparation

skin lesion excision

8kin neoplasm excision
Speech rehabilitatien
Sphenoid sinus operation
Spipal fusion surgery

Spinal operation

Splint application

FHPPOOONFRERFEFHEFOOFRHEFRHEHEEORG W
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5
1
a
1
9
Q
2
a
9
o
Q
1
o
o
Q
Q
1
0
i
1
1
2
0
0

PFIZER CONFIDENTIAL Includes Protocols:n4001027, A4001028, Pate of Table Generation: OLNOV2006 (03:48)
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Maraviroc Summary of ¢linical Safety

Concomitant. Non Drug Treatments

Phage 3 Treatment Exparienced CCR5S Tropic Studies

8tent placement

Suture insertion
Therapeutic procedure
Toe amputation

Tooth extracticn

UV light therapy
Ureteral stent insertion
Uterine dilation and curettage
vascular cauterisation
Wart excision

Whole blood tranafusion
HWound treatment

FRWOOOOR R NHR
FENHORONOTQOQ
oNOoCOHOROOOOCO

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O0O1NOV2008 [03:48)




Table 3.3.,1.1 Page 1 of 1
Maraviroc Summary of ¢linical Safety

Demographic Characteristics

Phase 2b/3 Studies All Maraviroc Tharapy

hge {years):

<16 0 o [+]

16-44 326 {50.0) 115 (71.3) 641 (52.9)
45-54 514 {48.9) 41 (25.8) 555 {45.8)
65 and over 12 (1.1 4 {2.5) 16 {1.3)
Mean 45.0 40.5 44,4

5D 8.2 10.6 a.7

Range 16-75 16-75 16~75

Race

WEITE as7 {84.3) 54 (s8.8) asl {80.9)
BLACK 136 (12.9) 54 [33.8) 190 {15.7)
ASIAN 10 (1.0 5 {3.1) 15 {1.2}
OTHER 13 (1.8) 8 {3.8) 25 (2.1}
UNSPECIFIED 0 1 {0.6) 1 (0.1}

Height and weight may be collected post haseline.
For protocel 1026 only the QD arm iz included. Forx 1027 and 1028 both klinded and cpen label treatment are included.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001026, A4001027, RA4001028, A4001029. Date of Table Generation: G1NOV2006 {09:20)



Table 3.3.1.2 Page 1 of 2
Maraviroc Summary of Clinical Safety

Demcgraphic Characteristics

Fhase 3 Treatment Experienced CCR5 Tropic Studies

MALE FEMALE TOTAL HMALE FEMALE TOTAL

Number (%) of Subjects 363 51 414 382

Age {years):

<16 0 o 0 1] 0 o

16-44 172 {47.4) 3 (60.8} 203 (49.0) 168 {44.0) 28 (63.5) 195 (46.0)
45-64 184 {50.7) LY (33.3} 201 (48.6) 210 {55.0) 15 (34.1) 225 (52.8)
=65 7 (1.8} 3 (5.5} 10 {2.4) 4 (1.0 1 (2.3) 5 {1.2]
Mean 45.8 44.7 45.8 46.7 43.3 46.3

8D 7.9 10.6 8.2 7.5 9.2 T.7

Range 17-75 30-75 17-75 21-69 25-73 21-72

Race:

WHITE 303 {83.5) 23 (54.7} 338 (81.2) 332 {B6,3) 31 (7¢.5) 363 (85.2)
BLACK 53 {14 .8} 17 (33.3) T0 (1s.9) 40 {10.5) 11 (25.0) 51 (x2.0])
ASIAN 3 (0.8) o 3 {0.7) 4 (1.0] 1 (2.3) 5 {1.2)
OTHER 4 (1.1} o 4 {1.0) G (1.8 1 (2.3) T {1.8)
UNSPECIFIED 1] 1 (z.0} 1 {0.2) Q 0 o

PFIZER CONFIDENTIAL Includes Proteocols:A4001027, A4001023. Date of Table Generation: 01NOV2006 (03:49}



Table 3.3.1.2 Page 2 of 2
Maraviroc Summary of €linical Safety

Demographic Characteristics

Phase 3 Treatment Experienced CCRS Tropic Studies

Placebo

Age {years}:

<16 0 [4 [}
16-44 82 (44.3) 17 {70.8) 9¢ (47.4}
45-54 100 (54.1) 7 (29.2) 197 (51.2}
»>=65 3 (1.6) [ 3 {1.4}
Mean 46.2 41.8 45.7
sD 7.8 7.6 T.9
Range 28-72 28-57 29-72

Race:
WHITE 165 {89.2) 13 (54.2) 178 (85.2}
BLACK 16 (8.6) 10 41.7) 26 (12.4}
ASIAN 1 (0.5) [} kS (0.5}
OTHER 3 (1.6) 1 (4.2} 4 (1.9}
UNSPECIFIED 0 [} [

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Data of Tabla Generation: OLNGV2006 (03:4%)



Table 3.3.2.1

Maraviroc Summary of Clinical Safety

Primary Diagneosis and Durations

Phase 3 Treatment Experienced CCR5S Tropic Studies

Page 1 of 1

maraviroc QD waraviroc BID Placebo
Number of Subjects 414 426 209
Primary Diagnosis MedDRA (v5.0) Preferred term
HIV infection
Humber of Sukbjects 414 426 209
Duration Since First Diagnosis (yrs)
Mean 14.2 13.9 14.3
Range 1.0-27.8 2.3-26.1 2.4-25.1
Unspecified (R) 0 o o

Duration (years) from first diagnesis to Day 1 of study
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001c028 Date of Table Generation: 300CT2006 (08:37)



Tabkle 3.3.2.2 Page 1 of 52
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experiefced CCRS Tropic Studiss

maraviroc QD maraviroe BID Placebo

Number of Subjects 414 426 209

Past Present Unknown Past Prasent Unknown Past Present Unknown

Number {%) of Subjects With At Least One Digease/Syndrome 375 (90.6)} 375 (90.6} 18 (4.3) 297 (93.2) 390 {91.5) 18 (4.2} 194 (22.8} 153 {92.3) 10 (4.8}

Blood and lymphatic system discrders 47 49 Q 57 50 0 23 25 0
Agranulocytosis [ 1 0 1] 0 4] o 0 0
Anaemia a3 21 0 25 17 [+] 12 4 9
Anaemia haemolytic autoimmune ¢ o Q 1 0 o o 0 Q
Coagulopathy o 2 0 a 0 9 o 0 0
Ecoincphilia 1 o Q 0 1 Q o 0 Q
Hypergammaglobul inaemia [ 1 ] ] 0 [+] o] 0 Q
Hypochromic anaemia [ 1 0 Q [ o Q 0 0
Idiopathic thrombocytopenic purpura [+] [} 0 2 1 Q 1 1 Q
Iron deficiency anaemia ¢ 2 1] 1 1 ] 1 1 0
Laukopenia 4 2 ] 2 2 a 4] 0 Q
Lymph nede pain o o 0 1 ¢ Q o 1] Q
Lymphadenitis [ o L) 1 L3 4] Q 0 Q
Lymphadencpathy 7 16 0 11 16 0 7 ] 0
Macrocytonis [+ 1 b 0 ¢ ] o 0 0
Microcytic anaemia [ 1 0 0 0 ] [+] 0 0
Monopuclecsis syndrome 1 [ b a 0 aQ o 0 L]
Neutropenia ? § bl 5 8 q 4 9 L]
Pancytcpenia 2 3 0 4 2 ] [} 1 ]
Pelycythaemia 1 o Q 1 1) a o 1] Q
Splenic vain thrombosis 1 [+] L] 0 (1] 9 [+] 0 0
Splencmegaly ¢ o 0 e 2 Q 1 1 Q
Thrombocytopenia e 7 ] -] 5 q 1 3 ]
Thrombotic microangiopathy [ 1 bl 1] 0 o o 0 0
Thrombotic thrombocytopenic purpura &3 ] Q 1 0 a o 0 0

Cardiac discrders 32 11 Q 27 21 Q 8 7 0
Acute myocardial infarction 1 [+ 0 0 1] a 2 0 ]

Subjects are counted only once for each specific disease/fsyndrome in the table body.
MedDRA (v3.0) coding dictionary applied.
PFIZER CONFYDENTIAL Includes Protocols:A4001027, R4001028. Date of Table Generation: 03NOV2006 (08:51)



Table 3.3.2z.2 Page 2 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD Placebo

Number of Subjects

Past: Present Unkncwn Past Pregent Unknown Paat Present Unknewn

0

Angina pectoris

hortic valve disease

hortic valve incompetence
Rortic valve sclerosis
Arteriosclercois coronary artery
Atrial fibrillation

Atrial flutter

Atrial tachycardia
Arrioventricular bhlock
Atricventricular block first degree
Bundle branch block left
Cardiac disorder

Cardiac failure

Cardiac failure congestive
Cardiomyopathy

Coronary artery disease
Diastolie dysfupction

Mitral valve prelapss
Myocardial infarction
Myocardial ischaemia
Myocarditis

Neodal arrhythmia

Palpitations

Pericardial effusion
Pericarditis

Pulmenary valve stenosis

Right wentricular failuvre
Supraventricular extrasystoles
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Subjects are counted ohly once for each gpecific disease/syndrome in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, AR4001028. Date of Table Generation: 03NOV2006 (08:51



Table 3.3.2.2 Page 3 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects 414 426 209

Past Bresent Unknown Past Present Unknown Past Present Unknown

Tachyarrhythmia 1 0 Q 0 [\] 1] [} 0 Q
Tachycardia 2 2 ] b 0 1] 2 1 Q
Tricuspid valve incompetence 0 a o b3 0 a [ L] 9
Ventricular dysfunction 1 Q ] o 0 0 [} 1 a
Ventricular extrasystcles 0 0 o 1 1 a o 0 0
Wolff-Parkinson-White syndrome 1 0 0 0 2 Q [+ 0 Q
Congenital, familial and genetic disorders 3 11 ] [ 10 a ] % o
Cleft palate 1 0 Q o 1] 1} o 0 o
Cleft uvula 0 Q Q o 0 0 o 1 9
Congenital aortic valve incompetence 0 Q 0 o 1 a o 0 Q
Congenital generalised lipodystrophy 0 1 0 0 0 0 [+] [} 0
Congenital genital walformation female 0 1} ] 0 1 a [ L] Q
Cengenital oral malformaticn 1] 1] L] 1 1] Q o 0 0
Congenital visual acuity reduced a 1 ] 0 0 Q ] L] o
Corneal dystrophy 0 Q Q o 0 a o 1 Q
Deafness congenital 0 1 o o 0 a [+ 0 Q
Factor VIII deficiency 0 0 ] o 1 [} o ) o
Fanconi syndrome Q 1 0 2 1 a o 0 g
Gilbert’s syndrome 0 1 [*] 0 0 ] ] ] ]
Glucese-6-phosphate dehydregenase deficiency 0 1 a 1} 1 a o 1 0
Hydrocele 1 [ 0 ] o a o 0 Q
Ichthyosis 0 1 ] [} 0 a [+] L] ]
Kidney malformation 0 o Q o i a [+ 0 0
Mixed hyperlipidaemia 0 1 ] 4] 0 Q [+] 0 0
Perphyria nen-acute 0 [ a o 1 0 [+] 0 0
Sickle cell anaemia 1 Q ] o 0 0 ] 0 0
Sickle cell trait 0 0 ] ] [1} o [¢] 1 0
Selitary kidney Q 1 0 o 0 0 o 0 o

subjects are counted only cnce for each specific disease/syndrone in the tables body.
MedDRA (v9.0) coding dicticnary applied.
PFIZER CONFIDERTIAL Includee Proteocols:A4001027, A4001028. Date of Table Generation: 03NOVZ00& (08:51})
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Maraviroc Summary of Clinical Safety

Medical History

Phage 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects 414 426 209

Unknown Past Pregent Unknown Past Present Unknown

Spondylolisthesis ] L] o [+] 1 ] ] 1 0
Thalassaemia Q 1 o o o 4] 0 a a
Thalapsaemia beta ] 1 Q [ 2 ] 0 1 o]
Bar and labyrinth disorders 7 11 o 10 17 0 5 9 1]
Deafness 1 2 o [} Q 0 0 1 o
Deafness bilateral o 2 o [ z ] 0 a 4]
Deafness neurosensory 0 1 1} 1 2 o 1 9 Q
Deafnecs unilateral Q 0 o o 3 o 0 ] o
Ear discomEert ] ] o 1 Q ] 0 0 o
Ear disoxder o 0 o [ 1 [} 0 0 ]
Bar pain 1 0 o 2 Q o 0 ] 0
Eustachian tube chstructicn 0 0 0 1 0 0 0 a 0
Hypcacusie 0 4 o 1 2 0 1] 4 0
Otorrhoea d ] ] [+ o 0 [1] 1 Q
Presbyacusis o 0 0 [} 0 o 0 1 o
Tinnitug 3 3 o 1 3 o 0 3 o
Tympanic membrane perforation 2 Q 1} 4] 3 o 2 o 0
Tympanic membrane scarring 0 0 [} c 1 o b i} o
Vertigo 1 0 o 3 4 o 1 1] [+]
Vertigo positional 0 Q 0 o 1 o 0 a o
Vestibular neuropitis 2 0 0 ¢ o [} 1 o o
Endocrine disorders 12 56 o 12 62 o 4 25 [}
Adrenal cortical insufficiency 0 ] o ] 1 [+] 0 ] ]
Adrenal insufficiency 1 1 o o 2 o 0 1} o
Adrenal mass 1 Q 1] o [} o 0 0 [}
Adrenocortical insufficiency chrenic L] a o [ z [+] 0 <] [¢]
Androgen deficiency ] 1 1] 1 1 ] L] 1 0
Bagedow's disease 1 z 0 ¢ [+] Q 0 [} o

Subjects are counted only once for each specific digease/syndrome in the table body.
MedDRA (v8.0) coding dictionary applied.
DFIZER CONFINENTIAT, Includes Protocols:A4001027, A4001028. Date of Table Generation: O03NOV2008 [08:51)



Table 2.3.2.2 Page S of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropiec Studies

Number of Subjects 414 426 209

Past Present Unknown Paat Present Unknown Past Present Unknown

Curhing’s syndrome 0 0 0 1 a o 0 1] Q
Growth hormone deficiency b 1 o 1] 1 <] L] Q 0
Hyperadrenal ism 1 Q 0 [ o [+] 0 0 [s]
Hyperandrogenism 2 0 1} o 1 o L) a ]
Hyperparathyroidism 0 ] o 1 ] ] ] 0 [¥]
Hyperthyroidism L] 0 o ] 2 [ 1 a 0
Hypoaldoasteronism 0 0 1] ] 1 o 0 a o
Hypogonadism 7 45 ] 7 39 [} 2 24 [}
Hypogonadism male ) 1 ] o Q o 0 o Q
Hypothyroidism [1} 8 o 2 14 [+] 1 a [1]
Primary hypogonadism 1] 0 [} ] 1 1] 0 Q Q
Testicular failure 0 1 ] 1 2 ) 0 1 o
Thyroid disorder 1 o »] [ ] 4] 0 0 0
Eye disorders 23 27 0 21 25 o 6 10 Q
Amblyopia 0 0 0 [+ 1 o 0 0 o
Astigmabism 1] 0 ] o 0 1} 1 a o
Blindness 0 1 Q ¢ 2 0 1} 2 0
Blindness unilateral 0 2 ] o 2 o 0 1 0
Cataract 3 3 ] 1 0 o 0 Q o
Chorioretinitis 0 0 a 4] 1 0 4] o 0
Conjunctivitis 2 1 0 5 1 0 1 ] o
Conjunctivitis allergic 0 1 o 0 [ o [ g 1]
Corneal scar 0 0 o [} 1 0 [ L] Q
Dry eys 0 2 Q [+] 3 L1} ] 0 1}
Episcleritis 0 0 0 1 0 4] 3 0 1}
Excphthalmos 1 (1] a o )] o 1] o o
Eve disordar [1] 1 a [} 0 0 [ ] 1]
Eye haemorrhage 0 0 o 1 1] 1] o Q a

Subjecte ara counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0) coding dictlonary applied.
PFIZER CONFIDENTIAL Includes Protccols:A4001027, A4001028. Date of Tabla Genaration: 03NOV2006 (DB8:51)



Table 3.3.2.2 Page 6 of 59
Maraviroc Summary of ¢linical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc BID Placebo

Number of Subjects 414

Unknown Past Pregsent Unknown Past Present Unknown

Eye pruritus
Eyelid ptosmis
Glaucoma

0
0
Q
Hypermetropia D]
Iridecyclitis 2
Keratitis 0
Lagophthalmos 0
Macular degeneration 0
Myopia 0
Necretiging retinitis 0
Ccular vascular disorder 0
Optic nerve disorder 0
Presbyopia 0
Psaudophakia 0
Pterygium 1
Punctate keratitie 0
Refraction disorder 1
Retinal degeneration 0
Retinal detachment 0
Retinal haemorrhage 1
Retinal cedema 0
Retinal tear 0
Retinal vein occlusicn 0
Retinal vein thrombosis 1
Retinitis 0
Retinopathy 1
Strabismus 0
Ulcerative keratitis 1

CHOOIOCO OO OHDOC OOV QL CORNHROOODHORH
COO0O0CO0OCODO00COO0OCOD00VODOVDOCOTOOO0
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Subjecte are counted only once for each specific disease/syndrome in the table body.
MadDRA {v9.0) coding dictionary applied.
PFIZER CONFIDENTTIAIL Includes Protocols:A4001027, A4001028, Date of Table Generation: O03NOV2006 (0B:51)



Table 3.3.2.2 Page 7 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo

Humber of Subjects 414 4286 209

Past Present Unknown Past Present Unknrown Past Pregent Unknown

1] [ Q 1 0 Q 1 0 ]

3 4 Q 3 5 Q o 9 Q

Vigual acuity reduced [ 1 ] o 1 0 [ b o
Visual disturbance 0 1 o 3 2 0 ] o 0
Vitreous floaters 2 a o ] 1 a [+] o 0
Gastrointestinal disorders 130 138 0 125 171 1] 56 74 ]

Abdominal discomfert o 1 0 1 0 Q [+] 0 o
Abdominal distension 3 2 L] 5 2 Q 1 3 o
Abdominal hernia 2 ¢ 0 o 1 0 [+ 3 0
Abdeminal pain 1 5 ] [ 1 Q 1 3 0
hbdominal pain lower Q 1 0 o 1 0 [+ 1 Q
hbdominal pain upper 2 1] o i 1 a V] 0 o
Abdominal tenderness Q ¢ 0 1 0 a [+ L] 0
Acquired cesophageal web 0 1 0 o 0 Q o 0 0
Anal figsure 4 1 L] 2 4 a [ 0 0
Anal fistula 5 1 0 1 2 a 2 1] 0
Anal pelyp o Q 0 1 0 1} 1 0 Q
Anal ulcer L G Q o 2 a [} 0 o
Anogenital dysplasia 2 4 0 0 3 Q [+] 1] o]
Anorectal disorder 1 4] ] 1 0 a ] L] Q
Aphthous stomatitis 5 3 Q 3 4 Q 3 1 o
Appandicitis perforated 1 [+] ] 0 1] i] [} 0 ]
Aptyalism 1] [+ 0 o 1 a [ 0 4]
Ascites 0 [ ] o 0 o [¢] 1 0
Breath ocdeur [ 1 Q o 0 0 [} 0 0
Cheilitis 3 2 0 3 1] i} 2 0 [+]
Coeliac dipeasa [ o 0 [} 0 a 1 1] Q
Colitis o 1 ] s 0 a 3 1 4]

Subjects are counted only once for each specific disease/syndrome in the table bedy.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 {08:51)



Table 3.3.2.2 Page 8 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 31 Treatment Experienced CCR5S Tropic Studias

maraviroc QD waravircc BID Placebo

Colitis ulcerative
Colonic polyp
Constipation
Crohn’e disease
Defaecation urgency
Ciarrhosa
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1]

4
Diarrhcea haemorrhagic Q
Biverticulum 0
Diverticulum intestinal 0
Cry mouth 1
Ducdenal ulcer 1
Duodenitie 3
Ducdenogastric raflux Q
Dyspepsia 1
Dysphagia 3
Enteritis Q
Enterocolitis 1
Erosive ocesophagitis 1
Eructation a
Faecal incontinence 1
Femoral hernia 2
Flatulence 0
Frequent bowel movements 0
Gagtric disorder o
Gastric mucosal lesion 1
Gastric ulcer 2
Gastritis 6
Gastritis ercaive ]

Subjects are counted cnly once for each specific disease/syndrome in the table body.
MedDRA {v9.0) coding dictionary applied.
PFIZER CONFIDEHTIAL Includes Protecols:R4001027, A4001028. Date of Table Ganerakbion: 03NOV2006 (08:51)



rable 2.3.2.2 Page & of 5%
Maraviroc Summary of Clinical safety

Medical Hiatory

Phase 3 Treatment Experienced CCRS Tropic Studies

wmaraviroc QD maraviroc BID Placebo

Past Present Unknown Past Present Unknown Paat Present Unknow

Gastrointestinal disorder 1
Gastrointestinal haemorrhage 1
Gastrointestinal ulcer haemorrhage h]
Gastrocescphageal reflux disease o
Gingival bleeding 1
Gingival disorder o
aingival reecession 1}
Gingivitis 6
Haematemesiae o
Haematochezia 1
Haenorrhoidal haemorrhage o
Raemorrhoids 8
Hiatus hernia 1
Hyperchlorhydria o
1

1]

5

2

1

1

o

1

Zz

1

1

1}

1

G

-
W

WHOSOFOOOONMNOODODOONCNHISOKROHS ®®O WO
w

5]

=

Hypoaesthesia oral
Impaired gastric emptying
Inguinal hernia
Intestinal obstruction
Irritable bowel syndrome
Leukoplakia oral

Lip disorder

Lip ulceration

Lower gastrointestinal haemoxrhage
Malabsorption
Mallory-Welss syndrome
Mouth cyst

Houth ulceraticn

2
2
1
o
Q
Q
1
3
Q
1
Q
8
2
0
Q
1
s
Q
1
1
1
0
Q
0
9
1
4
Nausea 1
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedCRA {v2.0) coding dicticonary applied.
FFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51)



‘Table 3.3.2.2 Page 10 of 59
Maravirec Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCR5 Tropic Studies

Humber of Subjects 414 426 20%

Past Eregent Unknown Past Present Unknown Past Praesent Unknown

Gdynophagia

©Oesophageal achalasia
Oepophageal dilatation
Oegophageal haemorrhage
Degophageal stenosis
Qesophageal ulcer
©Oesophagitis

Oesophagitis ulcerative
©Oral soft tissue disorder
Panereatie insufficiency
Pancreatic pseudocyst
Pancreatitis 2
Pancreatitis acute
Pancreatitis chronic
Pancreatitis necrotising
Pancreatitis relapsing
Paraesthesia oral

Parotid duect cyst

Parotid gland enlargement
Peptic ulcex

Periodontal disease
Pericdontitio

Peritonitis
Pharyngoescphageal diverticulum
Pneumatosis intestinalis
Proctalgia

Proctitis

Proctocolitie
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v2.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Takle Geheration: 03NOV2006 (08:51}



Table 3.3.2.2 Page 11 of 59
Maraviroc Summary of Clinical safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

Past Present Unknown Past Present Unknaown Pagt Present Unknown

Pruritus ani 1 ] ] 0 9 [ ] 1] 0
Poeudopolyposis 0 Q [+ Q 1 [} 0 1] [}
Rectal discharge o o [+] 1] 1 [} Q 0 [+]
Rectal fissure ¢] a [} 4 Q (] ] o [}
Rectal haemorrhage 2 1 o 2 3 o 1 1 o
Rectal ulcer o o o 1 0 ] 1 1} [}
Reflux gastritis a Q o 1 1 [ Q 1} o
Raflux ossophagitis 1 2 [+] 2 2 1] 1 2 [+]
Saliva altered ] 1 ] 0 o 0 Q '] [+]
Salivary gland digorder a a o 1 0 a ] 1} o
Salivary gland mass Q 1 ] 0 o 0 0 o [+]
Small intestinal obstruction a o} o 1 1] [ Q 1] o
Stomach discomfort Q 2 o 0 1 ¢ 0 [} o]
Stomatitis 1 Q o 3 Q ] Q 0 o
Swollen tongue a Q o 1 1} [ 9 1] [
Tooth disorder Q 1 a 0 0 ] 0 o Q
Tooth loss ] 1 o 0 0 [ b o 0
Teothache 4] 1 Q 0 0 L] b 0 o
Umbilical hernia 2 1 [ 3 3 [ 1 o [+]
Varices ocescphageal 1 0 ) 0 i} o 1 [} o]
Vomiting 1 3 o 9 é 0 1 4 [+]
General disordera and administration site cenditions 39 70 [+] 32 75 [ 12 47 [+]
Adverse drug reaction 1 0 o 1 ] 3 Q 1} ]
Asthenia 5 3 o 2 4 Q Q 13 o
Atrophy a 3 o 0 2 0 Q 1 o
Axillary pain L} 1 o 1] 0 (] 0 1] o]
Chest digcomfort 1 0 [+] 1 1 0 ] o ]
Chest pain 2 3 o a 1 1] 0 1 ]

Subjects are counted only once for each specific disease/syndrome in the table bedy,
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, Date of Table Generaticn: O©3NOV2006 {08:51)



Table 2.3.,2.2 Page 12 of 5%
Maraviroe Summary of €linical Safaety

Medical History

Phage 3 Treatment Experienced CCR5 Tropic Studies

Past Present Unknewn Bast Present Unknown Paskt Present Unknown

Chills 0
Chronic fatigue syndrome 0
Cyst 1
Difficulty in walking 1
Drug inteclerance 2
Dysplasia 0
Facial pain 1]
Fat tissue inereased 2
Fatigue 2
Feeling hot 0
Gait disturbance 0
Hernia 1
Ill-defined discrder 0
Infusion related reacticn 1
0
0
1
0
1
0
1
0
0
0
2
2
0
Q
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Injection site nodule
Injection site pruritue
Injection site reaction
Injection site scar
Malaise

Mass

Metaplacia

Module

Non-cardiac chest pain
Cedema

Oedema peripheral

Pain

Poclyp

Pzeudocyst

CODCODRDOOOCOOOOO0O00D0OO00S20000O0
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subjects are counted only ence for each specific diseasefsyndrome in the table hody.
MedDRA (v9,0) coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NGV2006 ([08:51)



Table 3.3.2.2 Page 13 of 5%
Maraviroc Summary of Clinical Safety

Medical Hisgtory

Fhage 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo

Humber of Subjects 414 426 209

Pyrexia 8 2 o § 1 0 2 2 9
Thirst 0 1] [+] i 0 0 Q ] o
Uleer 0 Q [+] 2 0 0 1 ] 1]
Xerogis 0 0 a Q 1 0 [ 0 o
Hepatobiliary discrders 31 9 0 24 14 [} 12 12 Q
Biliary colie 1 0 g o o o [ L) a
Biliary dilatation 1 0 o o 0 0 [ 0 0
Chelangitis 2 Q 1] 1 0 1} [+ ] a
Cholecyskitis 4 0 o 1 0 [s] [} 0 o
Cholecystitis chrenic 0 1 o a 1] 0 c 0 Q
Cholelithiasis 6 3 0 3 1 L} 1 2 Q
Cholestasie 0 0 0 0 1 0 1 L] ]
Chronic hepatitis 1} 0 o 1 1 [i] [+] o ]
Cytolytic hepatitie 0 [t} a 1 0 o 1 ] 4]
Gallbladder disorder 1 0 o 1 0 0 [+ a 0
Gallbladder polyp 1 0 o ] 1 a o Q Q
Hepatic cirrhosis 1 a 0 Q 0 o ] 1 ]
Hepatic cyst 0 1 Q 1 0 1] [ L] ]
Hepatic failure 1] 1] 0 o 0 0 1 0 1]
Hepatic fibrosis 1] 1] ] 1 0 a o 1 a
Hepatic function abnormal 1 a 0 o 0 a o 0 a
Hepatic leeion 0 0 ] ] 0 1] 1 ] 9
Hepatic steatosis 2 1 Q 2 5 a 3 4 Q
Hepatitis 10 1 ] T 1 a 1 0 0
Hepatitis toxic 2 1] a 1 0 Q 1 0 ]
Hepatomegaly 3 1 ] 1 1 0 1 3 o
Hepatosplenomegaly 1 0 Q i 0 i} o 0 Q
Hepatetoxicity 0 Q o 1 0 a 1 9 Q

subjects are counted only once for each epecific disease/syndrome in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protecols:A4001027, R4001028, Date of Table Generation: O03INOV2006 (08:51)




Table 3.3.2.2 Page 14 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatmant Experianced CCR5 Tropic Studies

Past Present Unknown Past Present Unknown Past Present Unknown

Hyperbilirubinaemia
Jaundice
Liver discrder

@D o
=

0 0 0

Inmune system disorders
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43

o

Allergy teo animal

Allergy to arthroped bhite
Allergy to arthroped sting
allergy to vaccine
Autoimmune disorder
Decreased immune responsiveness
Drug hypersensitivity

Focd allergy

House dust allexrgy
Hypersensitivity
Hypogammaglobul inaemia
Immune system disorder
Immunodeficiency

Iedine allergy

Latex allergy

Multiple allergies
Sarcoldopis

Seasonal allergy
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Infecticne and infestations 339
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173 97 ]

AIDS dementla complex 3 3 o 2 3 2 2 0 [+]
AIDS encephalopathy 3 Q 0 2 ] o Q 1 Q
AIDS related complication Q 2 1} [ a ] 0 i} o
AIDS retinopathy Q 1 0 ] 2 o 0 i} ]
Abdominal abscess 1 Q o [ [ [+] Q o 0

Subjects are counted only once for each specific die
MedDRA {v9.0) coding dictionary applied.
DFIZER CONFIDENTIAL Includes Protocols:hAd001027, A4001028. Date of Table deneration: 03HOV2006 (08:51)

syndrome in the table body.



Table 3.3.2.2 Page 15 of 59
Maravirec Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects 414 426 209

Past Present Unknown Past Dregent Unknotn Past Present Unknown

Abscess

Abgcess jaw

Abscess limb
Acarodermatitis
Acquired immunodeficiency syndrome
Acyte sinuzitis
Amoebiasis

Anal abscese

Anal candidiasis
Anorectal infectien
Appendicitis

Arthritis bacterial
Arthritis infective
Aspergillesis

Atypical mycobacterial lymphadenitis
Bacteraemia

Bacterial allergy
Bacterial infection
Balanitis candida
Bartonellosis
Blastocystis infection
Body tinea

Borrelia infection
Boutonneuse fever
Brenchiectasis
Bronchitis

Bronchitis acute
Brenchitis bacterial
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Subjects are counted only once for each specific disease/syndrome in the pable body.
MedDRA (v5.0) coding dictionary applied,
PFIZER CONFIDENTIAL Includes Protocels:Ad001027, A4001028. Date of Table Generation: O03NOV200& (08:51)



Table 3.3.2.2 Page 16 of 5%
Maraviroc Summary of Clinical Safety

Medical History

phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects

Past Present Unknown Past Prepent Unknown Past Pregent Unknown

Bronchitis chronic
Bronchophevmonia

Bullous impetigo
Campylobactex gastroenteritis
Campylobacter infection
Candidiasie

Carbuncle

Cat scratch diseagse

Catheter sepsis

Catheter gite infectien
Cellulitis

Cellulitis pharyngeal
Callulitis staphyloceccal
Central line infection
Cerebral toxoplasmosis
Chlamydial infection

Chronic sinusitis

Clogtridial infection
Clogtridium difficile colitis
Coccidioidomycesis

Colitis paoudomembrancus
Condyloma acuminatum
Conjunctivitia viral
Cryptococcosis

Cyatitis

Cytomegalovirua chorioretinitis
Cytomegalovirus colitis
Cytomegalovirus infeetion
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Subjecta are counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0) coding dicticnary applied.
PFIZER CONFIDENIIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV200€ (08:51)



Table 3.3.2.2 Page 17 of 59
Maraviroc Summary of Clinical Safety

Mediecal History

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc gD maraviroc BID Placebo

Humber of Subjects 414

Past Present Unknown Pagt Present Unknown Past Present Unknown

Cytomegalovirus oesophagitis
Cytomegalovirug viraemia
Dental caries

1}

1

Q

Dermatophytoals 1
Diarrhosa infectious 2
Disseminated tuberculosig 5
Diverticulitie 1
Dysentery 0
EBar infecticn 1
Eczema infected a
Empyema 1
Encephalitis viral 1]
Endocarditis 1
Enteroccccal bacteraemia o
Enterocclitis AIDS ]
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Epstein-Barr virus infection
Erysipelas

gscherichia infection
Eecherichia sepsis
Escherichia urinary tract infection
Eye infectien syphilitic

Bye infectieon toxoplasmal
Folliculitis

Fungaemia

Fungal infection

Fungal rash

Fungal skin infection
Furuncle
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Subjects are counted only once for each specific disease/syndrome in the table bedy.
MedDRA {v%.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Cate of Table Generation: O03NOV2Z008 (0B:51)
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Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRE Tropic Studies

maraviroc QD maraviros BID Placebo

Past Present Unknown Past Prasent Unknown Past Pregent Unknown

Gagtroenteritis 3
Gagtreoenteritis cryptesporidial 4
Gastreenteritis salmonella
Gastreointestinal candidiasie

Genital candidiasis

Genital infection fungal

Glardiasis

Gingival abscess

Gonorrhoea

Groin abacess

HIV infection

HIV peripheral neurcpathy

HIV wasting syndrome

Heliccbacter gastritis

Heliccbacter infection

Hepatitis A

Hepatitis B

Hepatitis C

Hapatitis infectiocus

Hepatitis wviral

Herpes ophthalmic

Herpes simplex

Herpes simplex ophthalmic

Harpes virus infection

Herpes zoster

Herpas zoster infecticn neurological
Herpas zoster multi-dermatomal
Herpes zoster ophthalmic
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Subjects are counted only once for each specific disease/syndrome in the table body
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51)



Table 3.3.2.2 - Page 19 of 59
Maraviroe Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjecte 414 426 209

Past Present Unknown Past Present Unknown Pagst Present Unknown

Herpes zoster oticus 1
Herpetic stomatitis 1
Histoplasmosie 2
Histoplasmosie disseminated 1
Hordeolum a
Impatigo 2
Infection parasitic 1]
Infectious mononucleoeis 4
Influenza 2
Isosporiasis 1
Keratitis herpetic a
Laryngitis 3
Lobar pneumcnia 2
Localised infection 1
Lower respiratory tract infection 9
Lower respiratory tract infectien wviral o
Lung abscess 1
Lung infection a
Lyme diseasa 1
Lywmph noede abegceas 1
Lymph node tuberculeosis 1
Lymphangitis 1}
Malaria 4
Maptitig 1
Meningitis 1
Meningitis aseptic 0
Meningitis cryptococcal i}
Meningitis tuberculcus <]

Subjects are counted only once for each ppecific diseamse/syndrome in the table bedy.
MedDRA (v9.0) coding dictionary applied.
PFIZER CCNFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: O03NOV2005 (08:51}
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Maraviroc Summary of Clinical Satety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects

Past Present Unknown Past Present Unknown Pagt Presant Unknown

Meningitis viral 2 a o 4 0 [ 2 1 [+
Microsporidia infection 2 4] o 1 o 0 1 1] c
Molluscum contagiosum 13 7 o 14 1 0 3 3 o
HMyccbacterial infection 2 o o 1 1 0 1 1} o
Myccbacterium avium complex infection 1 0 o 1 0 0 Q o [¢]
Mycotic aneurysm ] Q [+] 0 o 0 1 o [+]
Myringitis bullous 1 ] 4] 0 o 0 Q "] [
Nascpharyngitis o a o 2 o a ] o ]
Necrotising ulcerative gingivostomatitis a 1 [+] 0 Q 0 0 o [+]
Neisseria infection 1 ] 4] 0 Q a ] o <]
Neurogyphilis 1 o o 1 0 0 Q o [+
Nocardiesis 1 Q o 1 i} 1] 0 ] o
Oescphageal candidiasis 5 1 0 2 2 0 4 o [+]
Onychomycosis 10 13 [+] 3 12 a 2 3 ]
Oral candidiagis 56 is [ 43 13 ¢ 29 5 [+
Qral fungal infection 3 1 [} 2 1] 0 0 1] [+]
Oral halry leukoplakia 26 5 o 18 3 1] 10 2 o
oral infection a ] 0 0 1 0 Q o [+]
Orchitis 1 [+] Q 1 Q o ] o [s]
Oropharyngeal candidiasis 2 -] [+] s 1 1] 1 o [+
Osteonmyelitis 3 1 [+] 0 1] a 0 0 []
Opteomyaelitis bacterial 4] 0 o 0 0 1] 0 1 o
Otitis externa 2 Q o 3 0 a a '] [}
Otitie externa candida ] 0 0 0 1 0 ] o ¢}
Otitie externa fungal 1 o o 0 0 1] 0 0 o
Ootitie media 3 o [+] 4 ] a o] v [+]
Okitis media acutae ] 0 1] 1 0 0 Q 0 [
Otitie media chronic a a ] 0 1 0 1 1] [}

Subjecks are counted cnly once for each specific digease/syndrome in the table bedy.
MedDRA (v9.0) coding dictionary applied.
PFIZER CCHNFIDENTIAL Includes Protocols:A4001027, A4001028. Data of Table Generaticn: OC3NOV2006 (08:51})



Table 3.3.2.2 Page 21 of 5%
Maraviroc Summary of Clinical Safaty

Medical History

Fhase 3 Treatment Experienced CCR5 Tropic Studies

maraviroe QD maravirec BID Placebo

Pancreatic abscess
Papilloma viral infection
Paronychia
Parotid abscess
Parotitis
Perianal abscess
Perianal fungal infection
Peritoneal abscess
Pertussis
bPharyngeal candidiasis
Pharyngitis
Pharyngitis streptococcal
Pilonidal cyst
Pleurisy viral
Preunococcal bacteraamia
Praumocystis jiroveci pneumcnia
Preumonia
Ppeumonia bacterial
Proumonia fungal
Pneumonia pneumococcal
Pneumonia primary atypical
Pneumania streptococcal
Poliomyelitis
Primary syphilis
Proctitieg herpes
Progressive multifocal leukoencephalcpathy
Pseudomonal bacteraemia
Pseudomonas intection
subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generationm: 03NOV2006 (08:51}
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Table 3.3.2.2 Page 22 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phace 3 Treatment Experienced CCRS Tropic Studiee

Past Present Unknown Past Pregent Unknown Past Present Unknown

Pulmonary nycosis 1]
Pulmonary tuberculoszis 2
Pyelonephritis 1
Pyotherax 1
Rash pustulax 0
Rectal abscess 3
Recurring skin boils 0
Reiter’s syndrome 0
Respiratory tract infection viral 1]
Rhinitis 0
Salmonaella sepsis 3
Salmenellosis 0
Salpingitis [
Scrotal abecess 1
Scrotal infection o
Secondary syphilis 1
Sepsis 2
Shigella infection 2
Sialoadenitis 1]
Sinusivis 5
Skin candida 0
Skin infection [
Staphylococcal abscess 1
Staphyloeoecal bacterasmia 2
Staphyloceccal infection 2
Staphyloceccal cepsis o
Streptococcal bacteraemia o
Streptccoccal infection [

I
w

-
OFOAMACOO0OO0ONOOHFHRCOOFIFOFOCOOOCOOOOO

COoO0DOCOoODDNMODOODCDOoOOCDOWASCOOOODD OO
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Subjects are cecunted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDBNTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O3NOVZG06 {08:51)



Table 2.3.2.2 Page 23 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects 414

Past Pregent Unknown Pagt Present Unknown Past Present Unknown

Strongyloidiasis
Subcutanecus abscess

]

2

Sweat gland infection 1
Sweating fever 1
Syphilis a
Taeniasis [
Thrombophlebitis septic 1
Tinea barbae 1
Tinea capitis 1
Tinea cruris 3
Tinea infection o]
Tinea pedis (]
Tinea versicolour 4
Tonsillitia 1
Tooth abscess 1
3

[+]

1

3

7

i

2

[+]

2

4

+]

6

1]

[
b
H
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Toxoplasmesie
Trachecbronchitis
Trichophyton infection
Tuberculosis 1
Upper respiratery tract infection

Upper respiratory tract infection bacterial

Urethritis

Urethritis chlamydial

Urathritis gonccoccal

Urinary tract infection

Urcsepsis

Vaginal candidiasis

Vaginal infection

e
o
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e
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Subjects are counted only once feor each specific disease/syndrome in the table body.
MedDRA (v%.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protoceols:A4001027, A4001028. Date of Table Generation: O03NOVZ00& (08:51)



Table 3.3.2.2 Page 24 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroe QD maraviroc BID Placebo

Present Unknown Past Present Unknown Rast Present Unknown

Vaginitis bacterial o o 0 1 0 9 4] 0 0
Varicella 3 o 0 2 0 0 1 0 0
Viral diarrhoea 1 [ 0 s} 0 0 ] o o]
Viral hepakitis carrier [ 1 ] o 1 a o 2 Q
viral infection 1 [ b 4 1 q ] 0 ]
Viral cescphagitis o o 0 o o Q 1 0 Q
Viral pharyngitis o o 0 1 0 o 1 0 0
Viral upper respiratory tract infection ] [ 9 1 0 a [ 0 Q
Vigceral leishmaniasis [+ [+ Q 0 1] o 1 0 0
Vulvitie [+] 1 Q 0 0 Q [+] 0 [s]
Vulvovaginal mycotic infection ] [+] 0 1 1 Q o [i] Q
Vulvovaginitis trichomenal 1 o 0 1 0 i} o 0 ]
Injury, poisoning and procedural complications a1 6 0 32 0 [¢] 8 3 0
Ankle fracture 2 o 0 £ [ Q o 0 Q
Arthropod bite 2 o 0 2 0 a o 0 Q
Burnsg third degree ] o o 1 [ o o 0 Q
Cervical vertebral fracture o [} 0 0 3 ] 1 0 Q
Clavicle fracture o Q 0 2 o o [} 1] 0
Compraseion fracture [] [+] 0 1 0 a [¢] 0 Q
Concuesion 0 o 0 2 3 aQ 4] 0 0
Contueion 1 0 [’} 0 o ] [+] 0 0
Daafness cccupational o o 0 o 1 Q Q 0 Q
Device failure o o 0 o 1 a o 1] a
Drug toxicity 1 [+] 0 o [ ] [+] 0 b
Ear injury 1 [+] 0 o [} Q [+] 0 Q9
Epicondylitie [ o 0 1 o Q L 0 0
Excoriatiocn o [¢] 0 3 [ ] 0 0 Q
Facial beones fracture 3 o 0 ] o Q [ 1] 0

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v5.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51)
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Maraviroc Summary of Clinical Safsty

Medical Eistory

Phase 3 Treatment Experienced CCRS Tropic Studies

Past Present Unkncwn Past Pregent Unknown Past Pregant Unknown

Fall 1
Femur fracture 1
Fibula fracture 0
Foot Eracture 1]
Frostbite 0
Gun shot wound 1
Hand fracture 1
Head injury 2
Hip fracture 0
Incisional hernia o
Injury 0
Jodint dislocation 1
Jeint dinjury 1
Joint sprain 1
Ligament injury 0
0
2
1
1
]
1
0
1
1
0
1
0
1]

o

Limk traumatic amputation
Lower limb fracture
Lung injury

Meniscus lesion
Multiple Eractures
Muscle strain

Herve injury

Patella fracture
Pelvic fracture
Poat-traumatie pain
Postoperative adhesion
Procedural pain

Rib fracture

COO0O0O0ODODO0O0OCOCO0000COOHODOdOBOOS
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1 o
2 o
1 o
1 ]
1 1}
o 0
o [}
o o
1 1}
o 1]
2 o
o o
3 1]
1 i}
o [}
1 [}
1 o
o o
1 0
1 1}
] L}
o o
1 o
o 0
o 1]
o o
o o
2 0

O0C0OCCOEEEOC000O000000D00000

Subjects are counted only once for each specific digease/syndrome in the table body.
MedDRA (v9.0) cogding dictichary applied.
PFIZER CONFIDENTIAL Includee Protecols:A4001027, R4001028, Date of Table Generation: 03NOV2006 (08:51})



Table 3.3.2.2 Page 26 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjecte 414 426 20%

Past Present Unknown Pagt Present Unknown Past DPresent Unkaown

Road traffic accident 4 1 Q 2 1 0 o ¢ L3
Serateh 1} 1 o Q@ [} 1] L) [ 0
Silicosis 0 1 4] Q o 0 ] [ 0
Skin laceration o ] [ 2 0 0 ] [ 0
Skull fracture 1} 1} 1] 1 0 0 4] o 0
Spinal compression fracture Q 1 [ 0 o 1] 1 o 0
Spinal fracture Q 1] 0 3 V] 0 ] 1 1]
Splenic rupture 1 1} Q Q ] 0 o [ 9
Thermal burn a 0 0 0 o 0 1 [ 0
Thoracic vertebral fracture Q Q o 1 1 0 o [ 0
Tibia fracturas 1 a ] 1 o o ] [+ L
Tooth fracture 1} Q Q 1 1 0 o ¢ 0
Traumatic haematoma 1 0 0 Q o 0 ] [ 0
Treatment noncompliance 0 1 [ Q 0 0 ] [ 0
Ulna fracture 1 ] 0 Q o 0 o [} 0
Uppar limk fracture z 0 0 2 V] 0 L] [} 0
Whiplash injury 0 i} ] Q ] 0 1 o 0
Hound 1 ] 0 Q 1] ) o ¢ )
Wrist fractuxe 1 a 1} 2 o 0 1 0 0
Investigations 43 439 0 47 56 0 28 42 [t}
Alanine aminotransferase increased o 1 0 a 1 0 ] 4 0
Androgens decreased o E) Q Q 1 1] aQ 3 0
Anti-KBs antibody positive <] 1 0 ] o 0 <] [ 0
Arteriogram ¢orenaty abnormal 0 a o Q 1 0 ] ] 0
Arthroscopy 1} [} L] 2 o 0 1 ] 0
Aspartate aminotransferase increased 0 1 0 1 2 0 ] [ 0
Aspiration pleural cavity 1 u 0 Q bl 0 <] [ 0
Bacteria sputum identified 0 Q o Q 1] 0 1 ] 0

subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v2.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Preotocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51)



Table 3.3.2.2 Page 27 of 59
Maravirec Summary of Clinical sSafaty

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects 414 426 208

Past Present Unknown Past Pregent Unknown Past Present

Bacteria stocl identified

=3

0
Bacteria tissue specimen ildentified 1
Bacterial culture positive 1
Biopay 0
Biopay bone marrow 0
Biopsy cervix 1
Biepay colon 1
Biopsy liver . 0
Biopsy lymph gland 1
Biopsy ocesophagus 0
Biopsy skin 1
Biopsy thyroid gland 1
Blood albumin decreased 0
Blood alkaline phosphatase increased 0
Blood amylase increased 1
Bloed bilirupin increased 1
Blood chelesterol increased 1
Blood creatine phogphokinase 0
Blood creatine phoephokinase increased 0
Blood creatinine increased 2
Blood glucose abnormal 0
Blood glucose increased [1}
Blood insulin increased 0
Blood lactate dehydregenase Increased I}
Bloed lactic acid increased 1
Blood phosphorus decreased 0
Blood pressura 0
Blood pressure increaged 1

Q0000000000000 00COO0ODDOOCo OO
FOCOOHRrWOOOOROROHORFRHRAHFRORHHEGH
HOAOHORAOHHNACOHNOSOOOADACODCDO
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Subjects are counted only once for each specific disease/syndrome in the table bhody.
MadDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENRTIAL Includes Proteocols:A4001027, A4001028. Date of Table Generation: 03HOV2006 (08:51)



Table 3.3.2.2 Page 28 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID

Past Present Unknowr: Past Present Unknown Past Eresent Unknown
Blocd prolactin increased o
Bloed sodium decreased
Blood testostercne abnormal
Blocd testosterone decreoased
Blood triglycerides increased
Blood uric acid increased
Body mass index decreased
Bone density decreased
Bronchescopy
Co4 lymphocytes
CD4 lymphocoytes decreased
Cardiac murmur
Cardiac ptrese test normal
Cardiovascular evaluation
Carnitine decreased
Catheterigation cardiac
Chest X-ray noxmal
Coleonoscopy
Colposeopy
Computerised tomegram
Computericed tomogram abdemen
Cystoscopy
Cytomegalovirus antibody positive
Cytomegalovirus antigen
Cytomegalovirus antigen peesitive
Cytomegalovirus test
Dental examinaticn abnormal
Diagnostic procedure
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA {(v?.0) coding dicticnary applied.
FFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generatieon: O03NOVZ006 {08:51)
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Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects

Past Present Unknown Past Present Unknown Past Pregent Unknown

o

Electrocardicgram ambulatory
Electrocardiogram change

Emergency care axaminaticn

Endoscopic retrograde chelangiopancreatcgraphy
Endescopy

Gamma-glutamyltransferase decreased
Gamma-glutamyltransferase increased

HIV test positive

Heart rate abnormal

Heart rate irregular

Helicobacter pylori identification test positive
Hepatic enzywe increased

Hepatitis A wirus

Hepatitis B antibody positive
Hepatitis B antigen posgitive
Hepatitis B positive

Hepatitis B surface antigen positive
Hepatitis B virus

Hepatitis € antibody

Hepatitis ¢ antibedy positive
Hepatitis € positive

Hepatitis C virus

Hepatitis E antigen positive
Herpes simplex serolegy positive
Human papilloma virus test positive
Intraoccular pressurea increased
Lipasa incresased

Lipide increased

NEFORIOONQOQONIHONNGCOOOOODOROOSO
QO OOOFNOOOOHORODODOCOFOOQOOOCO

1
0
1
1
0
0
1
0
0
1]
0
2
0
1
0
0
1
0
0
0
0
1]
0
0
2
0
1
0
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Subjects are counted only once for each specific diseasefsyndrome in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CCONFIDENTIAL Includes Protocols:A40C1027, A4001028. Date of Table Generaticn: C3INOV2006 (08:51)
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Maraviroc Summary of Clinical Safety

Medical Histery

Phasa 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD : maraviroc BID Placebo

Rumber of Subjects 414

Pael; Present Unknown Past Present Unknown Past Present Unknown

Liver functien test abnormal
Low density lipoprotein increasged
Lymph ncde palpable

Lymphocyte count decreased
Oescphagogastroducdenoscopy
Platalet count decreased
Precancerous cells present
Prostate examination abnormal
Protein total decreased
Protein urine

QRS axis abnormal

Red blocd cell count decreased
Smear cervix abncrmal

Smear site unspecified abnormal
Spleen palpable

Syphilis test positive
Toxoplasma serolegy positive
Transaminases

Transaminases increased
Tuberculin test

Tuberculin test positive
Ultragound abdomen

Ultrasound akdomen abnormal
Ultrascund akdemen normal
virus culture

Virus culture positive

Height decreased

Weight increased

Subjects are counted only once for each specific disease/syndrome in the table bedy.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:hd406102%, A4001028. Dats of Table Generaticn: O03HOVZ006 {08:51)
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Table 3.3.2.2 Page 31 of 59
Maraviroc Summary of Clinical Safety

Medical Hiegtory

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID

Humnber of Subjects 414 426

Past Present Unknown Past: Present Unkinown
White blood cell count decreased a o ] 1 1 o 0 o o
X-ray 0 Q o 1 ] [ Q o
Metabolism and mutrition discrders 53 146 [4] 51 153 [ 22 81 o
Anorexia 3 4 L] 2 5 [} 3 2 [}
Cachexia 5 11 o 7 7 [ 4 5. [4]
Carnitine deficiency o Q ] 1 o [ a o [+]
Decreased appetite a 5 ] 2 € 0 L] a [+]
Dehydration Q 2 o 1 1} a 0 1 [}
Diabetes mellitus 3 19 o 2 19 G Q ] [+]
Diabetes mellitus insulin-dependent ] 1 1] 0 3 [] k] o []
Diabetes mellitus non-insulin-dependent 1 19 o 1 16 [+] ] 14 0
Dyslipidaemia 6 12 o 1 s o 1 z o
Facial wasting 2 10 0 2 19 [} 0 10 [+]
Fat redistribution 1 ] o [ ] [ ] o [+]
Glucoge tolerance impalred 0 Q9 o 1 1 ¢ Q i} o
Gout 4 2 o 4 3 ] 0 1 Q
Hypercalcaemia 0 0 [} 1 0 [ 0 [+] [+]
Hypercholesterclaemia 5 16 1] 2 23 [ 1 15 [¢]
Hyperglycaemia Q 2 o 3 Q o 1 1 o
Hyperkalaemia 0 0 o 1 0 [} Q o [«]
Hyperlactacidaemia o L] o 2 a [ 1 0 o
Hyperlipidaemia 1s 54 1} 12 66 ] 3 30 Q
Hyperproteinaemia 1 Q [} Q o [ Q 1 o
Hypertriglycaridasmia 2 17 1] (1 22 [ 3 ] [+]
Hyperuricaemia 1 1 o [} 4 [} Q 1 [+]
Hypcalbuminaemia 1 L] 0 o a [+ b)) 0 o
Hypocalcaemia 0 ] o 1 o [ Q 1] 0
Hypeglycaemia Q 1 [} 2 L] ] 0 1] Q

Subjects are counted cnly once for each specific disease/syndroms in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (G8:51)



Table 3.3.2.2 Page 32 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phage 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

Humber of Subjects 414 426 209
Past Pragent Unknown Past Pragent Unknoun Past Present Unknown
Hypokalaemia 1] 2 Q 2 1 Q o 0 o
Hypolipidaemia 1] 13 0 0 1 0 [} 0 i}
Hyponatraemia 1 [ 0 0 0 q [+] ] ]
Hypophosphataemia a 2 0 2 0 1] [+] 1 0
Hypovelaemia Q ¢ [+] 1 0 Q [+] 0 Q
Ingulin resistance o ¢ Q o 1 Q o 1 0
Iron deficiency ] 1 0 1] 0 a 1 0 ]
Lactic acidogis 1 [+ Q 1 0 1] 2 0 0
Lactose intolerance 1 1 9 0 3 Q [+ 1 Q
Malnutrition [ 2 L] 2 0 a [+] 1 ]
Metabolic acidesis [ 2 ] o 0 0 1 0 0
Mitochondrial toxicity ¢ o bl 1 0 0 1 0 0
Mulbi-vitamin deficiency [ 1 0 [’] 0 ] [+] 0 Q
Obesity 2 3 bl o S o ] 3 o
Vicamin Bl12 deficiency 2 4 0 [’] 2 o 1 a Q
Vitamin C daficiency 1 [+] o 0 0 ] 4] 0 Q
Musculoskeletal and connective tissue disorders 43 28 o 47 29 ] 23 49 Q
Ahkylosing spondylitis ] o 1] 1 1 aQ o 0 0
Arthralgia 3 20 0 9 14 0 3 ] 0
Arthritis 1 E [1] 2 7 [s] 2 € ]
Arthropathy o i 0 0 o 0 0 0 Q
Articular calcification 1 [+] 0 1] [ 0 0 0 Q
Back pain & 23 0 10 23 ] 4 16 ]
Bone disorder +] 1 0 ) ¢ 0 0 0 Q
Hone painp o o 0 1 [ L] o 2 0
Bunion [4] 0 0 a 1 0 [ 0 Q
Bursitis 2 1 0 ] 1 0 ] 1 Q
Buttock pain i ] 0 a ¢ 0 o 0 )

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v5.0) coding dictieonary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51)



Table 3.3.2.2 Page 23 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Fhase 3 Treatment Experienced CCR5 Tropic Studies

Kumber of Subjects

Pagt Present Unknown Past Prasent Unknown Past Brasent Unknown

Cervical spinal stencsig
Chondrocalcinosis pyrophosphate
Chendremalacia

Connective tissue disorder
Cogtochondritis

Exostosis

Extraskelsatal ossification
Fibromyalgia

Flank pain

Gouty arthritis

Haemophilic arthropathy
Inguinal mase

Intervertebral disc degeneration
Intervertebral diec disorder
Intervertebral dise protrusion
Joint contracture

Joint range of motion decreased
Joint stiffness

Joint swelling

Juvenile arthritis

Lunbar epinal stenosis
Metatarsalgia

Monarthritis

Muscle atrophy

Musgcle spasms

Muscls tightness

Muscle twitching

Muscular weakness

OCOO0ONMOOHOHFPOODOOWOHRHRODODOHFOHFHMOOOO
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subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v%.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, h4001028. Date of Takle Generation: 03HOVZ006 (08:51)



Table 3.3.2.2 Page 34 of 59
Maraviroec Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects 414 426 20%

Presgent Unkno

HMusculoskeletal discomfort o
Musculoskeletal pain 1]
Musculoskeletal stiffness o
Myalgia 7
Mycopathy 0
Myopathy toxic ]
Myositis 0
Neck pain 1]
Ostecarthritie 1]
Osteochondrosisa 1]
Osteonecrosis 2
Osteopenia o
Osteoporosis 0
Pain in extremity 4
Pathological fracture 1
o

[}

0

o

1}

1]

1

o

[}

1

]

1

1

-3

Periarthritis

Pes cavus

Plantar fasciitis
Polyarthritis
Polymyalgia rheumatica
Psoriatic arthropathy
Rhabdomyolysis
Rheumatic fever
Rheumatoid arthritis
Rotator cuff syndrome
Sarcopenia

Scolioszie

Shoulder pain

FOFRFOFMFOOCOORODHFOFNOOQWOAOHEROANOS OO

4]
1
0
3
1]
1
1
0
0
o
z
1
1]
o
0
1]
0
0
1}
Q
[}
o
o
Q
o
0
1]
o
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Subjecte are counted only once Lor each specific disease/syndrome in the table body.
MedDRA (v9.0) ceding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Takle Generation: 03NQV20G6 (08:51)
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Maravircc Summary of Clinical Safety

Medical History

FPhage 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects

Past Present Unknown Past Pregent Unknown Past Pregent

Sjeogren’s syndrcme 1} 1 0 a i 0 1} o )
Spinal column stenesis o 0 1} ] [ b 1] 2 ]
Spinal daformiky 0 '] 0 o 1 '] 1 [} 0
Spinal ostesarthritis [} 5 Q 1 5 0 1} 1 0
Spondylitis 0 0 0 ] [} 0 Q 1 0
Temporomandibular jeint syndrome 1 2z 1] 1 2 0 o ¢ 0
Tendonitis & 1 0 3 b3 0 0 [ 0
Necplasms benign, malignant and unspecified (inel cysts
and polyps) 75 27 2 20 33 4 33 ze 1
Adenocarcinoma o Q 0 1 o 0 0 [ 0
Anal cancer 1 1} Q & [} 0 7 o 1]
B-cell lymphoma 1 1} 0 0 v 0 0 ¢ 1]
Bagsal cell carcinoma 12 ) 0 11 2 0 5 2 a
Benign breast neoplasm a i} o 1 o 1] 0 o a
Benign colenic neoplasm 1] 1 3 Q V] 0 1 [} 0
Benign oesophageal neoplasm o 1] [ 0 1 0 0 ] 1]
Benign salivary gland necplaem Q 0 [ ] 1 0 4] ] a
Benign small intestinal neoplasm ] 1} ] 1 0o 1] a o 1]
Bowen'a digeace 1 aQ ¢ 1 1 0 1 1 [1]
Breast adencma 1 ] [ bl o 0 Q [] (]
Breast cancer 1 0 [ 1 [} 0 o [+] 0
Buccal cavity papilloma a 1 [ 2 2 0 0 2 0
Carcinoma in eitu 1 1 o Q o 0 ] [ 0
Cervix cancer metastatic 2 Q 1 3 0 0 o 1 0
Cervin carcinoma 1 aq [+] 2 0 0 L] [s] Q
Colen adenoma o a o Q 1] 1] 1 o o
Colen cancer 2 1 ] Q o 1] L) 4 0
Gammopathy a 1 ¢ 1 o 0 o Qo 0

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0} coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generaticn: O3NOV2006 (08:51)
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Table 3.3,2.2 page 36 of 59
Maraviroc Summary of ¢linical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD waravircc BID Plagebo

Pregent Unknown Past Pregent Unknewn

Hasmangioma

Hodgkin’s diseagse
Kaposi‘s earcoma

Lipoma

Lipoma of breast

Lung neoplasm

Lung negplasm malignant
Lymphoma

Malignant melanoma
Melanocytic naevus
Meningioma

Metastases to kidney
Metastases to liver
Metagtases to lung
Reoplasm

Neoplasm malignant
Neoplasm prostate
HNeturoma

Non-Hodgkin's lymphoma
Papillary thyroid cancer
Papilloma

Pituitary tumour
Pituitary tumour benign
Prostate cancer

Renal cell carcinoma stage unspecified
Salivary gland cancer
Sarcoma

Seborrhoeic keratosis
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Subjecte are counted only once for each specific disease/syndreme in the table body.
MedDRA {v9.0) coding dictionary appliad.
PFIZER CONFIDENTIAL Includes Protocels:A4001027, A4001028. Date of Table Generation: 03NOV2006 (G8:51)



Table 3.3.2.2 Page 37 of 52
Maravirce Summary of Clinical Safety

Medical History

Phasa 31 Treatment Exparienced CCRS Tropic Studies

Number of Subjects 414 428 209

Past Present Unknown Past Pregent Unknown Past Present Unknown

Skin cancer 1 [} o 1 2 o 1 1] Q9
Skin papilloma 12 6 ] 11 12 a 4 5 Q
Squamcus cell carcinoma [ 4 0 1 2 Q 5 0 )
Squamous cell carcinoma of skin 1 o 0 ] 1 [+] 1 0 Q
Testicular necplasm 1 [¢] 0 1 o ] 0 0 0
Thyroid adenoma 1 [} 0 1 13 [} o 1] 9
Thyreid neoplasm [ [+] 0 ] 1 a ] [1} a
Uterine leiomycoma 2 i 0 o 1 9 1 0 0
Vulval cancer 1 ] L] a 0 o [} 0 Q
Xanthoma ] [} 0 1 0 a o 0 Q
Nervous system disorders 76 147 0 95 141 4] a6 75 Q
Ageusia [ o 0 1 0 o 4] 0 Q
Amnesia 2 [+ 1] 2 0 o o 3 Q
Areflaxia [ 2 o ] 1 ] [+] 2 a
Autonomic neurcpathy 1 o 0 o 0 0 ] 1} Q
Balance disorder 1 ] ° 0 1 0 0 0 Q
Carotid artery stenosis [ [+] L] Q 1 a [+] 0 0
Carpal tunnel syndrome 2 1 0 4 4 a [+] 1 L]
Cerebral atrophy o o 0 Q Q 0 4] 1 Q
Cerebral haematoma o [+ 0 1 1] a o 0 Q
Cerebral infarction 1 [+ 0 1} 1] a 1 0 Q
Cerebrovascular accident 2 [+] [} 3 1] a o 0 0
Cerebrovascular disorder [ o 0 ] 0 L] 1 0 Q
Cervicobrachial syndrome [] [+] 0 z 1 Q [+] 1 0
Cluster headachae [+ [+ Q 1 0 Q [+] 0 9
Cognitive disorder 1 [} 0 o 0 a [} 0 0
Complex partial seizures 1 ] a o 0 o] [+] 0 Q
Complicated migraine o 1 Q 1} 1] a o 0 Q

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v3.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includaes Protocols:A4001027, A4001028. Date of Table Generation: 03INOV200& {08:51)



Table 3.2.2.2 Page 38 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studiea

maraviroc QD maravirec BID Placebo

Humber of Subjects

Past Pregent Unknown Past Present Unknowa Past Pregent Unktiawn

4

Convulsion

Cranial neurcpathy
Dementia

Demyelinating polyneurcpathy
Demyelination

Diabetic neuropathy
Disturbance in attenticn
Dizzinees

Dysaesthesia

Dysageusia

Dystonia

Encephalitis
Encephalomalacia
Encephalopathy
Epilepsy

Essential tremer

Facial palay

Grand mal convulsion
Guillain-Barre syndroma
Headache

Hemiparesis
Hyperkinesia
Hyperscmnia

Hypertocnia
Hypoaesthesia
Hyporeflexia

Hypotonia

Intention tremor
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v5$.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Takle Generation: D3INOV2006 (08:51)



Table 3.3.2.2 Page 39 of 5%
Maraviroc Summary of ¢linical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravires BID Placebo

Prasent Unknoun Past Present Unknown Past Present Unknown

Lethargy

Leukeancephalopathy

Loss of consciousness

Lumbar radiculopathy

Mastication disorder

Memory impairment

Migraine

Migraine with aura

Muscle contractions inveluntary

Myelopathy

Myocletius

Harcolepsy

Nerve compression

Nerve root lesion

Mervousa system digsorder

Neuralgia

Heuritis

Neuropathy

Neurcpathy peripheral

Optie neuritis 0

Paraesthesia 5

Paraplegla 0

Parkinson’e digsease 0

Partial seizures 0
0
8
0
1

HorROoOODOO

o

-
MR HOoODOoOOQODAOAMNOBNOR KWOO
[

[

WONOCOOWONMMFOCOHOOOHOONANOOO DO
W

CRPPHROHROROAMWLOKHHOCOOODO®

o

=
CSOWOCAOIONSUVHFONOAH BIOCOCONISOCDO N

Peripheral sensory neuropathy
Polyneurcpathy

Poor guality sleep

Pest herpetie neuralgia
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Subjecte are counted only once for each specific disease/syndrome in the table body.
MadDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Proteocols:AR4001027, A4001028, Pate of Table Generation: 03NOY2006 (08:51)



Table 3.3.2.2 Page 40 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Sukjects 414

Presenk Unknewn Past Pregant Unknown Past Present Unknown

Radial nerve palsy
Radicular pain
Radiculopathy

Restless leys syndrome
Sciatica

Sensory disturbance

Sinus headache

Sleep phase rhythm disturbance
Somnclence

Speech disorder

Spinal vascular disorder
Statua epilepticus
Subarachnoid haemorrhaga
Syncope

Tension headache

Transient ischaemic attack
Tremoxr

Trigeminal neuralgia
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Pregnancy, puerperium and perinatal conditions
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Ectopic pregnancy
Perineal laceration
Pregnancy 0 0
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Adjustment disorder
Affect lability
hyggresaloen
hgitation
Alcoholism
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Subrjects are counted only once for each ppecific disease/syndrome in the table body.
MedDRA (v9.0) coding dicticnary applied.
PFIZER CONFIDENWTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03KOV2006 (08:51)




Table 3,3.2,2 Page 41 of 5%
Maraviroc Summary of Clinical Safety )

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects 414 426 209

Past Present Unknown Past Sresent Unknown

a

Anxiety

Anxiety disorder
Attention defieit/hyperactivity disorder
Bipolar I dlgorder
Bipolar disorder
Confusional state
Converaion disorder
Delusicn

Depressed mood
Depression

Drug dependence
Dysthymic disorder
Gender identity disoxder
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Hallucination
Initial inscmnia
Insomnia

Libido decreased
Loss of libide
Major depressicn
Mania

Meantal disorder
Mood altered
Nervousness
Nicotine dependence
Obsessive thoughts
Obgessive-compul sive disozder
Panic attack
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subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v5.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOVZ006 {08:51)



Table 3.3.2.2 Page 42 of 59
Maraviroc Summary of Clinical Safety

Medical Histery

Fhase 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects 414 426

Past EPresent Unknown Past Present Unknown Past Present Unknown

Panic disorder o 1 0 0 1 0 o 1 0
Post-traumatic stress disorder 1 1 0 0 1 0 a [ 0
Psychosexual disorder 0 Q 0 Q o 0 ] 1 0
Psychotic disorder 2 3 0 3 o 0 1 [ 0
Schizocaffective disorder 0 1 0 b] 0 0 ] 1 0
Schizophrenia 1 1 1] Q 1 0 9 o 0
Sleep disorder 3 5 1] 2 4 0 1 2 1]
Seocial phobia i} 1 1] Q o 0 Q o 0
Straes 2 aQ ] Q 2 0 o [+] 0
Suicidal ideation z Q [ 1 o 0 [+] o [y
Suicide attempt 3 0 [ 0 0 0 ] [} 3
Renal and uripary disorders 51 22 ] 43 30 0 25 13 Y
Atonic urinary bladder Q9 1 ] 0 o 0 0 ] o
Bladder disoxder 0 0 [ o 2 ] 0 ] [
Calculus bladder 1 @ [+ 1 ] Q ] o ]
Caleculus ureteric a L) o 1 ] Q 0 o o
Calculus urethral Q a [+ 1 o 0 0 o o
caleculus urinary 2 o o 0 0 1] 1 [} o
Chrematuria ] 0 0 1 0 1} ] 0 [¢]
Dysuria 2 1 [+] a 1 3 1 1 [}
Fanconi syndrome acquired ] 1 o 0 0 [ 0 0 [+]
Focal glomeruloscleroeis [+ ] o 1 Q [ 0 L} o
Glomerulonephritis 1 o Q 0 1 ] Q o Q
Glycosuria 0 0 o 1 0 [} ] 0 [+]
Haematuria 4 ] 0 2 2 ] 1 [ ]
Hydronephrosis a 0 0 1 1] [ Q o [+]
Hypertonic bladder o Q [} 1 o o Q o o
Incontinence Q ] o 1] 1 [+ b] 0 4]

Subjects are counted conly once for each specific disease/syndrome in the table bedy.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generatieon: 03INOVZO06 (08:51)



Table 3.3.2.2 Page 43 of 52
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

wmaraviroc QD maraviroc BID Placebo

Mumber of Subjects 414 426 209

Microalbuminuria
Micturition urgency
Nephrocalcinogis
Nephrolithiasis
Neurogenic bladder
Hocturia

Pellakiuria

Polyuria

Proteinuria

Byuria

Renal colic

Renal cyst

Renal failure

Renal failure acute
Renal failure chronic
Renal impairment

Renal tubular disorder
Renal tubular necrosis
Stress incentinence
Ureteric stenosis
Urinary bladder polyp
Urinary hesitation
Urinary incentinence
Urinary retenticn
Urinary tract disorder
Urinary tract obatructien
Urine flow decreased
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Reproductive system and breast disorders
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v$.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: 03NOV2006 (08:51}




Table 3.,3.2.2 Page 44 of 59
Maraviroc Summary of Clinical Safety

Medical Hiastory

Phase 3 Treatment Experienced CCRE Tropic Studies

Past Present Unknown Past Present Unknown

Amenorrhoea 1 [+ 0 ) o 0 0 0 9
Balanitis o 0 0 1 [ L] 0 0 Q
Bartholin‘s cyst o 0 0 ] 1 L] 0 0 Q
Benign prostatic hyperplasia 1 4 1] 0 1c 0 1] 2 Q
Breast discharge 0 0 1] 0 [} b 0 1 0
Braast mass o 1 0 9 1 0 1 0 b
Breast tenderness o 0 0 a [ k] 0 1 Q
Cervical dysplasia 4 2 0 z 3 L] ] 0 ]
Dysfunctional uterine bleeding 1 o 1] o [} 0 [} 0 ]
Dysmencrrhoea 1 1 0 L] [ Q [\] 0 Q
Endometriocsis b3 [ 0 1 [} o o 0 Q
Epididymal cyst 1 [:] 1] [+] 1 Q [+] 0 Q
Epididymitie 3 [+ 0 1 [+ bl i Q Q
Eractile dyefunction 4 33 0 5 13 0 1 16 Q
Female genital tract fistula 1 o 0 4] [ 4] 1 0 Q
Fibrocystic breast disease 1 0 0 ] G a 0 1 Q
Genital lesion T 0 0 o o 0 o 0 9
Genital rash ] 1 0 L] [ Q [ 0 Q
Gynaecomastia 5 5 0 4 3 Q 2 1 ]
Hypertrophy breast o 1 0 4] [ Q ) 0 Q
Menopausal symptoms 0 Q 0 ] 1 0 [+ 0 0
Menorrhagia ) o 0 0 ¢ Q 1 1] a
Organic erectile dysfunction [4] 1 1} ] [ ] 4] 0 Q
Ovarian cyst 1 ] 0 1 o o ] 0 Q
Penile swelling [ [+] i} 1 [ o o 0 0
Peyronis’'s diseass [+] o 0 o 2 [} [} 0 Q
Prostatism o] ] 0 o Q Q [+] 1 Q
Prostatitis 8 o V] 5 1 o 7 1 Q

Subjects are counted only once for eack apecific disease/syndrome in the table body.
MedGRA {v$.0) coding dictionary applied.
PFIZER CORFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O3IROVZ006 (08:51)



Table 3.3.2.2 Page 45 of 5%
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD

Humber of Subjects 414

Past Present Unknown Past Prasent Unknown Past Present Unknown

Scrotal dieorder [ [ 0 0 0 0 1 0 ]
Scrotal mass 1 1] a 0 0 1] [ ] L]
Sexual dysfunction 2 3 Q 0 7 Q [ 1 ]
Teakicular pain 1 [ Q 0 [1} q [+] ] ]
Uterine disorder 0 [J 0 1 0 o ] L] Q
Vaginal haesmorrhage 1 [ Q 0 0 a 1 0 o
Vulval leukoplakia Q ] o i 0 i} [+ 0 Q
Vulval ulceration 0 0 o 0 0 0 1 0 0
Vulvar dysplasia (] 1 0 o 0 o o L] a
Vulvovaginal diescomfort a 1 0 o 0 o o Q a
Respiratory, thoracic and mediastinal disorders 33 a9 o ag 66 ] 16 51 ]
hcute respiratery distress syndroma 1 Q o o 0 i} o 0 Q
Allergic bronchitis 0 1 ] 4] 0 0 [+] 0 ]
Allergic sinusitis 0 6 ] 0 2 o [ L] ]
Asgthma 5 28 ) 5 18 1] 5 12 o
Bronchial disorder 0 0 Q 1] 0 1] 4 1 0
Bronchial hyperactivity 0 3 ] 1 3 0 [} 3 i}
Bronchospasm 0 1 0 1 0 a [+] Q ]
Bulloust lung disease [ [} o i (1] 1] [+ 0 o
Chronic obstructive pulmonary disease 1 4 0 1 2 a ] 8 a
Cough 2 i1l [s] a1 5 o 2 1 1]
Diaphragmatic rupture 1 [ ] ] 0 o [ ] ]
Dyapneea 4 3 o 5 4 1] 1 3 Q
Dyspnoea exertional (] 2 a ] 3 0 1 1 o
Emphysema 0 0 ] [ 1 1} ] Q a
Epistaxis 1 1] ] 5 0 1] c 0 a
Haemoptysis 1 [ ] 1 0 o [ Q a
Hiecups 1] 0 o [ 1] [} [ 1 o

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0} coding dicticnary applied.
PFIZER CONFIDENTIAL In¢ludes Protocols:A4001627, A4001028, Date of Table Generation: 03NOV2006 (08:51)
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Maraviroc Summary of €Clinical Safety

Medical History

Phage 3 Treatment Bxperienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo

Past Present Unknown Papt Present Unknown Past Present Unknown

Lung digsorder z
Lung infiltratien 1
Mediastinal mass 1
Nasal ccngestion a
Nasal polyps 1
Nasal septum deviation 1
Nasal ulcer ]
Pharyngeal mass o
Pharyngeal pouch 1
Pharyngelaryngeal pain 2
Plaural effusion 2
Pleural fibrosis o
Pleuriasy o
Pneumonitis 1
Pneumot horax 2
Postnasal drip 0
Productive cough ]
Pulmonary embolism 3
Pulmonary granulcma Q
Pulmonary hypertension o
Pulmonary vascular disorder 1
Respiratory disorder o
Respiratory distress a
Respiratory failure ]
Respiratery tract congestion a
Rhinitis allergic ]
Rhinitis perennial a
Rhinitis seasonal a

b
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Subjects are counted only once for each specific @isease/syndrome in the table body.
MedDRA (v9.0} coding dictionary applied.
PFIZER CONFIDENTIAL In¢ludes Protocols:A4001027, A4001028. Date of Table Generation: G3NOV2006 {08:51})



Table 3.3.2.2 Page 47 of 53
Maraviroc Summary of Clinical Safety

Medical History

Phasa 2 Treatment Exparienced CCR5S Tropic Studies

maraviroc QD maravires BID

Number of Subjects 114

Past Pregent Unknoun Past Present Unknown Past Present Unknown

Rhinerrheea 0 1 o 4] ] ] 0 a 0
Rhonchi 1 0 ] [ Q ] 0 0 0
Sinus congestion 2 2 ] [+ 3 o 0 2 o
Sinus disorder L] 0 o [ 1 0 0 <] [4]
Sleep apnoea syndrome 1 1 0 ] 7 [+ 1 4 0
Throat tightness b b i} 1 Q o 0 a 0
Tongsillar hypertrophy 0 L] 0 [+] 1 0 0 4] 0
Wheezing ] 1 [} 1 4] Q 0 1} ]
Skin and subcutaneous tissue discrders 73 148 0 L4 149 ] 30 68 0
Acanthosis 1 0 o [+ a [} 0 a [+]
Acne 3 2 ] 4 L o 0 3 Q
Acne pustular 1 0 0 [} 0 o 0 0 o
Actinic keratosio 1 3 1} 1 2 o 0 2 o
Alopecia 1 4 ] 1 2 [+] 0 1 o
Alopecia areata 1] 1 i} o 0 [} 0 a 0
Angicneurotic cedema 1 0 i} o Q [} 0 a 0
Dandruff 0 2 [} o 1 ] 1] o o
Decubitis ulger 1 1 o o b o 1] a Q
Dermal cyst 0 1 Q 1 1 *] 0 q 0
Dermatitis 3 3 ] 8 4 0 3 4 o
Dermatitis allergic 2 0 ] 1 bl 1] 1 a 0
Dermatitis atopic 1 1 0 3 1 '] 0 1 0
Dermatitis contact 0 1 q 3 1 1] 1 L] L]
Dermatitis peoriasiform 0 0 0 1 o ] [} 9 0
Dermographism 0 1 0 [} 0 [+] [} 9 0
Drug eruptieon 4 3 0 T 0 0 2 0 [}
Dry skin 0 8 a 1 5 o 1] 3 1]
Dyshidrosis 1 0 0 1 1 o 13 ] Q

Subjects are counted only once for each spacific disease/syndrome in the table body.
MedDRR (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028, Date of Table Generation: 03NOV2006 (08:51)



Table 3.3.2.2 Page 48 of 5¢
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravires BID Placebo
Number of Subjects 414 426 209
Past Praesent Unknown Past Present Unknown Past Present Unknown
Eczema
Ecainephilie pustular fellieulitis
Erythema
BxEoliative rash
Fat atrophy
Guttate pmoriasis
Heat rash
Hirsutism
Hyperhidroszis
Hyperkeratosis
Ingrowing nail
Intertrige
Leukoplakia
Lipoatrophy
Lipodystrephy acquired
Lipohypertrophy
Male pattern baldness
Halancdermia
Nail dystrophy
Neurcodermatitis
Night sweats
onycheclagis
Palpakle purpura
Photodermatosis
Photosensitivity reaction
Pityriasis
pityriasis rosea
Prurigo
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Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v$.0) coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03INOV2006 (08:51)
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Maravireoe Summary of Clinical Safety

Medical History

Phage 2 Treatment Experienced CCR5 Tropic Studies

Past Present Unknown Past Presant Unknown Past Present Unknown

Pruritus
Psoriasis

1]

[

Puxpura 1
Rash 9
Rash erythematous 0
Rash macular ]
Ragh maculo-papular 2
Ragh papular 0
Ragh pruritie 1
Rosacea 1
Scar 0
Seborrhoea 1
Seborrhoeic dermatitise 5
Skin atrephy 0
Skin depigmentation 0
0

1
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Skin discolouration
Skin disorder

Skin exfeliatioen

skin fissures

Skin hyperplgmentation
Skin inflammation
skin lesion

8kin nodule

Skin reaction

skin ulcer
Stevens-Johnson syndrome
Urticaria

Urticaria thermal
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Subjects are counted only once for each gpecific disease/syndrome in the table body.
MedDRA {v%.0) coding dictionary appliad.
PFIZER CONFIDENTIAL In¢ludes Proteocols:A4001027, A4001028. Date of Table Generation: O03NOV2006 (0B:51)
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Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRE Tropic Studies

Past Present Unknown Past Present Unknown Past Present Unknown

Xeroderma i o 0 2 1 Q o 0 Q

Social circumstances 31 11

o

10 1a

<
-
w
~
o

Alcohol use

Alcoholic

Breagt proathesis user
Contraindication to medical treatment
Corrective lens user
Denture wearer

Drug abuser

Bdentulous

Ex-smoker

Exposure to communicable disease
High riegk sexual behaviour
Learning disability
Menopause

Multigravida

Multiparous

Parity

Polysukstance abuse
Postmenopause

Smoker

Tobacco akbuse

Tebacco user

Wheelchair user
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Surgical and medical procedures

o
%3
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o
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=
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o
@
w
o
o

Abdominal hernia repair ’ % Q
Abdominal operation b4 o
Abgcess drainage 2 o

Subjacts are counted only once for each specific disease/syndrome in the table body.
MedDRA (v5.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001023, Date of Table Generation: O03NOV2006 (08:51)



Table 3.3.2.2 page 51 of 59
Maraviroe Summary of Clinical Safety

Medigal History

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroe BID Placebo

Humber of Subjects 414 4286 209

Past: bregent Unknewn Past Present Unknown Past Present Unknown

Adenoidectomy
Adenctonsillectomy
Adhesiolysis

Allergenic desensitisation procedure
Angioplasty

Anorectal operation
Anticoagulant therapy
Antral lavage

hortic bypass

Aortic valve replacement
Appendicactomy

Arm amputation

Arterial bypase operation
Arterial stent insertion
Arthroscopic surgery
Atherectomy

Benign breast lump removal
Benign tumeur excisien
Bile duct stent insertien
Bladder catheterisatien
Bladder operation
Blepharoplasty

Bone debridement

Bene lesien excision

Bcne cperation
Brachytherapy

Brain tumcur operation
Breast cosmetic surgery
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Subjecta are counted only cnce for each specific disease/syndrome in the table body.
MedDRAR (v3.0} coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Proteocols:A4001027, R4001028. Date of Table Generation: 03NOV2006 {08:51)
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Maraviroc Summary of Clinical Safety

Medical History

FPhase 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects 414 426

Pagt Praesent Unknown Past Present Unknown Past Present Unknown

Breast cyst excision o 1} 0 1 1] 0 1] 0
Breast operation 1] 1] 0 2 o 0 ] [ o
Breast prosthesis removal 1} 1} 0 1 0o 1] a ] 0
Bunion operation a 1] 0 1 ‘o 0 o [ 0
Caecum operation o o a 1 "] 0 ] [+] a
Caesarean section 4 1} [} E] [} 0 o [+ [}
Cardiac operation 1 ] 4] Q o 0 o 4] 1]
Carpal tunnel decompression Q Q [ 2 0 0 o o a
Cartilage operation [} o Q Q ] 0 1 ¢ 1]
Cataract operation 1 Q 0 0 o 0 2 [¢] ]
Catheter placement 2z o [ I 1] 0 1] 4] [
Catheter remaval 1 1} ¢ 0 0 0 a o ]
Central vencus catheterisation 2 Q [ ] 1 0 "] [+] [
Carvical polypectomy 1 u G Q o 0 ] [+] ]
Cervix ecperation 9 Q [+ 1 0 0 ] [+] [}
Chemotherapy 1 a [ 1 0o 1] 0 o o
Chemotherapy single agent lecal o a [ ] 1 0 ] [+] 4]
Cholecystectomy 12 q ¢ 13 0 0 2 o [
Cholecystoestemy 1 Q o 0 o 0 o o 4
Cholelithotomy 1} a 4] 1 [} 0 [+ [+ ]
Circumcision 1 q [ 0 o 0 1 o ]
Cleft palate repair 0 Q [} 0 0 1] 1 [+ [+
Colectomy 1 a o 1 0 [i] o o [+]
Colostomy o a [ 0 1 0 ] z [
Coreonary angioplasty 2 aQ o 3 1 [ Q o o
Coronary arterial skent insertion 5 1] [} 4 0 Q 1 4] [+]
Corcnary artery surgery 4 1] [+] 4 0 Q 3 1 Q
Cryctherapy o o ] 1 1] 0 Q 0 o

Subjects are counted only opce for each specific disease/syndrome in the table bedy.
MedDRA (v?.0} coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Protocols:AR4001027, A4001028. Date of Table Generation: O3INOVZ006 {08:51)
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Maraviros Summary of Clinical safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD

Number of Subjects 414

Past Present Unknown Past Present Unknown Past Present Unknown

Cyst removal
Cystopexy
Dental prosthesls placement
Dialyels
Diaphragmatic oparation
Drug delivery device implantation
Drug withdrawal maintenance therapy
Ear tuba insertion
Endedontic procedure
Enteral nutrition
Ethmoid sinus surgery
Bustachian tube cperation
Explorative laparotomy
Eye lagar surgery
Eye muscle tenotomy
Eye operaticn
Eyelid operation
Facial cperation
Fistula repair
Foot operaticn
Fracture treatment
Fulguration
Gallbladder cperation
Gastrectomy
Gastric bypass
Gastric operation
Gastrointestinal tube insertion
Gastrostomy tube insertion
Subjects are counted only once for each specific digease/syndrome in the table body.
MedDRA {v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generaticn: C3INOV2006 (08:51)
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Table 3.3.2.2 ) Page 54 of 5%
Maraviroc Summary of Clinical Safety

Medical Ristory

Phase 3 Treatment Experienced CCRS Tropic Studies

maravirec QD maraviroc BID Placebo

Haemorrhoid gperatien 4
Hair transplant 0
Hernia repair 3
Hip arthroplasty 7
Hormone replacement therapy o
Hysterectomy 5
Incisional drainage 0
Inguiral hernia repair 5
Injection 3
Intervertebral disc operaticn 1]
Intestinal reeection 1
Intra-nasal antrostomy [}
Jaw operatien 1
Joint surgery 1
Knee arthroplasty 1}
Knee meniscectomy 1
Knee operation 1
Lacrimal duct procedure o
Laparctomy o
Laser therapy 1
Ligament operation "]
Limb operation 0
Lipectomy 1
Lipoma excision 1
Liposuction 1
Lithetripsy 0
Loop electrosurgical excision procedura 0
Lung cyst removal 1]

Subjects are counted only once for each specific disease/syndrowe in the table body.
MedDRA (v9.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001025. Date of Takle Generation: 03HOV2006 (08:51)



Table 3.3.2.2 Page 55 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maravircc QD maraviroec BID Placebo

Number of Subjecty 414 426 205

Past Present Unkhown Past Present Unknown Past Present Unknown

Lung lobectomy o Q 0 Q 1] 0 1 [ 0
Lymphadenectomy 2 0 0 2 o 0 1 4] 0
Malignant tumour excisiecn 3 0 [t} L] o 0 1 [ 0
Hasa excision 1 a 0 Q 0 0. ] ¢ 0
Medical device implantation 1 [} 0 Q 1] 0 o G a
Meniscus operation "] o 0 2 o 0 <] [ 0
Myomectomy 1 o 1] Q o 0 a4 [+ 0
Myringotomy 1 1] 1] ] ] 0 a 1 Q
Masal septal operation 0 L] [i] 1 ] 1] o [ 0
Nephrectomy i} i} Q 1 ] 0 o ] 0
Oesophageal dilation procedure 0 Q 0 1 [+ [1} <] ] L]
Qophorectomy 1 1} 1] 1 [} 1] 4] (1] 0
Oral surgery [} 1} Q Q 1} 0 1 4 0
Orbit plastic repair 1 0 (] a [+ 0 0 ] Q
Orthopedic procedure 1 0 0 0 o 0 4] [] 1}
Osteosynthesis 0 0 3 1 V] 0 a [} [1]
Packed red blood cell transfusion 2 Q [ Q 0 0 o [ 0
Pancreatic operation o o 0 1 o 0 ] [ 0
Pancreatic pseudocyst drainage 1] o] [ 1 ] 0 o [ 0
Parenteral nutrition 1] 0 0 0 o 0 ] 1 0
Parotid cyst excision o o i} 1 o 0 1] [ 0
Parotidectomy 1 1] a 0 o 0 1 o 0
Patent ductus arteriosus repair o a 0 a o 0 1 [] 0
Pelvic exenteration 0 0 0 1 o 0 ] ] a
Phlebectomy ] +] 0 1 o 0 1 [+] 0
Phlebotomy Q 1} ¢ 1 [} 1] 4] o 0
Pilenidal sinus repair 2 0 3 Q o 0 ] [} 1]
Plagtic surgery to the face 1 i} [ 1 [} 0 o [ 0

Subjects are counted only once for each specific disease/syndrome in the table body.
MedDRA (v9.0} coding dicticnary applied.
PFIZER CONFIDENTIAL Includes Preotocols:A4001027, A4002028. Date of Table Generation: 03ROV2006 (08:51)



Table 3.3.2.2 Page 56 of 5%
Maravireg Summary of Clinical Safety

Medical History

Phasa 3 Treatment Experienced CCRS Tropic Studies

Past Present Unknown Past: Present Unknown Past Pregent Unknown

Pneumonectomy [
Pelypectomy 1
Prophylaxis [+
Prostatectomy 1
Psychotherapy [+
Radioctherapy [+]
Radiotherapy to skin 1
Rectal fistula repair 2
Rectal polypectomy 1
Removal of internal fixatien [+
Renal stone removal 1
Repair of imperforate rectum [}
Rhinoplasty 4
Retator cuff repair [
Salivary gland operation [
Salpingectomy 2
Sarcoma exclgien [+
Scar excision 1
Septoplasty 1
Severed diglt reimplantatien [
Shoulder arthreplasty 1
Shoulder operation 1
Sinus operation 1
Skin cosmetic procedure 2
Skin gratt o
Skin lesicn excision 1
Skin neoplasm excision 4
Skin eperation 1
Subjects are counted only once for each apecific disease/syndrome in the table body,

MedDRA (v9.0) coding dictionary applied,

PFIZER CONFIDENTIAL Includas Protocols:A4001027, A4001028, Date of Table Generation: O023HOV2006 (08:5%)
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Table 3.3.2.2 Page 57 of 59
Maraviroc Summary of Clinical Safety

Medical History

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

Humber of Subjects 414 426 209

Past Present Unknown Past Present Unknown Past Present Unknown

Small intestinal resection
Spinal fusion surgery
Spipal laminestomy

Spinal operation
Splenectomy

Stent placement

Stent removal
Steriligation

Surgery

Temporomandibular joint surgery
Tendon repair

Tendon gheath leslon excision
Therapeutic procedure
Thoracic coperation
Thoracotomy

Thyroid nodule removal
Thyroidectomny

Tea oparation
Tonsillectomy

Tooth extraction
Tracheostomy

Tranagender operation
Tubal ligation

Tumour excision

I
P

Turbinectomy

Umbilical hernia repair
Ureteric cperation
Uvuloplasty
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o

Subjects are counted only once for each aspecific disease/syndrome in the table body.
MedDRA (v$.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028. Date of Table Generation: D03NOV2006 (08:51)




Table 3.3.2.2 Page 58 of 59
Maraviroc Summary of Clinical Safety

Medical Higtory

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects 414 426 209

Past Present Unkneown Past Present Unknown Past Present Unknown

Vaginal operation Q aq o 1 0 0 Q o [
Varicose vein operation 1 1 [ 0 0o 0 2 o 3
Vaesectomy i} a 4] 1 o 0 Q ] o
Vulvectomy 2 a G 0 1] 0 o o [
Wart excision 4 1 c 6 1 1] 4 o o
Weight control 0 1 ¢ ] 0 0 ] ] [
Whole blood transfusion 0 i} [ 2 o 0 1 [+] [
Wisdom teeth remaoval 1 o ] Q o 0 o o o
Wound debridement 1 a [ 9 o 0 0 o 1]
Wrist surgery a ] ] 1 o 0 4] [+] o
Vascular disorders 26 a2 ¢ 25 98 1] 1% 46 [
Aortic stenosis 0 1 [} o o 1] Q [+] [
Arterial disorder 0 1 4] ] 2 0 o 1 4]
Arterial thrombosis limb o Q ° 1 o 0 1 [+] 1]
Arteriosclerosis 1] 1 [ 0 0 0 ] [+] [
Blood presgure fluctuation aQ 0 ] L) 1 1] 0 o [
Deep vein thrombogis 4 1 [} 10 2 0 5 [+ ¢
Hot flush 1 a 1] 0 1 1] 1 1 ¢
Hypertension . 11 72 [ 8 f:14 0 7 41 [
Hypotensien 1} 2 o 0 1 0 0 o ¢
Iliae artery occlusion 0 o [ b 1 0 Q o 1]
Microangiopathy 1 a [+ 2 ] 0 0 o [}
Orthostatic hypotension 3 a 1] 1 1 0 ] [+] 4
Pallor [} Q [ 1 1] 0 Q ] 0
Peripheral arterial occlusive disease 0 0 3 0 1 0 1 [+] 13
Peripheral vascular disorder 1] i} ¢ a o 1] 0 1 a
Phlebitis 2 0 [ ] o 0 1 [¢] 0
Phlebitis superficial 1 aQ L] Q o 1] ] o [

Subjects are counted only once for each specific disease/syndroma in the table body.
MedDRA (v2.0) coding dictionary applied.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, Date of Table Generation: 03NOV200§ (08:51}



Table 3.3.2.2 Page 52 of 59
Maraviroc Summary of Clinical Safety

Medical History

FPhase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD

Number of Subjects 414

Past Present Unknown Past Pregent Unknown Past; Present Unknown
Prehypertension 0 1 0 Q o 0 0 13 0
Raynaud’s phencmencn o o 0 2 o 0 i} 1 0
Subclavian artery stencsis 1 0 1] 0 [} 0 0 3 0
Thrombophlebitis 1 o 0 1 o 0 1 0 0
Thrombosis 1 o 0 1 o 0 1 [ 0
Varicose vein 1 1 0 1 1 0 1 2 L
Vascular calcification o 0 0 1 1 0 o [ 0
Vagculitis 1 1 1] 1 ] 0 0 1 0
Venous insufficiency o 0 0 ] [ D o 1 0
Venous stasis ] (o] Q 1 [} 0 o 0 0
Venous thrombosis 1 o 0 0 o 0 0 Q 0

Subjects are counted only once for each specific diesease/syndrome in the table body.
MedDRA (v$.0) coding dietiomary applied.
PFIZER CONFIDENTIAL Includes Protoccle:A4001027, A4001028. Date of Table Generation: 03HOV2008 (08:51)



Table 3.3.3.1 Page 1 of 23
Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects 414 426 20%

Number (%)} of Subjects With Any Drug Treatment 382 (87.4) 382 (B9.7) 122 {91.9)

ACEBUTOLOL

ACETORPHAN

ACETYLCARNITINE
ACETYLCYSTEIME
ACETYLSALICYLATE LYSINE
ACETYLSALICYLIC ACID
ACICLOVIR

ACIPIMOX

ADAPALENE

ALBENDAZOLE

ALBUMIN HUMAN

ALCLOMETASCNE DIPROPIONATE
ALENDRONATE SODIUM
ALENDRONIC ACIR

ALIMEMAZINE

ALKALOL

ALL OTHER THERAPEUTIC PRODUCTS
ALLEGRA-D

ALLERGOSPASMIR

ALLOPURLNOL

ALQFE, BARBADENSIS
ALPHA-D-GALACTOSIDASE
ALPRAZOLAM

ALPROSTADIL

ALTEPLASE

ALUMINIUM ACETATE

ALUMINIUM HYDROXIDE/DIPHENHYDRAMINE/MAGNESIUM HYDROXIDE/LIDOCATNE
ALUMINIUM MAGRNESIUM SILICATE
AMCINONIDE

AMILORIDE W/HYDROCHLOROTHIAZIDE
AMINO ACIDS

AMITRIPTYLINE

AMITRIPTYLINE HYDROCHLORIDE
AMLODI PINE

AMLODIPINE BESILATE
AMMONIUM LACTATE
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Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDEWNTIAL Includes Protocole:A4001027, A4001025. Date of Table Genaration: 300CT2006 (08:35)



Table 3.3.3.1 Page 2 of 23
Maravirec Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phaga 2 Treatment Experienced CCRS Tropic Studies

AMOSAN

AMOXICILLIN

AMOXICILLIN TRIHYDRATE

AMPHCTERICIN B

ANABOLIC STEROIDRS

ANDROGENS

ANDRCSTEREDICHE

ANTIMIGRAINE PREPARATIONS

ANTIOXIDANTS

ANUSOL

ARUSOL-HC

ARGININE

ARGIRINE/BETA-HYDROXY-EETA-METHYLBUTYRATE /GLUTAMINE

ARIPIPRAZOLE

ARTHROTEC

ASASANTIN

ASCORBIC ACID

ATENCLOL

ATOMOXETINE HYDRQCHLGRIDE

ATORVASTATIN

ATORVASTATIN CALCIUM

ATOVAQUONE 15

ATROPINE SULFATE 1}

AXOTAL (CLD FORM) [}

AZELASTINE 1

AZELASTIRE HYDROCHLORIDE 1

AZITHROMYCIN 62

AZITHROMYCIN DIHYDRATE o

B-KOMPLEX "LECIVAY ]

BACLCFEN 3

sul famethoxazole/trimethoprim# 140

BAMIPINE LACTATE 1}

BECLCMETASONE ]
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BECLOMETASONE DIPROPIONATE
BECOSYM FORTE

BEMINAL WITH C FORTIS
BENAZEPRIL

BENAZEPRIL HYDROCHLORIDE

Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocels:A4001027, A4001028. Date of Table Generation: 300CT2006 (08:35)
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Table 3.3.3.1

Maraviroc Summary of Clinical safety
Drug Treatment Prior to Start of Study Treatment
Phage 3 Treatment Experienced CCR5 Tropic Studies

PFIZER CONFIDENTIAL

BENFLUOREX

BENZATROPINE MESILATE
BENZOYL PEROXIDE
BETACAROTENE
BETAMETHASONE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE VALERATE
BEZAFLERATE

BIMATQPROST

BISACODYL

BISQOPROLOL

BISQPROLOL FUMARATE
BLOPRESS PLUS

BOOST

BORAGE OIL

BOSENTAN

BRIMONIDINE TARTRATE/TIMOLOL MALEATE
BROMAZEPAM

BUDESCNIDE

BUPROPION

BUPROFION HYDROCHLORIDE
BUSPIRONE

BUSPIRORE HYDROCHLORIDE
CALCITONIN, SALMON
CALCIUM

CALCIUM ASCORBATE
CALCIUM CARBONATE
CALCIUM CITRATE
CALCIUM FOLINATE
CALCIUM W/MAGNESIUM
CALCIUM WITH VITAMIN D
CALCIUM, COMBINATIONS WITH OTHER DRUUS
CALCIUM/MINERALS NOS
CANDESARTAN
CAHNDESARTAN CILEXETIL
CARESTEN-HC

CANNABIS

CAPSAICIN

Excludes both optimized background therapy and anti-retroviral medication.
Includes Protocols:A4001027, A4001028.

Date of Table Generation:

Ay

=

300CT2006 (08:35)
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Table 3.3.3.1 Page 4 of 23
Maraviree Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Fhage 3 Treatment Exparienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

CAPTOPRIL 2 1 o
CARBAMAZEPINE 1 2 1
CARISOPRODOL 1 2 o
CARNITINE 2 0 1
CARVEDILOL 1] 3 o
CASPOFUNGIN 1 0 o
CASPOFUNGIN ACETATE 1 0 ¢
CEFALEXTN 3 0 o
CEFALEXIN MONOHYDRATE 2 1 o
CEFPODOXIME 0 1 o
CEFTRIAXONE 0 1 o
CEFUROXIME 1 0 o
CELECOXIB 0 4 1
CELIPROLOL 0 1 [+
CENTRUM 2 5 3
CENTRUM SILVER 1] 1 [+]
CETTRIZINE 2 1 2
CETIRIZINE HYDROCHLORIDE 8 13 3
CETIRIZINE/PSEUDOEPHEDRINE 1 0 1
CEVIMELINE HYDRCCHLORIDE 0 2 o
CHARCOAL, ACTIVATED [1] 1 o
CHERATUSSIN COUGH SYRUP 1 0 o
CHLORHEXIDINE Q 1] S
CHLOROPHYLLIN SCDIUM COPPER COMPLEX 1 1] o
CHLORPHEWAMINE 1 0 o
CHLCRPRCMAZINE HYDROCHLORIDE Q 0 2
CHLORTALIDONE Q 1 o
CHOLESTERCL- AND TRIGLYCERIDE REDUCERS 0 1 o
CHOLINE MAGNESIUM TRISALICYLATE 1 0 o
CHONDROITIN/GLUCOSAMINE 2 0 [}
CHONDROITIN/GLUCOSAMINE /METHY LSULFONYLMETHANE ¢ 1 o
CHORIONIC GONADOTROPHIN 1 0 o
CHRCMIUM Q 1 o
CHROMIUM PICCLINATE G 1 o
CICLOPIROX OLAMINE ¢ 2 0
CILAZAPRIL 1 1 1}
CILEST [ 1 1]
CIMETIDINE 1 0 [}

Excludes both optimized background therapy and anti-retroviral medication,
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generaticn: 30GCT2006 {(08:35)



Table 3.3.3.1 Page 5 of 23
Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

maravircc QD maravircec BID Placebo

CINCHOCAINE HCL/ESCULOSIDE/HYDROCORTISONE ACETATE/NECHMYCIN SULFATE o 1 1}
CIPROFLOXACIN 4 2 a
CIPROFLCXACIN BYDROCHLORIDE 1 o 0
CITALOPRAM 5 4 3
CITALOPRAM HYDROBROMIDE T 3 5
CITRACAL + D 1 0 1}
CLARITHROMYCIN 2 4 2z
CLAVULIN [+ 1 1
CLINDAMYCIN & 0 0
CLINDAMYCIN HYDROCHLORIDE 1 0 0
CLINDAMYCIN PHOSPHATE o 2 o
CLOBETASOL PROPIONATE 1 ] 1
CLOBUTINOL HYDROCHLORIDE o a 1
CLONAZEDAM 16 17 7
CLONIDINE 4 0 1
CLONIDINE HYDROCHLORIDE c 1 0
CLOPIDOGREL 3 1 0
CLOPIDOGREL SULFATE 2 a 0
CLORAZEPATE DIPOTASSIUM ¢ [ 1
CLOTRASON [+] 1 o
CLOTRIMRZOLE 7 L] 5
CLOXACILLIN (] 1 o
CO-DIOVAN 1 0 L}
COAL TAR 1 [ o
COCATNE [+] 1 0
COD-LIVER OIL 1 a o
CODEINE 1 1] o
CODICLERR 1 1 ]
COLCHICINE Q 4 0
COLESEVELAM HYDRCCHLORIDE [+] 1 0
COLESTYRAMINE 1 0 1
COLOSTRUM c 1 1]
COMBINATIONS OF VITAMINS 1 0 0
COMBIVENT 1] 0 1
COMTREX 1 0 o
COPPER 1 0 o
CORTICOSTERCID NOS 1 0 o
CORTICOSTERCIDS ] ] 1

Excludes both optimized background therapy and anti-retroviral medication,
PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: 390CT2006 (08135}



Table 2.3,3.1 Page 6 of 23
Maraviroc Summary of Clinical Safety

Drug Treatment Pricr to Start of Study Treatment

Phase 3 Treatment Experienced CCR5 Tropic Studies

wmaraviroc QD maraviroc BID Placebo

CORTISONE ACETATE

CCSOPT

CREATINE

CROMOGLICATE SODIUM

CROTAMITON

CYANCCOBALAMIN 1
CYCLOBENZAPRINE
CYCLOBENZAPRINE HYDROCHLORIDE
CYNARA SCOLYMUS
CYPRCHEPTADINE

DAPSCHNE

DARBEPOETIN ALFA

DAY & NIGHT COLD & FLU TABLETS
CESIPRAMINE

DESLORATADINE

DESONIDE

DESOXIMETASONE
DEXA-RHINOSPRAY N
DEXAMETHASONE

DEXAMFETAMINE

DEXAMYTREX
DEXPANTHENOL/RETTNOL, PALMITATE/UREA
DEXTROPROPOXYPHENE NAPSILATE
DIAGHNOSTIC AGENTS

DIAZEPRM

DICLOFENAC

DICLOFENAC POTASSIUM
DICLOFENAC SODIUM
DICYCLOVERINE

DIGESTIVES, INCL ENZYMES
DIGOXIN

DIHYDROCCDEINE

DILTTAZEM

DILTIAZEM HYDROCHLORIDE
DIMENHYDRINATE

DIMETICONE, ACTIVATED
DIOSMIN

DIPHENHYDRAMINE

COHW K

3
=
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Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, Date of Table Generation: 300CT2006 (08:35)
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Maraviroc Summary of Clinical Safaty

Druy Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCR5 Tropic Studies

maraviroc QD maravirec BID Placebo
DIPHENHYDRAMINE HYDROCHLORIDE E} 7 1
DIPHEROXYLATE 2 0 1
DOCUSATE 1 1 0
DOCUSATE SODIUM 2z z 2
DOLASETRCH MESILATE 1} 1] 1
DOMPERIDONE 1] 1 2
DCHEPEZIL HYDROCHLORIDE 1} 2 0
DONTYSOLON 1 0 0
DOSULEPIN 1} 1] 1
DOXAZOSIN aQ z 2
DOXAZOSIN MESILATE 1 1 Q
DOXEPIH 3 3 ]
DOXORUBICIN HYDROCHLORIDE 0 1 0
DOXYCYCLINE 4 5 2
COXYLAMINE SUCCINATE 1 o 9
DRIXORAL 0 1 0
DROKABINOL 10 1z 2
DROPERIDOL - 1 0 ]
DROTAVERINE HYDROCHLORIDE 1} 1] 1
DULOXETINE HYDROCHLORIDE 2 z 1
DUTASTERIDE aQ a ]
DYAZIDE 2 2 2
E45 1 0 9
ECHINACER 1 0 1
ECONAZOLE NITRATE 1 1} ]
EDUCTYL i} 1 2
EMEDASTINE FUMARATE a 1 Q
EMOLLIENTS AND PROTECTIVES 2 1 Q
ENALAPRIL [ 2z 2
ERALAPRIL MALEATE 1 a 2
ENSURE 3 1] 1
ENSURE PLUS Q 3 1
EPINEPHRINE 1 [} Q
EPOETIN ALFA 1 1 2
EPROSARTAN MESILATE/HYDROCHLOROTHIAZIDE 1 1 0
EPTACCG ALFA 1 0 [s]
ERGOCALCIFEROL 4 1 Q
ERYTHROPOIETIN :1 3 2

Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDERTIAIL Includes Probecols:A4001027, A4G01028, Date of Table Generation: 3Q0CT2006 (08:35)
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Maravircc Summary of Clinical Safety

Drug Treatment Prior te Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroc BID Placebo

ERYTHROPOIETIN HUMAN
ESCITALOPRAM

ESCMEPRAZOLE

ESCMEPRAZCLE MAGNESIUM
ESTAZOLAM

ESTRADIOL

ESTRADIOL VALERATE
ESTROGENS

ESTROGENS CONJUGATED
ESTROPIPATE

ESZOPICLONE

ETHAMBUTQL

ETHAMBUTOL DIHYDROCHLORIDE
ETHINYLESTRADIOL/NORELGESTROMIN
ETODOLAC

ETCRICOIIB

EUCERIN CREME

EVENING PRIMROSE OIL
EXTENDRYL

EZETIMIEE
EZETIMIBE/SIMVASTATIN
FACTOR VIII {ANTIHAEMOPHILIC FACTOR)
FAMCICLOVIR

FAMOTIDINE

FANSIDAR
FAT/CARBOHYDRATES/ PROTEINS/MINERALS/VITAMINS,
FELODIPINE

FENOFIBRATE

FENOTEROL HYDROBROMIDE
FENTANYL

FENTANYL CITRATE

FERRO VSANCLY /OLD FORM/S
FERROQ-FOLSAN )

FERROUS FUMARATE

FERROUS GLYCINE SULFATE
FERROUS SULFATE
FEXOFENADINE

FEXOFENADINE HYDROCHLORIDE

[

B UHHEHOHORRFOREHNRNYSOONORDODOOORBEWDWDOWS~0DWO
HOONMAFRHAHNAOFRKHORHSBRNHESHNKHEKFEKR

b
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H
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Excludes both optimized background therapy and anti-retroviral medication.
BFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028. Date of Tabla Gensration: 300CT2006 (08:35)
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Maravirec Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

FILGRASTIM

FINASTERIDE

FIORINAL-C 1/4

FISH OIL

FLECARINIDE ACETATE
FLOXIN OTIC
FLUCLOXACILLIN
FLUCONAZOLE
FLUDROCORTISONE
FLUDROQCORTISONE ACETATE
FLUNISOLIDE
FLUOCINOLONE ACETONIDE
FLUOCIMONIDE
FLUOROURACIL
FLUOXETINE

FLUOXETINE HYDROCHLORIDE
FLUPENTIXOL
FLUPHENAZINE DECANOATE
FLURAZEPAM

FLUTTICASONE
FLUTICASONE PROPICNATE
FLUVASTATIN
FLUVASTATIN SODTUM
FLUVOXAMINE MALEATE
FOLIC ACID

FCOLINIC ACID
FCRMOTEROL FUMARATE
FCSCARNET

FOSCARNET SODIUM
FOSINOPRIL

FOSINQPRIL SODIUM
FRESUBIN

FURQSEMICE

FUSIDATE SODIUM
FUSIDIC ACID
GRBAPENTIN

GALENIC /FLUTICASOME/SALMETERGCL/
GALENIC /GUAIFENESIN/HYDROCODOME/

-
a

=
=

o
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NROCODANDOGONNONOCORWOKHNWNM
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=
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2
1
[v]
7
1
1]
z
0
3
1
0
E)
1
1
25
o
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-

-

Excludes koth optimized backgreund therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocole:rA4001027, A4001028. Date of Table Generation: 300CT2008 (08:35)
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Maraviroc Summary of Clinical Safety ’

Drug Treatment Prior te Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

GALENIC /PARACETAMOL/CCDEINE/
GAMMA-AMINOBUTYRIC ACID
GRMCICLOVIR
GARLIC
GATIFLOXACIN
GELATIN
GEMFIBROZIL
CGENERAL NUTRIENTS
GENERAL NUTRIENTS/HERBAL NOS/MINERALS NOS/VITAMINS NOS
GERERAL NUTRIENTS/MINERALS/VITAMINS
GENERAL NUTRIENTS/VITAMINS NOS
GIRKGC BILOBA
GINSENG
GIVALEX
GLIBENCLAMIDE
GLIBOMET
GLICLAZIDE
GLIMEPIRIDE
GLIPIZIDE
GLUCOSKRMINE
GLUCOSEMINE WITH MSM
GLYCERYL TRINITRATE
GRANULOCYTE COLONY STIMULATING FACTIOR
GUAIFENESIN
HARPAGOPHYTUM PROCUMBERS
HEPARIN-FRACTICN, SODIUM SALT
HEPATITIS A VACCINE
HERBAL PREPARATION
HEXACHLORCPHENE
HCMEQPATIC PREPARATION
HUMULIN 70/30
HYDRALAZINE
HYDROCHLOROTHIAZIDE
HYDROCODONE
HYDROCORTISONE
HYDROCORTISONE ACETATE
HYDROCORTISONE VALERATE
HYDROMORPHONE
Bxcludes beth eptimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 (08:35)
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Maraviroc summary of Clinical safety

Drug Treatment Pricor to Start of Study Treatment

Phase 3 Treatment Experienced CCR5 Tropic Studies

HYDRCMORPHONE HYDROCHLORIDE
HYDRCQUINONE
HYDROXYCHLOROQUINE
HYDROXYZINE

HYDROXYZINE HYDROCHLORIDE
HYOSCINE BUTYLEROMIDE
HYPROMELLOSE

HYZARR

IBUPROFEN

IMIPRAMINE

IMIPRAMINE HYDROCHLORIDE
IMIQUIMOD

IMMUNOGLOBULIN HUMAN MORMAL
IMMUNCGLOBULING

IRDAPAMIDE

INDOMETACIH

INFLUENZA VACCINE

INFLUENZA VIRUS VACCINE POLYVALENT
INOSITOL

INSULIN

INSULIN ASPART

INSULIN GLARGINE

IRSULIN HUMAN

INSULIN HUMAN INJECTION, ISOPHANE
IRSULIN INJECTION, ISOPHANE
INSULIN ISOPHANE, HUMAN BICSYNTHETIC
INSULIN LISPRO

INSULIN NOVOLIN 70/30
ICDINE

IPRATROPIUM BROMIDE
IRBESARTAN

IROK

ISORIAZID

ISOSORBIDE

IS050RBIDE DINITRATE
IS0SQRBIDE MONONITRATE
ISPAGHULA HUSK
ITRACONAZCLE

h
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Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocole:A4001C27, A4001028. Date of Table Generation: 300CT2006 (08:35)
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Maraviroc Summary of Clinical Safety
Drug Treatment Prior to Start of Study Treatment
Phase 3 Treatment Experienced CCRS Tropic Studiews

Page 12 of 23

IVERMECTIN

KALINOR- BRRUSETABLETTEN

KARVEA HCT
KETOCONAZOLE
KEETOPROFEN
LACPTC ACID

LACTOBACILLUS ACIDOPHILUS

LACTULOSE
LAMOTRIGINE
LANREOTIDE
LANSOPRAZOLE
LATANOPROST
LAXATIVES
LECITHIN
LEKOVIT CA
LERCANIDIPINE
LEUPRORELIN
LEVETIRACETAM
LEVOCARNITINE
LEVOCETIRIZINE
LEVOFLOXACIN
LEVOGLUTAMIDE
LEVOSALBUTAMOL
LEVOTHYROXINE

LEVOTHYRQXINE SQDIUM

LIDQCAINE

LIDOCAINE HYDROCHLORIDE

LINSEED OIL
LIOTHYRONINE
LISINOPRIL
LITHIUM

LITHIUM CARBONATE

LOMOTIL
LOPERAMIDE

LOPERAMIDE HYDROCHLORIDE

LORATADINE
LORRZEPRM
LORMETAZEPAM

Excludes both optimized background therapy and anti-retroviral medication.

PFIZER CONFIDENTIAL

Includes Protocols:A4001027, A4001028,

Dats of Table Generation:
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Maraviroe Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

LOSARTAN

LOSARTAN POTASSIUM
LOTREL

LOTRISONE

LOVASTATIN

LOXAPINE

LYSINE

LYSPAFEN

MARLOK

MACROGOL

MACNESIUM

MAGNESIUM HYDROXIDE
MAGNESIUM OXIDE
HAPROTILINE

HAXEDA

MAXIDEX

MECLOZINE

HECLOZINE HYDROCHLORIDE
MEDIVITAN N INJECTION
MEDROXYPROGESTERCHE
HEDROXYFROGESTERCHE ACETATE
HMEGESTRCL

MEGESTRCL ACETATE
HELALEUCA ALTERNIFOLIA OIL
MELATORIN

MELOXICAM

MEMANTINE HYDROCHLORIDE
HEPREDNISONE

MESALAZINE

WETAMIZOLE SODIUM
METFORMIN

METFORMIN HYDROCHLORIDE
METFORMIN HYDROCHLORIDE/ROSIGLITAZONE
METHADONE

METHADONE HYDROCHLORIDE
HMETHAMPHETAMINE
METHIONINE
METHOCARBAMOL

2
2
o
2
o
1
2
¢
1
o
1
o
3
o
1
o
[+
o
1
1
1
1
3
o
1
2
[
o
o
3
12
3
2
2
o
o
1
o

Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:h4001027, R4001028. Date of Table Generaticn: 300CT2006 {08:35)
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Maravirec Summary of Clinical Safety

Drug Treatment Pricor to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maravircc BID Placebo

HWETHYLPHENIDATE
METHYLPHENIDATE HYDROCELORIDE
METHYLPREDNISOLONE
HMETHYLSULFONYLMETHANE
HMETQCLOPRAMIDE
METCCLOPRAMIDE HYDROCHLORIDE
HMETCLAZONE

METCPROLOL

METOPROLOL SUCCINATE
METOPROLOL TARTRATE
METRONIDAZOLE

MEXILETINE

MIANSERIN

MICONAZOLE NITRATE

MIDRID

MINERALS NOS

MINOCYCLINE

HMINOXIDIL

MIRTAZAPINE

MODAFINIL

MOMETASONE

MOMETASORE FUROATE
MONTELUKAST

MONTELUKAST SODIUM
MORFHINE

MORPHINE SULFATE
MOXIFLOXACIN

MOXIFLOXACIN HYDROCHLORIDE
MULTIPLE VITAMINS
MULTIVITAMIN AND MINERAL SUPPLEMENT
MULTIVITAMINS

MULTIVITAMINS WITH MINERALS
MULTIVITAMINS, PLAIN
MUPIROCIN

MYCOLOG

NABUMETONE

NADOLOL

NAFTIFINE HYDROCHLORIDE

WHEoWEOWR
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Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028, Date of Table Gaeneration: 3COCT2006 (08:35)




Table 3.3.3.1

Maraviroc Summary of Clinical sSafety

Drug Treatment Prior te Start of Study Treatment
Phase 3 Treatment Experienced CCRS Tropic Studies

HALTREXONE

NANDROLONE

RAHDROLONE DECANCATE
NAFHAZOLINE HYDROCHLURIDE
RAPRCXEN

RAPRCXEN SODIUM
RARATRIPTAN HYDRCCHELORIDE
RARINE REPETABS
BATEGLINIDE

NEBIVOLOL

NEFAZODONE HYDROCHLORIDE
HEURCTRAT & FORTE
NICOTINAMIDE

RICOTINE

RICOTINIC ACID

HIFEDIPIRE

NITAZOXANIDE

RITRAZEPAM

RITRCFURRNTOIN

NIZATIDIRE

RORTRIPTYLINE
NORTRIPTYLINE HYDROCHLORIDE
NOVOLIN 20/80

NYSTADERM COMP
NYSTADERMAL

NYSTATIN

CBETROL

CCADRIK

GCTREOTIDE

CCTREQOTIDE ACETATE
CLANZAPINE

CLMESARTAN MEDOXOMIL
CLOPATADINE

CLOPATADINE HYDROCHLORIDE
CHEGA

CHMEGA-2 MARINE TRIGLYCERIDES
CMEGA-3 TRIGLYCERIDES
CMEPRAZOLE

Excludes both optimized background therapy and anti-retroviral medication.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028,

Date of Table Generation:

Page 15 of 23
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Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 2 Treatment Experienced CCR5 Tropic Studies

ONCE-A-DRY 0
CHNODANSETRON

CHDANSETRON HYDROCHLCORIDE
ONE-A-DAY

CPIPRAMOL

CPIUM TINCTURE

CRLISTAT

CRPHENADRINE

CSELTAMIVIR

CSMOSAL

CTOLOGICALS

g
=
Q
5
=
=
=
-
"

CXCARBAZEPINE
CXICONAZCOLE

CXYBUTYNIN

CAYBUTYNIN HYDROCHLORIDE
GXYCOCET

OXYCODONE

CXYCODONE HYDROCHLORIDE
CXYGEN

CXYMETAZCLINE
CXYMETAZCLINE HYDROCHLORIDE
CXYMETHOLONE

PANADEINE CO

PARCREATIN

PARCRELIPASE
PANTCPRAZOLE
BANTOPRAZOLE SODIOM
PARA-SELTZER

PARACETAMOL

PARAMOL-118

PAREGORIC

PAROMOMYCIN

PARQMOMYCIN SULFATE
PARCUXETINE

PAROXETINE HYDROCHLORIDE

'

b
PN SN ORHOHRKHBEONUDNWNAHODOBRUWRNHORHNHORONHKHRWJOONN

fxcludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 3200CT2006 (08:35)
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Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phage 3 Treatment Experienced CCRS Tropic Studies

maraviroc QU maraviree BID Placebo

PEGFILGRASTIM o
PEMIROLAST POTASSIUM o
PENICILLIN NOS i
PENTAMIDINE 1
PENTAMIDINE DIMESILATE

PENTAMIDINE ISETHIONATE

o
1
2
PENTOXIFYLLIRE [+]
oxycodone/aspirin* 1
PERI-COLACE ]
PERINDOFRIL ERBUMINE [+]
BHENAZQRYRIDINE o
PHENERGAN WITH CODEINE o
PHENTOLAMINE MESILATE [+]
PHENYLEPHRINE HYDROCHLORIDE 1
PHENYTOIN 1
PHENYTOIN SCDIUM i
PHOSPHATE-SANDOZ 1
PHOSPHATIDYL CHOLINE [+]
PHOSPHORUS i
PILCCARPINE HYDROCHLORIDE 1
PIMECROLIMUS 1
PIOGLITAZONE 3
PIRBUTEROL Q
PIRBUTEROL ACETATE 1
PIRETANIDE o]
PITUITARY AND EYPOTHALAMIC HORMONES ]
BODOPEYLLOTGXIN 1
POLY-L-LACTIC ACID 1
POLYCARBOPHIL CALCIUM [+]
POLYLACTIC ACID 1
POTASSIUM 3
POTASSIUM CHLORIDE 6
POTASSIUM CITRATE [o]
POTASSIUM PHOSPHATE 1
PRASTERONE 3
PRAVASTATIN a8
PRAVASTATIN SODIUM T
PRRZEPRM o]

HFOAAUMPHDLNUGHHRONHFORANOOHOMRHFEFSHHEOHPFOQPRORNOIHRER
FWHOOONHOOCHODOCCOOOCOOONHODOHOHONKNONOOO

Excludes both optiwized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Data of Table Generation: 300CT2006 (08:35)
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Table 3.3.3.1

Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment
Phase 3 Treatment Experienced CCRS Tropic Studies

Page 18 of 23

PREDNICARBATE
PREDNISCLONE ACETATE
PREDNISONE

PREGABALIN

PRENATAL VITAMINS
PRIMIDONE

PRINZIDE

PRICRIN

PROCAINE

PROCHLORPERAZINE
PROCHLORPERAZINE EDISYLATE
PROCHLORPERAZINE MALEATE
PROCTOFCAM HC
PROMETHAZINE

PROPACET

PROBANOL

PROPOFOL

PROPRANOLOL

PROPRANOLOL HYDROCHLORIDE
PROTEIN SUPPLEMENTS
PSEUDOEPHEDRINE
PSEUDOEPHEDRINE HYDROCELORIDE
PSYLLIUM

PSYLLIUM HYDROPHILIC MUCILLOID
PYRIDOXINE

PYRIDOXINE HYDROCHLORIDE
PYRIMETHAMINE

QUERCETIN

QUETIADPINE

QUETIAPINE FUMARATE
QUINAPRIL HYDROCHLORIDE
QUININE

QUININE SULFATE
RABEPRAZOLE SODIUM
RAMIPRIL

RANITIDINE

RANITIDINE HYDRQCHLORIDE
REPAGLINIDE

Excludes both optimized background therapy and anti-retroviral medication.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generation:

300CT2006 {08:35)
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Maraviroc Summary of Clinical safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCR5S Trepic Studies

RESPAIRE-SR-120 1
RETINOL 1
RHINARIS 0
RIBOFLAVIN 1
RIFABUTIN 0
RISEDRONATE SODIUM E)
RISPERIDCHE 3
RIZATRIFTAN 2
RIZATRIPTAN BENZOATE 1
ROBITUSSIN-DM z
ROPINIROLE HYDROCHLORIDE 1
ROSIGLITAZONE 1
ROSIGLITAZONE MALEATE 5
ROSUVASTATIN 7
SACCHAROMYCES BOULARDII 0
SALBUTAMOL s
SALBUTAMOL SULFATE 2
SALICYLIC ACID 0
SALMETERCL XINAFOATE 2
1
1
0
1
1
1
1
3
5
1
7
o
5
6
2
1
o
3
1
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SALMON QIL
SELEGILINE
SELENIDE SORIUM
SELENIUM

SELENIUM SULFIDE
SENNA

SENNA FRUIT
SERENOA REPENS
SERETIDE MITE
SERTRALINE
SERTRALINE HYDROCHLORIDE
SHARK-LIVER OIL
SILDEMAFIL
SILDENAFIL CITRATE
SILYMARIN
SIMVASTATIN
SINEMET

S0DIUM BICARBONATE
S00IUM CHLORIDE

LIANDOOUMKROKNKKKHED

"
a

MHMOOoOWUBDON

Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDRENTIAL Includes Protocols:h4001027, A4001028. Date of Table Generation: 3GOCT2006 (08:35)
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Maraviroc Summary of Clinical Safety

Drug Treatment Prior teo Start of Study Treatment

Phape 3 Treatment Experienced CCRS Tropic Studies

maravircc QD maravirec BID Placebo

1
]
]
2
€
H
i

SODIUM FLUORIDE
SOFTENERS, EMOLLIENTS
SOLIDAGO VIRGAUREA HERB
SCLIFENACIN SUCCINATE
SOLUTIONS FOR PARENTERAL NUTRITION
SCOMATROPIN
SPIRONOLACTONE
SPIRULINA

SUCRALFATE

SULFACET-R
SULFACETAMIDE SODIUM
SULFADIAZINE
SULFAMETHOXAZOLE
SULFASALAZINE
SUMATRIPTAN

SUMATRIPTAN SUCCINATE
SUPER VITAMIN B COMPLEX
SUPRADYN

SUSTANON

SYMBICORT TURBUHALER "DRACO"
TACROLIMUS

TADALAFIL

TAMOXIFEN

TAMOXIFEN CITRATE
TAMSULOSIN

TAMSULOSIN HYDROCHLORIDE
TARAXACUM

TELITHROMYCIN
TELMISARTAN

TEMAZEPAM

TENOXICRM

TERAZOSIN

TERBINAFINE

TERBINAFINE HYDROCHLORIDE
TERBUTALIHNE
TESTCSTERONE
TESTOSTERONE CIPIONATE
TESTOSTERONE ENANTATE

-
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Excludere both optimized backgreund therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028. Date of Table Generation: 300CT2006 (08:35)
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Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCR5 Tropic Studies

TESTOSTERONE BROPIONATE
TESTOSTERONE UNDECANOATE
TETRACYCLINE
TETRAZEPAM

THALIDOMIDE

THERAGRAN

THIAMINE

THIAMINE HYDRGCHLORIDE
THIOCTIC ACID
THOMAPYRIN N

THYROID

TIAGABINE HYDROCHLORIDE
TILACTASE

TIMOLOL

TINIDAZOLE

TIOTROPIUM

TIOTROPIUM BROMIDE
TIZANIDINE

TOBRADEX

TOCOPHEROL

TOCOPHERYL ACETATE
‘TOLAZAMIDE :
TOLTERODINE L-TARTRATE
TOPIRAMATE

TRAMADOL

TRAMADOL HYDROCHLORIDE
TRANDOLAERYT,

TRAPIDIL

TRAZODONE 1
TRAZODONE HYDROCHLORIDE
TRETINOIN

TRIAMCINCLONE
TRIAMCINCLONE ACETONIDE
TRIAZOLAM

TRIFLURIDINE
TRIHEXYPHENIDYL
TRIHEXYPHENIDYL HYDROCHLORIDE
TRIMETAZIDINE

DOFKHHFONNONWESKRHOHREND

CHOHMNOOHONDOHDODOCOOHHNOODODSOOHKNK

@
-
OHNHHOA N AORHHUNKOOOW

HODORM&WOHR

Exeludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includas Protocols:A4001027, A4001028. Date of Table Generation: 3CGOCT2006 (08:35)



Table 3.,3.3,1 Page 22 of 23
Maraviroc Summary of Clinical Safety

Drug Treatment Prior to Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD maraviroe BID Placebo

TRIMETHOBENZAMIDE HYDROCHLORIDE
TRIMETHOPRIM

TRIMIPRAMINE

TRIOEE

TYLENOL bPM

TYLENOL SINUS MEDICATION
UBIDECARENONE

UMCKALOARO

URALYT URATO

UREA

UREMOL HC

VACCINIUM MACRQCARFON
VALACICLOVIR

VALACICLOVIR HYDROCHLORIDE
VALDECCXIB

VALGANCICLOVIR

VALGANCICLOVIR HYDROCHLORIDE
VALPROATE SEMISODIUM

VALPROATE SODIUM

VALPROIC ACID

VALSARTAN

VARDENAFIL

VARDENAFIL HYDROCHLORIDE
VENLAFAXINE

VENLAFAXINE HYDROCHLORIDE
VERAPAMIL HYDROCHLORIDE
acetaminophen/hydrocodone bitartrate+
VICOPROFEN

VINCENTS TABLETS

VIT Bl,IN COMBINATION WITE VITAMIN B6 AND B12
VITACAL

VITAMIN B

VITAMIN B-COMPLEX

VITAMIN B-COMPLEX WITH VITAMIN C
VITAMINS

VITAMINS, OTHER COMEINATIONS
VITIS VINIFERA EXTRACT
VORICONAZOLE

=
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Excludes both optimized background therapy and anti-retroviral medication.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 300CT2006 {08:35)
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Table 3.3.3.1

Maraviroc Summary of Clinical Safety

Drug Treatwent Prior to Start of Study Treatment
Phase 3 Treatment Experienced CCRS Tropic Studies

WARFARIN

WARFARIN SODIUM
ZALEPLON

ZINC

ZIPRASIDONE

ZIPRASIDONE HYDROCHLORIDE
ZOLMITRIPTAN

ZOLPIDEM

ZOLPIDEM TARTRATE
ZOPICLONE
ZUCLOPENTEIXOL DECANOATE

Excludes both optimized background therapy and anti-retroviral wedication.

PFIZER CCNFIDENTIAL In¢ludes Protocols:iA4001027, A4001028.

Date of Table Generation:

-

Page 23 of 23

maravircc BID Placebo
3 4 1
3 4 0
2 1 a
2 4 [}
1 ] 1]
1 1 i}
0 1] 1
E 3 3
g 22 10
2 4 2
1 Q 1]

300CT2006 {(0B:35}



Table 3.3.3.2

Maraviroe Summary of Clinical Safety

HIV/AIDS Drug Treatment Prior teo Start of Study Treatment
Phase 3 Treatment Experienced CCRS Tropic Studies

Page 1 of 2

maraviroc QD maraviree BID Flaceho

A-80987 o 0 1
ABACAVIR 284 287 142
ADEFOVIR 14 14 2
ALOVUDIRE 2 2 1}
AMDOXOVIR G 1 o
AMPRENARVIR 211 207 27
ATAZANAVIR 156 122 62
AXD 455 1 0 [}
BLINDED THERAPY 1 7 2
CAFRAVIRINE 3 2 o
DELRVIRDINE 54 48 27
DIDANOSINE 338 344 160
EFAVIRENZ 267 271 134
EMIVIRINE [} 1 o
EMTRICITABINE a5 a2 46
ENFUVIRTIDE 138 142 62
HYDROXYCARBAMIDE 44 47 16
INDINAVIR 267 258 127

ILow-doge Ritonavir is doses of 200mg BID and below.

Amprenavir and Fosamprenavir have bean combined and reported ae Amprenavir.

Salt forms have been reported under the name of the active druyg substance to which they correspond.

Fixed dose combinations have been slpit inte individual components.

FFIZER CONFIDENIIAL Includes Protocols:A4001027, A4001028. Date of Tablae Generation: 01NOV2006 {(04:12}



Table 3.3.3.2 Page 2 of 2
Maraviroc Summary of Clinical Safety

HIV/AIDS Drug Treatment Prior te Start of Study Treatment

Phase 3 Treatment Experienced CCRS Tropic Studies

Placebo

INVESTIGATIONAL DRUG 190 a 2
LAMIVUDINE 393 353 135
LOPINAVIR 257 aga 157
LOVIRIDE 3 2 2
NELFINAVIR 240 233 110
NEVIRAPINE 230 225 1i8
R-278474 0 1 0
RITOQHAVIR aTe ap4 138
RITONAVIR LOW-DOSE 1L 15 10
SAQUINAVIR 266 265 135
STAVUDINE 354 344 167
T-1249 1 1 0
TENOFOVIR a2z 320 171
TIPRANAVIR . 59 T4 a4
TMC-114 8 1 4
VICRIVIROC 1 Q 1]
ZALCITABINE 13¢6 111 63
ZIDOVUDINE 347 343 172

Low-dose Ritonavir is doses of 200mg BID and balow.

Amprenavir and Fosamprenavir have been combined and reported as Amprepnavir,

Salt forms have been reported under the name of the active drug substance to which they correspond.

Fixed dose combinations have been plpit into individual components.

PFIZER CONFIDENTIAL Includee Protocols:h4001027, A4001028. Date of Table Generation: O1HOV200& (04:12)



Table 3.3.3.3

Maraviroc Summary of Clinical Safety

Bummary of ARV Drug Treatment Experience Prior to Start of Study Treatment
Phase 3 Treatment Experienced CCR5 Tropic Studies

Page 1 of 1

maraviroc gD maraviroc BID Placebo
(H=414)* (R=426)* (H=209) *
Median Number of ARVs taken 11 11 11
Median Duration (years)} of ARVs 9.9 9.8 1¢.0
Minimum, Maximum Duration (years) of ARVe 0.1, 20.6 0.0, 35.1 1.1, 1%.2

* Thiz is the number of subjects in the treatment group in the indicated population.

ARVS are Antiretrovirale.

Different preferred terms count as one ARV.

Combination drugsg have been split into individual ARVs so each component drug contributes as one drug in the count of ARVs,
PFIZER CONFIDERTIAL Includes Protocols:A4001027, A4001028, Date of Table Generation: 300CT2006 (G9:51)



Table 3.3.3.4

Maraviroc Summary of Clinical safety

Summary of ARV Drug Treatment Experience Prior to start of study Treatment
Phase 2Zb Treatment Experienced Non-CCRS Tropic Studies

Page 1 of 1

maraviroc QD maraviroc BID Placebo
{N=63)* {N=61)* (H=62) *
Median Number of ARVs taken 1z 10 11
Median Duration (years) of ARVs 9.8 9.4 %.0
Minimum, Maximum Duration (years) of ARVs 1.3, 17.4 1.2, 21.3 1.2, 19.3

* This is the number eof subjects in the treatment group in the indicated population.

ARVs are Antiretrovirals.

Different preferred terms count as one ARV.

Combination drugs have basn split into individual ARVe so each component drug contributes as one drug in the count of ARVS.
PFIZER CONFIDENTIAL Includes Protocols:A4001029, Date of Takle Generation: 310CT2006 (06:18)



Table 3.3.3.5 Page 1 of 3
Maraviroc Summary of Clinical Safety

Non-Drug Treatment Brier te Start of Study Treatment

Phasa 3 Treatment Experienced CCRS Tropic Studies

INFECTIONS AND INFESTATIONS 1 {0.2) V] a
Catheter sepsis 1 o o
INVESTIGATIONS 10 {2.4) 5 (1.2} 1 (0.5)

Biopsy cervix ] [ 1
Chest X-ray 2 o 4]
Computerised tomogram 1 1 a
Computerised tomocgram abdomen 2 1 9
Computeriged tomogram therax 1 [ o
Electrocardiogram 1 [} 0
Blectrocardiocgram ambulatory 1 o Q
Exercise electrocardiogram 1 [ o
Nuclear magnetic resonance imaging 1 1 0
Nuclear magnetic resonance imaging abdominal 1 o o
Proctoscopy 2 1 o
Scan myocardial perfusion 1 [} ]
Ultrasound abdomen 1 [+] 0
Ultrasound scan 1 [+ Q
X-ray 1 [ 0
X-ray limb o 1 )
X-ray limb normal [+] 1 ]

Includes investigations and procedures.
PFIZER CCNFIDENTIAL Includes Protocols:A40G1027, A4001028. Date of Table Generation: 03NOV2006 {07:06)



Table 3.3.3.5
Maraviroc Summary of Clinical Safety

Prior to Start of Study Treatment
xperienced CCRS Tropic Studies

Non-Drug Treatment
Phagse 3 Treatment E:

maraviroc BID

maravirec QD

Page 2 of 3

Placebo

NEOPLASMS BENIGN,

AND POLYPS)

MALIGNANT AND UNSPECIFIED [INCL CYSTS

Basal cell carcinoma

SURGICAL AND MEDICAL PRCCEDURES

Acupuncture

Bladder catheterisation
Catheter removal

Central venous
Chiropractic

catheterisation

Cholecyatectomy

Continuous pos
Cryotherapy
EBar irrigation

itive airway pressure

Hasmorrhoid operation

Intervertebral

disc operation

Malignant tumour excision

Massage
Medical diet

Nutritional support

office vieit

Photodynamic therapy

Phototherapy

Paychotherapy
Includes investigat
PFIZER CONFIDENTIAL

ions and procedures.

Includes Protocols:A4001027, A4001028.

1 {0.2) ]

9 (2.2)

w

{z2.1)

OHDODHROKMHNODCONOKRHKHKOO
cCoOrMOMNODOHNOHRNOOOHROONO

Date of Table Generation:

7 (3.3)

HOOHOOHOHOOONOOO DO W

03NOV2006 (07:05)



Table 3.3.3.5 Page 3 of 3
Maraviroc Summary of Clinical Safaty

Nen-Drug Treatment Prior te Start of Study Treatment

Phase 3 Treatment Experienced CCR5 Tropic Studies

maravirec QD maraviroc BID Placebo

skin lesion excision
8kin necplasm excisicn
Therapeutic procedure
Wart excieien

Whole blood transfusion

Includes investigations and procedures.
PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03INOV2006 (07:06)



Table 3.4.1.1 Page 1 of 1
Maraviroe Summary of Clinical Safety

Treatment-Emergent Adverse Bvents (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Humber (%) of subjedcte;

Subjects evaluable for adverse events 1212

Humber of adverse events 5808

Subjects with adverse events 1054 (87.0)
Subjects with sarious adverse evente 169 (13.9}
Subjects with grade 3 adverse events 222  (18.3)
Subjects with grade 4 adverse events 112 (9.2}
Subjects discontinued due to adverse evente 56 (4.6}
Subjects with dogse reduced or temporary discontinuation due to adverse events 61 (5.0}

Includes data up to 7 days after last dose of study drug.

Except for the Number of Adverse Events subjects are counted only once per treatment in each row.

Serious Adverse Events - according to the investigator's assesement.

For the grade 3/grade 4 rows, if the wame subject in a given treatment had more than one occurrence in the same preferred term
event category, only the most severe [grade 4) occurrence is taken. If the same stbject had two different preferred term events,
one clapgified as grade 3, one as grade 4, they will be present in both rows.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedORA (v9.0) coding dictionary applied.

For protecol 1026 only the QD arm is included, Feor 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generaticn: Q1NOV2006 (0%:26)



Tabkle 3.4.1.2 Page 1 of 1
Maraviroc Summary of Clinical Safety

Treatmenk-Emergent Adverse Events by System Organ Class (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

maraviroc
n (%)
Number {%) of Subjects:
Evaluable for adverse events 1212
With adversa esvents 1054 {87.0}
Diescontinued due to adverse events 1 (4.6}

Humber {%) of Subjects with Adverse Events by System Organ Class:

Blood and lymphatic system discrders as (7.3}
Cardiac diasorders 25 (z.1)
Congenital, familial and genetic disorders 2 (0.2}
Ear and labyrinth discrders 44 (3.6}
Endocrine discrders 13 (1.1}
Eye digorders 101 (&.3)
Gastreointestinal disordere 585 (48.3)
General disorders and administraticn site

conditions 406 (33.5)
Hepatobiliary disorders az (z.6}
Immune system disorders 29 (2.4)
Infections and infeataticons gl (46.3)
Injury, peisoning and procedural complications 79 (6.5}
Investigations 207 (17.1)
Metabolism and nutriticn disoxders 144  (12.9)
Musculcoskeletal and connective tissue disorders 232 (19.1)
Keoplasms kenign, malignant and unspecified

(incl cysts and polyps} 60 (5.0}
Nervous system discrders 384 (31.7)
Pregnancy, puerperium and perinatal conditions 2 (0.2)
Psychiatric disorders 215 (17.7)
Renal and urinary digorders 92 (7.6)
Reproductive system and breast disorders 64 (5.3}
Regpiratoery, thoracic and mediastinal diseorders 265 (21.9)
Skin and subcutanecue tissue disorders 323 (26.7)
Seocial circumstances 4 (0.3)
surgical and medical procedures 21 1.7}
Vascular disorders 61 (5.0}

Subjects are only counted once par treatment for each row.

Includes data up to 7 days after last dose of study drug.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and cpen label treatwent are included.

PFIZER CONFIDENTIAL Includas Protocels:Ad4001026, A4001027, A4001028, A4001029. Date of Table Generation: OINOV2006 {G9:14}



Table 3.4.1.3 Page 1 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maravircc Therapy

Severity Grade+

N (%) 1 2 3 4

System Organ Claas and

MedDRA {v5.0) preferred term

BLOOD AND LYMPHATIC SYSTEM DISORDERS as (7.2) a3 26 15 14
Anaemia 40 (3.3) 15 1z [ §
Bone marrow failura 1 {D.1) ] 1 [+) L]
Coagulopathy 1 {0.1) 1 1] o 0
Fabrile neutropenia 1 (0.1} 0 1 [} 0
Haemclytic anaemia 1 (0.31) 2 Q o 1
Iron deficiency anaemia 1 (0.1} 1 [} [} 0
Leukeopenia 1 (0.1} 0 1 [+ 0
Lymph nexde pain 2 {0.2) 2 0 [} 0
Lymphadenitis 2 {0.2) 1 0 ] 1
Lymphadencpathy 21 (1.7) 14 7 [} i}
Neukropenia 21 {(1.7) 1 5 a ?
Pancytopenia 3 (0.2) 2 1 2 ]
Splenomegaly 1 (0.31) 0 [+] [¢] 1
Thrombocytopenia 1 (0.1) Q 1 [+ 0
CARDIAC DISORDERS 25 {2.1) 10 5 7 3
Acute myocardial infarction 1 (0.1) 9 [+ 1 L)
Angina pectoris 3 {D.2) 2 Q 1 0
Angina unstabla 2 (0.2) 1 0 1 0
Arrhythmia 1 {(0,1) 0 [+] [+] 1
Atrioventricular block first degree 3 {0.2) 3 0 [} L]
Bradycardia a (0.2) ] 3 [+] 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term eavent c¢ategory, only the most severe occurrence is taken,
Subjects are counted only once per treatment in sach vrow. For the TESS algorithw any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the sawme event in a given treatment for which severity was recorded.

In this cage, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades agtimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threataning.

MedDRA {v9.0) coding dictiohary applied.

For protecol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, R4001028, A4001029. Dats of Table Generation: O01NOV200€ {0%:16)



Table 3.4.1.3 pPage 2 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events

H {%) 1 2 3 4
System Organ Class and
MedDRA (v9.0) preferred Lerm
Cardiac failure acute 1 {c.1) a 0 Q kS
Corcnary artery disease 2 {Cc.2) (4] 1 1 Q
Coronary artery occlusicn 2 {C.2) [+ 1 1 4]
Myocardial infarction 2 {¢.2) [+ 4 1 b3
Myocardial ischaemia 2 {¢.2) 1 0 1 ]
Palpitations a {0.2) 3 0 o o
Pericardial effusion 1 {c.1) [ 0 1 [+]
Dringmetal angina 1 {0.1) o] 1 1] ]
Sinus bradycardia 1 (¢.1) 1 0 ] o
Tachycardia 3 (¢.2) 2 1 0 [}
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 {¢.2) 2 0 1] [s]
Gilbert’s syndrome 1 {0.1) 1 0 ] ]
Hydrocela 1 {o.1) 1 0

EAR AND LABYRINTH DISORDERS

'
"o
w
&
(7]
=
=
[
¥
o

Cerumen impaction 4 (0.3) 3 1 9 Q
Deafnass 2 (0.2) 2 [1] 1] Q
Ear congestion 2 (0.2) 1 1 [}] ]
Ear discomfort 2 c.2) 2 1 4] ]
Ear disordex 1 (0.1) 1 o aQ o
Ear haemerrhage 1 {0.1) 1 [ o a
Ear pain 9 (0.7) 6 3 o o
Hyperacusis 1 (0.1) 1 i3 Q o

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe cocurrence is taksn.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miesing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is sunmarized. Miesing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug. .

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-~threatening.

MedDRA (v5.0) coding dictiocnary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Goneration: O1ROV2006 {09:16)



Takle 3.4.1.3 Page 3 of 40
Maraviroc Summary of Clinical Safaty

Tneidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Humber of Subjects evaluabie for adverse events

N {%) 1 2 2 4

System Organ Class and

MedDRA (v9.0) preferred term

Motion sickness 2 {0.2) 1 1 o [+
otorrhoea 2 {0.2) 2 0 o [}
Tinnitus 7 {0.8) s 2 Q [+]
Tympanic mambrane hyperaemia 1 {0.1) 1 0 0 [+
Vertigo 12 {1.0) 8 2 2 4]
Vertigo positional i {0.1) 1 L] /] [}
ENDOCRINE DISORDERS 13 {1.1) [ 7 o [»}
Adrenal insufficiency 1 {0.1) 0 1 0 [¢]
Adrenal mass 1 {0,1) 1 9 o [
Basedow's disease 1 {0.1) 1 b [+ [+
Hypegonadism [ {0.5) 3 3 0o - ¢
Hypothyroidiem 4 {0.3) 1 3 0 ]
EYE DISORCERS 101 {8.3) T2 25 2 2
Amblyopia 1 {0.1}) 1 Q 0 [
Blepharitis 1 {0.1) 1 Q o [
Blindness unilateral 1 {0,1) 0 ] ] 1
Cataract 2 {0.2) 2 Q o o
Cataract subcapsular 1 {0.1) 1 ] Q [¢]
Conjunctival irritation 1 {0.1) 1 ] [+] [}
Conjunctivitie hE:) {1.8) 13 & 4] (]
Conjunctivitis allergic 1 {0.1} 1 ] 0 o
Dacryoadenitis acquired 1 (0.1} 1 o ] ]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which saverity was recorded.

In this case, the reported sevarity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v8.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label tregatment are includad.

PFILZER CONFIDENTIAL Includes Protccole:h4001026, A4001027, A4001028, A4001029. Date of Table Generation: 01NOV20Q06 {DB%:16)



Table 3.4.1.3 Page 4 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phage 2b/3 Studies All Maraviroe Therapy

System Grgan Class and
MadDRA (v2.0} preferred term

Diplopia 2 (0.2) 1 0 1 o
Dry eye 10 (0.8} & 4 0 o
Erythema of eyelid i (0.1} 1 4] 0 Q
Exophthalmos 1 {0.L) 1] 1] 1 [+]
Eye allergy 1 {0.1) a b3 0 L]
Eye disorder 1 {o.1} 1 1] 0 Q
Eya irritatien 10 {o.8) 10 0 0 0
Eye oedema 1 (0.1} 1 4] 0 [+]
Eya pain 7 (0.8} '3 1 0 0
Eye pruritus 3 (0.2} 3 [+ 0 o
Eyelid disorder 1 {0.1) 1 o 0 ]
Eyalid oedema 2 {0.2) 2 o 0 0
Eyelid ptosis 1 {0.1} 1 0 0 ]
Glaucoma 1 {0.1) 1} 1 0 [s]
Kerateconjunctivitis sicca 1 {o.1) 1 1] 0 0
Lacrimation inereased 3 {0.2) a 1] [i] 4]
Ccular hyperaemia 13 {0.5) s 1 0 0
Ocular icterus 5 {0.4} 3 2 0 ]
Photophobia 1 {0.1) 1 L] 0 [+]
Photopsia 2 {0.2) 1 1 0 Q
Presbyapia 2 {0.2) 2 o [i] 4]
Punctate keratitis 1 (0.1} 1 0 0 ]
Retinal detachment 2 {0.2}) ] 2 0 ]
Retinal tear 1 {0.1) a 1 0 a
Scleritis 1 {0.1) 1 o 0 0
Strabiswus 1 (0.1} 1 o 0 ]

* If the same subject in & given treatment had more than one occurrence in the same preferred term event catagory, only the most severs occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any wmiseing severities have been imputed as grade 4 unless the subject
exparienced another cccurrence of the same event in a given treatment for which severity was recorded.

In thig cage, the reported severity is summarized, Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate severity ag : Grade 1 = Mild, Grade 2 = Modarata, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v8.0} coding dictionary applied.

For protocol 1626 oply the OD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDERTIAL Includes Protocols:A4001026, A1001027, A4001028, A4001029. Date of Table Generation: OLNGV2006 (09:16)



Table 3.4.1.3 Page 5 of 40
Maraviroc Summary of ¢linical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities}

Phase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse evenis maraviroec (n=1212)

Severity drade+*

N (%) 1 2 3 4

System Organ Class and

MedDRA (v$.0} preferred term

Vigion blurred 13 (1.1} 10 3 0 o
Visual acuity reduced 4 (0.3} 2 1 1 Q
Wisual disturbance 7 (0.8} 4 2 0 1
Vitreous floaters 5 {0.4} 4 1 o o
Vitritis 1 {0.1) Q 1 0 4]
Xerophthalmia 1 (0.1} 1 0 0 0
GASTROINTESTINAL DISORDERS 585  (49.3) 1333 203 31 7

Abdominal discomfort 9 (0.7} 7 2 0 0
Abdominal distension ag {3.1) 30 7 1 [+]
Abdominal pain 60 {5.0} 33 22 5 o
Abdominal pain lower L3 (0.5} [ V) 0 Q
Abdominal pain upper 42 (3.58) 27 12 2 1
Abdominal tendernaess 4 (0.3} 3 3 0 o
Abnormal Eaeces 4 {0.3) 4 o [i] [+
Anal fissure 1 {0.1} a 1 0 0
anal figtula 1 {0.1) :] 1 0 ]
Anal haemorrhage 1 {0.1) a 1 1] 0
Anal ulcer 1 {a.1} 1 o 0 0
Ancgenital dysplasia 1 {o.1) a 1 0 L]
Anorectal discrder 1 (0.1} 1 0 0 Q
Aphthous stomatitis 17 {1.4) 12 5 0 0
Agcites 2 {0.2) a (1] 1 1
Bowel sounds abnormal 1 {0.1) 1 o 0 Q
Chapped lips 1 {0.1) 1 0 0 4]

* If the same subject in a given treatment had more than one occurrence in the sams preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any misesing severities have been imputed azs grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACTG grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied,

For protocel 1026 oply the QD arm is included. For 1027 and 1028 both blinded and open label treatmant ara included.

PFIZER CONFIDENTIAL Includes Protocols:R4001026, A4001027, A4001028, A4001029. Date of Table Generation: Q1NOV2006 (09:16)



Table 3.4.1.3 Page 6 of 40
Maraviroe Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

FPhase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events maraviroc | 212)

System Organ Clags and
MedDRA (v2.0} preferred term

Cheilitis 3 (0.2} a [+] 9 Q
Colitie 1 (0.1} 1 [+] ] 1]
Constipation [38 (5.0} 44 14 3 1}
Diarrhoea 239  (19.7} 142 87 7 2
piarrhoea haesmorrhagic 1 (0.1} i} o 0 1
Diverticulum intestinal haemorrhagic 1 (0.1} [+] 4] Q 1
Dry mouth 16 (1.3} 12 3 0 1]
Dyepepsia 33 {z.7} 23 10 L] 1]
Dysphagia & {0.5} 2 2 1 1
Enteritis 3 (0.2} 1 2 0 ]
Epigastric discomfort 1 {0.1} 1 <] Q 1]
Eructation 4 (0.3} 3 1 ] ]
Faecal incontinence 1 (0.1} o 1 0 o
Faecas discoleured 2 (0.2) Q 2 0 0
Faeces pale 2 {0.2) 2 o 0 [}
Flatulence 38 (3.1} 31 7 L] 0
Food poisoning 3 (0.2} 1 2 0 0
Gastritis 12 {1.0} 7 s 1] ]
Gastrointestinal disorder 1 {0.1) 1} 1 0 Q
Gastrointestinal pain 1 {o.1) 1 1] 0 ]
Gaptrooesophageal reflux disceaee 14 {1.2) 1z 2 0 Q
Gingival bleading 1 {0.1) 1 0 0 4]
Gingival pain 2 {0.2) 1 1 0 9
Gingivitis 9 {0.7) 6 3 0 [s]
Gingivitis uleerative 1 {0.1) 1 o [ o
Glossikis 1 {0.1) 1 Q 0 Q

* If the same subject in a given treatment had more than cne occurrence in the same preferred term event category, only the mest severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unlese the subject
experienced ancther cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grades 1.

Includes data up to 7 days after lagt dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v3.0} coding dictionary applied.

For proteccel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, RA4001028, A4001029. Date of Table Genaration: OLNOV2006 {09:16)



Table 2.4.1.3 Page 7 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {(Al) Cauzalities)

Phase 2b/3 Studies All Maravircc Therapy

Number of Subjects evaluable for adverse events maraviroc (n=1212)

Severity Grade*

N (%) 1 2 3 4
System Organ Clasa and
MadDRA {v9.0)} preferred term

Glessodynia 2 {0.2) 1 1 4] 0
Haematochezia 3 {D.5) 4 1 1 0
Haemorrhoida 14 (1.2} 8 ] [+] [t}
Hiatus hernia 2 {0.2) 2 0 ] 0
Hypcaegthesgia oral 6 {0,5) 5 1 [+ 0
Intestinal mass 1 {0.1) 0 1 [} 0
Intestinal spasm 1 {0.1}) 1 ] [} 0
Leukoplakia oral 1 {0.1} 1 Q Q [}
Lip blister 1 (0.1} 1 0 [4] 0
Mouth ulceration 0 (0.8} 8 2 ] 0
Nausea 217 (17.%3) 153 53 10 1
odynophagia 2 {0.2} 0 1 L] 1
Oescphagitis 1 {D.1) 1 0 o 1]
Oral mucosal blistering 1 {0.1) 1] 1 ] Q
Oral pain 1 {0.1} 1] 1 4] 1]
Oral soft tissue disorder 4 {0.3) 4 Q o 0
Painful defaecation 1 {0.1}) 1 Q o 0
Panereatitis 2 {0.2) 1 1 Q [1]
Paraesthesia oral 8 {0.7} 8 a o 0
Parctid duct obstruction 1 {0.1) 0 1 4] (]
Parctid gland enlargement 2 {0.2) 1 1 ] 1]
Proctalgia 4 {0.3) 3 1 [+] [}
Rectal haemorrhage 5 {0.4) 2 3 [/} [}
Rectal ulcexr 2 {0.2) 0 L] 1 1
Regurgitation of focd 1 {0.1) 1 Q ] [
Retching 1 {0.1}) 1 Q [} [}

* If the same subject in a given treatment had more than one @ccurrepse in tha same preferred term event category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row, For the TESS algerithm any miseing severities have been imputed as grade 4 unlese the subject
experienced another cccurrence of the same avent in a given traatment for which severity was recorded,

In this cage, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up te 7 days after last dese of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRR (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includer Protocols:A4001026, A4001027, A4001028, h4001029. Date of Table Generation: O01NOVZO06 {(05:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities}

Phase 2b/3 Studies All Maraviroc Therapy

N (%) 1 2 3 4
System Organ Class and
MedDRA {(v9.0) preferred tarm
Salivary gland mucoccosle 1 {0.1) L] 1 ] Y]
Salivary hypersecretion 1 (9.1} Q 1 [ Q
Sensitivity of teeth 2 {0.2) 2 i} 0 Q
Small intestinal cbstructicn 1 {o.1) o 0 1 Q
Stomach diacomfort 4 {0.3) 4 0 1] 0
Stomatitis 2 (0.2) 2 o ] 0
Tongue disorder 2 {0.2) 2 o [ 0
Tengue ulceration 2 {0.2) 2 [} (] a
Tooth discrder 1 {o.1) 1 [s] [\ Q
Teoothache 8 {0.7) 2 5 1 )
Unbilical hernia 2 {io.2) 2 0 [ 0
Varices ocesophageal 1 {o.1) ] 0 0 1
Vomiting 103 (8.58) [3:] 26 7 1
GENERAL DISORDERS AND ADMINISTRATION SITE

Adverse drug reaction 2 {0.2) Q 1 1 ]
Asthenia 37 (3.1 18 11 7 1
Axillary pain 2 {0.2) 2 Q [} Q
Chest discomfort 4 (0.3} 4 ] o Q
Chest pain 20 (1.7} 6 6 6 2
Chills 13 (1.1) 11 1 1 4]
Condition aggravated 1 (0.1} 1 Q 4] 0
Cyst 1 (0-1) 1 Q [ Q
Druy intolerance 1 {0.1) 1 i} [1] [4]

* If the same subject in a given treatment had more than cne cccurrence in the same preferred term event category, only the most mevere occurrence is taken.
Subjects are counted cnly once per treatwent in gach row. Fer the TESS algorithm any missing severities have been imputed as grads 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this caese, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : QGrade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, drade 4 = Life-threatening.

MedDRA {v5.0) coding dicticnary applied.

For protocol 1026 only the QD arm is included. For 1627 and 1028 both blinded and cpen label treatment are included.

PFIZER CONFIDENTIAL Inciudes Protocola:Ad001026, A4001027, A40CLO28, A4001029. Date of Table Generation: O0LNGV2006 {(02:16)




Table 3.4.1.3 Page & of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 2b/3 Studies All Maraviroc Therapy

maravires¢ (n=1212)

Severity drade+
N %) 1 2 3 4

Syastem Organ Class and
MedDRA (v9.0) preferred term

Facial pain 1 (0.1) 1 o 0 Q
Fat tiszsue increased 8 (0.7} 5 3 Q a
Fatigue 148 (12.2} 87 43 a a
Feeling abnormal 2 (0.2} 2 [} ] a
Feeling cold 1 (0.1} i} 1 Q 0
Feeling drunk 1 (0.1} 1 ] Q 1}
Feeling hot 4 (0.3} 4 [+ o 1]
Gait disturbance 1 (0.1} 1 [+ Q 0
General physical health deterioration 1 (0.1} o 1 0 o
Generalised cedema 1 (0.1} 1 [+] Q Q
Hernia pain 1 (0.1} 1 [} [} 0
Hunger 1 (0.1} 1 [s] [s] a
Hyperthermia 1 (0.1} 0 1 Q o
Hypothermia 1 (0.1} 1 [+] a a
Impaired healing 1 (0.1} 1 o o 0
Induration 4 (0.3} 2 2 0 a
Inflammation 4 (0.3} 3 2 0 0
Influenza like illnesa 10 (0.8} 7 3 ] i}
Infusion site reaction 1 (0.1} 1 ] 9 Q
Injection site erythema L] (0.5} Zz 4 a 0
Injection gite haemorrhage 1 (0.1} 0 1 0 a
Injection site induration 8 (0.7} 3 2 0 ']
Injection site mase 1 (0.1} 1 [+] Q a
Injection gite nodule b} {0.7} 7 2 b o
Injection site pain [ (0.5} 4 1 1 0
Injection site reacticn 79 (6.5} 57 20 2 1]

* If the pame subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In thig case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grada 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

For protocol 1026 only the QD arm is includad. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDEWNTIAL Includes Protocols:A4001026, A4001027, A4001028, A400102%. Date of Table Generation: 01NOV2006 (09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities}

Phase 2b/3 Studies All Maraviroc Therapy

N (%) 1 3 2 4
System Crgan Clase and

MedDRA (v9.0}) preferred term
Injection eite swelling 2 (0.2} 0 2 0 0
Injection site urticaria 2 {0.2) 2 o 0 Q
Irritability 5 {0.4) 4 1 ] 4]
Local swelling 1 0.1} 1 o 0 ]
Malaise 11 {0.2) 7 3 1 0
Mass 1 {o.1) 1] 1] 1] 1
Nodula 3 {0.2) E] o 0 0
Qedema peripheral 27 (2.2) 20 3 1 0
Pain 17 {1.4) 12 s ] 0
Pitting ocedema kY {o.1) 1 0 0 o
Pyrexia 104 {8.6) €2 26 11 5
Thirst 2 {0.2) 1 1 i} 0
Upper extremity mass 1 {a.1) 1 o 0 Q
HEPATOBILIARY DISORDERS az {2.6) 14 4 8 &
Cholecystitie 1 ic.L) Q 0 1 ]
cholecyetitis acute 1 {0.1} Q 0 1 0
Cholelithiasis 4 {0.3) 1 3 1] aQ
Hepatic cirrhosis 2 {0.2) a 0 1 1
Hepatic failure 1 (0.1) Q ] 1] i
Hepatitis toxic 1 {0.1) o 0 13 1
Hepatomegaly 4 (0.3} 3 1 ] 0
Hepatecaplenomegaly 3 {0.2) 3 0 0 4]
Hyperbilirubinaemia 7 (0.6} ] o s 2
Jaundice 8 (0.7} 8 [+] 4] Q

* If the same pubject in a given treatment had wore than one ¢ecurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted conly once per treatment in each row, For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancother occurrence of the same event in a given treatmant for which severity was recorded,

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1023 both blinded and open label treatment ara included.

PFIZER CONFIDENTIAL Includes Protocols:AR4001026, A4001627, RA4001028, A4001029. Date of Table Generation: OQINOV2006 (09:16)
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Maraviroe Summary of Clinical Safaty

Incidence and Severity of Treatment-EBEmergent Adverse Events (All Causalities)

Phase 2b/3 SBtudies All Maravircc Tharapy

Humber of Subjects evaluable for adverse evente maraviroc {n=1212)

Severity Grade+*

L3 (%} 1 2 3 4
System Organ Class and

MedDRA {v9.0) preferred term
Jaundice cholestatic 1 (0.1) bi] 0 [ 1
Liver tenderness 1 (0.1) 1 ] o 0
portal vein thrombosis 1 {D.1) 0 1
IMMUNE SYSTEM DISORDERS 29 (2.4) 16 5 1] 1
Allergy to arthroped bita 1 (0.1) 1 0 [ a
Antiphospholipid syndrome 1 {D.1) 0 1 [+ 0
Druyg hypersensitivity 6 (0.5) 2 3 3 0
Food allergy 1 (0.1) 1 o [ 0
Hypersensitivity a (0.2) 0 0 2 1
Immune recenstitution syndrome 2 (0.2) 1 4] 1 Q
Multiple allergies 2 (0.2) 2 a o Q
Seasaonal ailergy 13 (1.1) 11 2 [ i)
INFECTIONS AND INFESTATIONS 561 {46.3) 260 239 34 28
AIDS encephalopathy 1 (0.,1) o 1 [+ 0
Abdominal wall abscess 1 (0.1) L] o [ 1
Abscess 3 (0.2) 1 2 [} 0
Abgcens limb 1 {D.1) 1 4] [+] Q
Absgcess of eyelid 1 (0.1) o 1 [ Q
Acaredermatitis 2 (0.2) 0 2 [+ 0
Acquired immuncdeficiency syndrome 1 {0.1) [1} o ] 1
Acute sinugitis 3 (0.2) 2 1 [} 0
Acute tonsillitis 1 {0.1) 1 0 [ Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any misaing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this caee, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG gradesz estimate severity as : Grade 1 = Mild, Grade 2 = Mecderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v2.0) coding dicticnary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1023 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocels:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: 0INOV2006 (09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 2bf3 Studies All Maravirec Therapy

Number of Subjects evaluable for adverse events maraviroc (n=1212}

N {%) 1 2 3 4

System Organ (Class and
MadDRA (v9.0)} preferred term

Amcebic colitis 1 {0.1) 0 1 o ¢
Anal chlamydia infection T {0.1) 0 1 o [+
Appendicitis i {0.1) Q 0 1 o
Aspergillosis 2 {0.2) 1] 1 0 1
Bacteraemia 1 {0.1) [1] 1 Q (]
Balanitis candida 1 {0.1} 1 Q 0 4]
Blister infected 2 {0.2) 2 L] ] °
Body tinea 4 {0.4) 3 2 o [}
Bronchitis -1:3 {4.8) 30 28 o ]
Bronchitis acute 7 {0.86) s 2 0 4
Bronchitis bacterial 2 {0.2) 1 1 0 4]
Bronchitis chronic 3 {0.1) 1] 1 0 [}
Bronchopneumaonia 1 {0.1) 1] 0 i) 1
Campylebacter infection 2 {0.2) 1 0 1 [+
Candidiasis 13 {1.1) K 3 o -]
Carbuncle 2 {0.2) 1 1 ] [+
Cavernous sinus thrombosis 1 {0.1) [ 0 0 1
Cellulitis 1s {1.3) 5 8 z 1
Cellulitis orbital 1 {0.1) 1] 1 o [+]
Cervicitis b3 {0.1) 1 ] o [
Chest wall abscess 1 {0.1) Q 1 1} o
Chrenic sinusitis 1 {0.1} 1 o o [+]
Clostridium difficile colitis 1 {0.1) a 0 1 ]
Condylena acuminatum 26 {2.1) 17 7 h 1
Cystitis 4 {0.3}) 2 2 1] [+
Cytemegalovirus chorioretinitis 3 {0.2) (1] 1 3 [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term avant category, only the mogt gevers occurrencs is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of tho same event in a given treatment for which severity was reccrdad.

In this case, the reported severity is summarized. Missing baseline geverities are imputed as grade 1.

Includes data up to 7 days after last deosze of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA ([v9,0) coding dictionary applied.

For protocel 1026 only the QD arm is included. For 1027 and 1028 beoth blinded and cpen label treatment are included. :

PFIZER CONFIDERTIAL Includes Protocols:A4001026, A4001027, A4001028, A40010239. Date of Table Generation: O01HOV2006 {09:1%5)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Bvents {All Causalitiea)

Phage 2b/3 Studies All Maraviroc Therapy

N {%) 1 2 a 4
System Organ Class and
MedDRA (v9.0) preferred term

Cytomegalovirus gastrointestinal infeckion 1 {¢.1) [ 1 ] [+
Cytemegalovirus inEectieon 1 {0.1) [1] 1 ] [
Disaeminated tuberculosis 1 {0.1) 0 0 0 1
Ear infection B {0.7) 3 5 1 [+]
Endocarditis 1 {0.1) 0 0 o 1
Exysipelas 1 {G.1) [} 1 0 o
Eye infection 3 {0.2) 2 1 o [+]
Eyelid infection 3 {G.2) 1 -] [} ]
Folliculitis 29 i2.4) 18 11 1} [+]
Fungal infection 2 {0.2) 1 1 o i
Fungal rash 1 {G.1) 1 [1] 0 [+
Fungal skin infaction 8 {0.7) 7 1 0 [+]
Furuncle 4 {G.3) 2 2 0 ]
Qangrene 1 {0.1) 1] 1 1] [+
Gastric infection 1 {0.1) 1] 1 :] [
Gastritis viral 1 {0.1) 1 ] 1] o
Gastroenteritis 13 {1.1) 4 7 2 [+]
Gastroenteritis bacterial 1 {0.1) 1} 1 o o
Gastroenteritis wiral 8 {0.7) [ 1 1 [¢]
Gastrointestinal infection 2 {0.2) 1 1 o [+]
Genitourinary tract infection 1 {0.1) 0 L] 1] 1
diardiasis 3 {0.2) [} 3 0 [
Gingival infection 1 {0.1) 1 0 o [+
Goncrrhoea 3 {0.2) 1 2 i} [+]
HIV infaction 1 {0.1) 0 ) [} 1
HIV wasting syndrote 1 {0.1) Q 1 i} [+]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only ence per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of tha same event in a given treatment for which severity was recorded.

In this cage, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug.

ACTC grades sstimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For pretogel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4Q01026, A4001027, A4001028, R40GD1029. Date of Table Generation: 01HOV2006 {09:16)
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Maraviros Summary of Clinical Safety

Incidence and Severity of Treatwent-Emergent Adverse Evente {All Causalities}

Pnase 2b/3 Studias All Maraviroc Therapy

Humber of Subjects evaluable for adverse events maraviroc (n=1212}

N {%) 1 2 3 4

System Organ Clase and
MedDRA {v9.0) prefarred tarm

Halicobacter gastritis {o.1)

Helicobacter infection {0.1)

Hepatitis C {a.4)

Herpes simplex 5 {4.3) 3 1

Herpes virus infection {0.7)

Herpes zoster 1 {1.3) 1

Histoplasmoria {0.1)

Hordeclum {0.2) .
Human ehrlichiceis (0.1}

Impetigo {0.1)

Incision site infection
Infected sebaceous cyst
Infective myositis
Influenza

b
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Injection site abscess (0.2)
Injection site infection (0.2)
Klebsiella sepsis [0.1)
Laryngitis {0.1)
Laryngopharyngitis {0.1)
Lice infestaticn (0.1}
Lebar pneumonia 10.2)
Lecaliped infection (0.3)
Lowar respiratery tract infection (0.7}
Lymph gland infection (0.1)
Lymphangitis (0.2)
Malaria {0.1)

1 OC OO0 CCOFPOOOROCOCDOCO0DOO0O0

* 1f the same pubject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Miseing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Crade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, 8rade 4 = Life-threatening.

MedDRA (v%.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 10258 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includas Protocols:R4001026, A4001027, RA4001028, A4001029. Date of Table Generation: OLNGV2006 {0%:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Rdverse Events (All Causalities)

Phase 2b/3 Studies All Maravircc Therapy

System Organ Class and
MedDRA (v9.0) preferred term

Perianal abscess
Perirectal abscess

Maotitie 1 {0.1) i} 1 0 Q
Meningitis wviral 2 {0.2}) q 1 0 1
Holluseum contagioaum 4 {0.3) 4 [\] 0 [s]
Mycobacterial infecticon 1 {0.1) o 0 1 0
Mycobacterium avium complex infaection 4 {0.3) a 2z 1 1
Mycoplasma infection 1 {0.1) Q 0 1 Q
Hail bed infection 1 {0.L) Q 1 0 Q
Hail candida 1 {o.1) 1 1] 0 0
Nasopharyngitis 79 {5.5) 53 20 0 0
Neurosyphilis 1 {0.1) a 1 0 ]
Dasophageal candidiasis 17 {1.4) 2 g 1 5
Onychomycosie 11 {0.9) € 5 0 0
Oral candidiasis 29 {2.4) 17 11 1 0
Oral fungal infectien 2 {0.2) 0 z 1] 0
Oral hairy leukoplakia 1 {0.1) 1 0 0 ]
oral infeection 1 (0.1} Q 1 0 0
Oropharyngeal candidiasis 2 {0.2} 2 o 0 ]
Oateomyelitis 1 (0.1) a 1 [1] ]
otitis externa 3 {0.2) a ] 0 L]
otitis media 9 {0.7) s a 0 Q
Papilloma viral infection 3 {0.2} 3 o 0 Q
Parainfluenzae virus infection 1 {0.1) 1 0 0 0
Paronychia 1 {0.1) 0 1 0 0
Parotitia 1 (0.1) [i] 1 0 [+]

1 Q 1 0 Q

1 1] 1 0 Q

* If the same subjact in a given treatment had more than one occuryence in the same preferred term event category, only the most severe occurrence iz taken.
Subjects are counted only once per treatment in each row, For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline sgeverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threateniny.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocole:A4001026, A4001027, R4001028, A400L029. Date of Table Generation: O1NOV2006 {0%:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse avents maraviroc {n=1212})

Severity Grade*

H (%} 1 2 3 4
System Organ Class and
MedDRR {v%.0) preferred term

Pertussis 1 (0.1) 1 [+ [ Q
Pharyngeal candidiasis 1 (0.1) 1 [+] o] Q
Pharyngitis 14 {1.2) 6 7 1 a
Pharyngotonsgillitise 1 {0.1) 1 [*] [+] 0
Bneumococcal sepsis 1 (D.1) 0 Q 1 Q
Pneumocystis jiroveci pneumeonia 7 {0.8) 0 2 1 4
Pneumonia 20 (1.7) 2 10 3 5
Pneunenia bacterial 3 {0.2]) 1 1 o] 1
Postoperative wound infecticn 2 (0.2) 1 1 [+] Q
Proctitis herpes 1 (0.1) 1 a ] kil
Progresaive multifocal leukoencephalopathy 1 {0.1) ] 0 1 a
Pulmonary tuberculosis 1 (0.1) o o 1 0
Pyelonephritis 4 {D.3) 1 2 1 Q
Ragh pusgtular 3 (0.2) 2 1 [+] 0
Rectal abscass 1 {0.1) 0 0 1 L]
Respiratory moniliaszis 1 {D.1) 0 1 ] i)
Respiratory tract infection L) (0.7 6 3 [+] 0
Rhinitis 15 {1.2) 10 5 [+] 0
Secondary syphilis 1 (0.1) 0 [+] 1 0
Septic shock 1 (0.1) 0 0 ] 1
Sexual transmission of infectien 1 (0.1} 1 0 o 0
Sinobronchitis 1 (0.1} 0 1 [+ 0
Sinupitis 46 {3.8) 21 22 2 1
gkin bactexrial infectien 2 {(D.2) 0 2 o 0
8kin infection 1 (0.1} 0 o 1 0
Staphylococcal abscess 3 (0.2} 2 [+] 1 0

* If the same subject in a given treatment had more than one occurrence in the game preferred Lerm event category, only the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is pummarized. Missing baseline meverities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-thraatening.

MedDRA {v9.0) coding dictionary applied.

For protecol 1026 only the QD arm is included. For 1027 and 1028 koth blinded and open label treatment are included.

PFIZER CONFIDERTIAL Includes Protccole:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: 01IROV2Z006 (02:16)



Table 3.4.1.3 Page 17 of 40
Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Bmergent Adversme Events (All Causalities)

Phase 2Zk/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events

N (%) 1 2 3 4
System Organ Clasgs and

MedDRA (v39.0) preferred term
Staphylococcal infection 9 {c.7) 4 5 ] 4]
Streptococeal infection 1 (e.1) [} 1 o [}
Subcutaneous abscess 7 (0.6) 1 3 0 4]
Sycogis barbae 1 {0.1) 1 ¢ a o
Syphilis 5 (0.4) 2 a [4] o
Tinea cruris 7 (0.6) 5 2 o o
Tinea infection 1 (o.1) 1 [ o [+]
Tinea pedis &8 .7 5 3 ] ]
Tinea versicolour 1 (¢.1) 1 [ 1] [+]
Tongillitis 2 {0.2) 2 [ ] [+]
Tooth abscessa a4 (0.3) 2 1 1 Q
Tooth infection -] {0.2) 1 1 0 [+]
Upper respiratory tract infection 108 (8.9) &7 40 1 o
Urethritis 1 (0.1) [+] 1 1] ]
Urethritis gonocoeeal 1 (0.1) 1 [ o [}
Urinary tract infection 14 (r.2) 8 s 1 o
vaginal candidiasis 3 (0.2) 3 3 0 [s]
Vaginitis bacterial 1 (0.1) o 1 a o
viral infection 4 (0.3) 2 2 [+] Q
Viral upper respiratory tract infection 8 (e.7) 7 1 1] [+]
Vulvitis 1 (0.1) o 1 [ [+
Vulvovaginal mycetic infection 1 (0.1) o 1 1] ]
Wound infaction 1 (o.1) 1 o 0 Q
INJURY, POISONING AND PROCEDRURAL COMPLICATIONS 78 (6.5) 41 31 7 Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event categery, only the most severe occurrence is takea.
Subjacts are ceunted only once per treatment in each rew. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v5.0) coding dictiecnaxry applied.

For protocel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Gensration: OlNOV2006 {09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studias All Maraviroc Therapy

Humber of Subjects evaluable for adverse events maraviroc (n=1212}

Severity Grade*
N i%) 1 2 3 4

System QOrgan Clase and
MedDRA (v3.0) preferred term

Animal bite 1 {0.1) 1 ] (] Q
Ankle fracture 2 (0.2} ] 1 1 0
Arthropod bite 2 (0.2) 2 [1] o Q
Back injury 3 (0.2} 0 3 4] 0
Bite 1 (0.1) ] 1 [ Q
Burns first degree 1 {0.1) 1 ] 1] ]
Burns gsecend degrea 1 (0.31) Q 1 [ 0
Cenktusion 7 (0.6) 5 1 [ ]
Corneal abrasion 1 (0.2) Q 1 [+ Q
Ear injury 1 (0.1) 1 o o 0
Epicondylitis 4 {0.3) 3 1 1] a
Excoriation 1 (0.1) Q 1 o Q
Facial hones fracture 1 (0.1) 0 a 1 a
Fall 5 (0.4) 2 2 1 i)
Foot fracture [ ({0.5) 1 4 1 Q
Hand fracture 2 (0.2) 2 [+] [¢] Q
Heat exhaustion 1 (0.1) ] o 1 ]
Heat atrcke 1 (0.1 1 ] [ Q
Humeruas fracture 1 (0.1} Q 1 o 0
Joint injury 2 (0.2) 1 1 [ 0
Joint sprain 7 {0.6) 5 2 ] 0
Laceration 1 (0.1) [} 1 [+] L]
Limb injury 1 (0.1} 0 1 [} L]
Muscle injury -3 {D.2) 2 a o 0
Muscle strain 2 {0.2) 1 1 [ 9
Neck injury 1 (D.1) ] 1 [ 0

* If the same subject in a given treatment had more than ons occurrence in the same preferred term avent category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each xrow. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Migsing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

For protocol 1026 conly the QD arm is ineluded. For 1027 and 1028 both blinded and open label Lreatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Ganeration: 01NOV2006 (09:16)
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Maraviroe Summary of Clinical $afety

Incidence and Severity of Treatment-EBmergent Rdverse Events (All Causalities)
Phase 2b/3 Studias All Maraviroc Therapy

n £ 3] 1 2 3 4
System Organ Class and

MedDRE {v9.C¢) preferred term
Open weund 1 {0.1) 1 9 o 0
Post procedural complicatieon 1 (0.1) 0 1 [ 0
Post-traumatic pain 2 (0.2} 1 1 [} 2
Procedural pain 3 {0.2) 1 1 1 0
Ragdiation skin injury 1 (D.1) L] 1 [ ]
Rik fracture [ {D.5) 2 3 1 0
Self mutilation 1 (0.1) 0 1 [} 0
Skeletal injury 1 {0.1} 1 0 o] 0
gkin laceration 7 {0.6) 5 1 1 a
Sternal fracture 1 (0.1) o 0 1 L]
Stress fracture 2 {0.2) 1 1 o 0
Sunburn 1 {(0.1) 1 0 ] L]
Venom poisening 1 {D.1} 1 Q o 0
¥Whiplash injury 1 {0.1) 0 1 o 0
Round 1 (0.1} 1 Q [+ 0
INVESTIGATIONS 207 (17.1) J0 59 49 29
Alanine aminotransferase increased 27 (2.2} 1 10 11 5
Aspartate aminotransferase 1 (0.1} 0 [+] Q 1
Aspartate aminotransferase ilncreased 32 (2.6} 2 1z 13 5
Aspiration biopsy 1 {0.1) 0 1 0 a
Aspiration bursa 1 {0.1} 0 1 o 0
Bacteria stool identified 1 {0.1) 0 1 o 0
Blasgt cells present 1 {0.1} 1 Q [+ 0
Bleeding time prolonged 1 {0.1}) 1 ] [+ 1]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities ara imputed as grade 1.

Includes data up to 7 days after last dose of study druyg.

ACTG grades astimate severity as ; Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-throatening.

MedDRR (v9.0) ocoding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 koth blinded and open label treatment are included.

PFIZER CONFIDERTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029, Date of Table Generation: O01NOV2006 (DD:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

H (%) 1 2 3 4

System Organ Class and
MadDRA (v9.0} preferred term

Blecd alkaline phosphatase increased 2 {0.2) 1 Q b [}
Blocd amylase 2 {0.2) 0 b 1 1
Blced amylase increased 7 {0.8) 1 2 3 1
Bloed bilirubin 1 {0.1) 0 2 1 [
Bleed bilirubin dipcreased 12 {1.0) 2 5 4 1
Bleood cholestercl increased 4 {0.3) 1 3 o [}
Blood creatine increased 2 {0.2) 0 2 0o [
Blood creatine phosphokinase increased 18 {1.3) s 5 3 3
Blood creatinine increased 12 {1.0) 7 4 1 [
Bleed glucose 1 {0.1) 0 Q 1 1]
Blced glucese increased 7 {0.8) 4 1 2 ¢
Blood iron decreased 1 {0.1) [t} 1 0 [}
Bleood lactate dehydrogenase increased 5 {0.4) 1 3 o 1
Blocd magnesium decreased 1 {0.1) Q 1 o c
Blood patassium decreased 2 {0.2) 2 Q o ¢
Bloed potassium increased 1 {0.1) 0 1 o [}
Bloed pressure increaged 5 {0.4} 3 1 i o
Blood sodium increased 1 {0.1) 1 bl [} [}
Blocd testostercne decreased 1 {0.1) 0 1 0 [}
Blood triglycerides abnormal i {0.1) 0 0 ] 1
Bloed triglycerides increased h1-3 {1.2) 3 6 4 2
Blocd urea increased 4 {0.3) 2 2 0 1]
Bleod uric acid increased 2 {0.2) 1 1 ] [
Blood urine present 1 {0.1) 1 Q ] 4]
Body temperature 1 {0.1) 1 b o 4
Body temperature increased 3 {0.2) 2 1 0 ]

* If the same subject in a8 given treatment had more than one occurrence in the same preferred term event category, only the most severs accurrsnce is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized, Missing baseline severities are imputed as grade 1.

Ineludes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grads 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. Fex 1027 and 1028 both blinded and open label treatmant are included.

PFIZER CONFIDENTIAL Includss Protocols:A4001026, A4001027, A4001025, A4001029. Date of Table Generation: O01NOVZ006 {0%:16)



Table 31.4.1.3 pPage 21 of 40
Maraviroo Summary of Clinical safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Bhage 2b/3 Studies All Maraviro: Therapy

N (%) 1 2 3 4

Syatem Organ Claes and
MedDRA (v%,0) preferred term

Breath sounds abpormal 1 (0.1} 1 [+ 0 ]
Cardiac murmur 1 (0.1} =} 1 b o
Creatinine renal clearance decreaged 1 (0.1} o 1 0 0
Crystal urine 1 (0.1} 1 ] aQ ']
cytomegalovirus antibedy positive 1 (0.1} 1 o Q [}
Electrocardicgram QT prolonged 1 (0.1} 4] 1 [ o
Electrecardicgram abnormal 1 {0.1} 1 [+] 0 0
Gamma-glutamyltransferase 2 (0.2} o o 2 [+]
Gamma-glutamyltransferase increased 17 (1.4} 1 3 5 8
Haematocrit decreased 3 (0.2} a ] 0 Q
Haemeglobin decreased 4 (0.3} 3 o 1 0
Heart rate increasged 4 (0.3} 4 [} 0 0
Hepatic enzyme increased 5 (0.4} 1 2 2 a
International normalised ratie increased 1 (0.1} o [+] 1 0
Investigation 1 {0.1} 0 1 0 0
Lipase 1 (0.1} 1} ] 1 a
Lipase increasad 6 (0.5} 1 ] 3 2
Lipids increased 1 (0.1} o 1 ] 1]
Liver functien test abnormal 5 (0.4} 1 o 3 1
Neutrophil count abnormal 1 (0.1} o 4] 0 1
Neutrophil count decreased 3 (0.2} 1 o 1 1
Neutrophil ceunt increased . 4 (0.3} 0 [} 2 2
Neutrophil hypersegmented morpholegy present 1 (0.1} 1 o Q 0
Huclear magnebic resonance imaging brain 1 (0.1} o o 0 1
Platelet count decreaged 1 (0.1} 0 1 ] Q
Prostate examination abnormal 2 (0.2} 1 1 Q 0

* If the same subject in a given treatment had more than one occurrence in the same praferred term event category, only the most sevare occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS aigorithm any missing severities have been imputed ag grade 4 unlese the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug,

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. Fer 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocole:R4001026, A4001027, A4001028, A400102%. Date of Table Generation: O01NOV2006 (03:16)



Table 2.4.1.3 Page 22 of 40
Maraviroc Summary of ¢linical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 2b/3 sStudies All Maravircc Therapy

N (%) 1 2 3 4

System Organ Class and
MadDRA {v5.0) preferred term

Prostatic specific antigen increased 1 (0.1} 0 1 o 0
Protein urine 3 (0.2) 1 2 [} 0
Red blood cell count decreased 1 {0.1) 1 9 o 0
Syphilies test positive 2 (0.2} 2 o [+ 0
Transaminases increased 3 {0.2) 0 1 1 1
Urine cutput decreased 1 (0.1} 1] 1 o 0
Urine cutput increased 1 (0.1} 1 ] [} 1]
viral load increased 1 {0.1} 1 o ] 1]
Viral test 2 (0.2} 2 0 [+] 0
Weight decreased 37 (3.1} 22 15 [} 0
Weight increased 10 {0.8) 9 1 o a
¥hite blood cell count decreased 1 (0.1} 0 1 0
METABOLISM AND NUTRITION DISORDERS 144 (11.9) 73 5§ g 6
Alcohol intalerance 1 {0.1) 1 4] <] 0
Ancrexia 47 {3.9) 26 20 1 0
Cachexia 3 {0.2} 1 1 1 0
Central obesity 1 {0.1}) 1 ] [} 0
Decreased appetite ' 34 {2.8) 22 12 [ 0
Dehydration g {0.7) 0 4 a 1
Diabetes mellitus 2 {0.2} 0 2 o 0
Diabetes mellitus non-insulin-dependent 1 {0.1} 0 ] o 1
Fluid retention 1 (0.1} 1 o o 0
Food craving 1 {0.1} 0 1 o 1]
Gout a {0.7) 4 3 ] 1

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most gevers occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing eseverities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported geverity is summarized. Misging baseline severities are imputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) ceoding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIATL Includes Protecolp:A4001026, A4001027, A4001028, A1001029. Data of Table Generation: O01ROVIO06 (0%:18)
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Maravireoc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Cauzalities)

Fhase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events

N {%) 1 2 3 4
System Organ Class and
MedDRA {v9.0) preferred term

Hyperamylagaemia 1 {0.1) 1 0 [+] 0
Hypercholesterclaemia 1 (0.1} [1] o Q 1
Hypercreatininaemia 1 (0.1} 0 1 o 1]
Hyperglycaemia 7 {0.6) 1 5 1 0
Hyperkalaewmia 1 {0,1) ] 1 [+ 1]
Hyperlipidaemia 5 {0.4) 3 1 1 Q
Hypertriglyceridaemia -] {0.7) 2 5 [} 2
Hypervitaminosis 1 {0.1) 1 Q o Q
Hypeocalcaemia 1 {0.1} 0 Q 1 1]
Hypoglycaemia 4 {0.3) 2 1 o 1
Hypokalaemiz 4 {0.3} 0 3 1 0
Hyponatraemia 1 {0.1) 0 Q 1 1]
Hypovolaemia 1 {0.1) 0 1 ] 0
Increased appetite 3 {0.7) 7 1 o 0
Insulin resigtant diabetes 1 {0.1) 0 1 Q 0
Ircon deficiency 2 {0.2}) 2 0 [} 0
Polydipsia 1 {0.1} 1 0 4] [1}
Tetany 1 {0,1) 1 Q o 1]
Vitamin B12 deficiency 2 {0.2) 2 ] ] (1]
MUSCULOSKELETAL AND CCHMNECTIVE TISSUE DISORDERS 232  (19.1) 145 (17 15 [
Arthralgia 51 {4.2) 35 14 1 1
Arthritis 5 {0.4) 2 3 Q ]
Arthropathy 1 {0,1) 1 Q 0 [
Back pain 57 4.7 38 15 4 3

* If the same subject in a given treatment had more than one occurrence in the same preferred term avant category, only the most severe ocourrence is taken.
Ssubjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subjact
experienced another cccurrence of the same event in a given treatment for which severity was racorded.

In this case, the reported severity ip summarized. Missing baseline severities are lmputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 enly the 0D arm is included. For 1027 and 1028 both klinded and open label treatmant are included.

PF1IZER CONFIDERTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029, Date of Table Generation: 01NOVZ0056 {09:16)
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Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Rdverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

L] (%} 1 2 3 4

System Organ Class and
MedDRA {v2.0¢) prefarrad term

Bone pain a {D.2) 2 Q 1 i)
Burpitis 4 (0.3) 3 1 ] 0
Buttock pain 1 {0.1) 0 1 [+ 0
Exgatosig 1 {0.1) 0 1 [+ 0
Flank pain 7 {0.8) 4 2 [} 1
Ganglicn 2 {D.2) 2 ] o 0
Souty arthritis 1 {0.1) 0 1 [+ 0
Grein pain 1 {0.1) o 1 o 0
Intervertebral disc degeneration 2 {0.2) 1 ] 1 0
Intervertebral disc disorder 1 (0.1} 1 ] [+] 0
Joint stiffness 1 (D.1) 1 [+ [+ 0
Joint swelling 9 {0.7) 4 5 [+] 0
Monarthritis 2 (0.2 2 Q [} 0
Muscle fatigue 1 {0.1) 1 Q Q 1]
Muscle gpasmg 24 (2.0) 22 2 [¢] 0
Muscle tightness 2 {D.2} 2 0 o 0
Muscle twitching 2 (0.2} 2 Q ] 0
Muscular weaknesg 4 {0,3}) 3 Q 1 0
Mugculeoskelatal chest pain 3 {0.2) 2 Q 1 Q
Musculeskeletal discomfort 1 (0.1} [1] 1 Q 0
Musculcskeletal pain 2 {0.2) 1 1 o 0
Musculoskeletal stiffness 6 {0.5} 4 2 Q 0
HMyalgia 44 (3.6} 29 11 4 0
Myepathy 1 {0.1) 1 ] [} Q
Myositis 1 (0.1} 0 ] 1 0
Heck pain T {0.6} 5 2 ] [i]

* If the same subject in a given treatment had more than one ¢ccurrence in the same preferred term event category, only the most sevara occurrence is taken.
subjects are counted only once per treatment in each row. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing bageline geverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 cnly the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Frobtocols:R4001026, A4001027, A4001023, A4001029. Date of Table Ganeration: 01NOVZG06 {09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (ALl Causalities}

Phase 2b/3 Studies All Maraviroe Therapy

Humber of Subjects evaluable for adverse events

System Organ Clags and
MedDRA (v9.0) preferred term

Osteocarthritcis 4 (0.3) 3 1 [ Q
Osteonecresis 3 {0.2) 1 o 1 1
Osteopenia 1 (0.1) 1 o [ 0
Osteoperogis 3 [0.2) 1 2 o Q
Pain in extremity as (2.9) 22 10 2 1
Plantar fasciitis 1 (0.1) 1 1] [+] a
Rhabdomyolyeis 5 (0.4) 1 o 2 2
Rotator cuff syndrome 2 (0.2) 1 1 [+ Q
Shoulder pair 7 (0.6) 3 4 4 Q
Spinal discrder 1 (0.1) Q o} 1 0
Synovial cyst 1 (0.1) 1 [+] [+] a
Tendon discrder 1 (0.1) 1 o [ i)
Tendonitis K} (0.2) 3 0 [+ a
Tenosynovitia 1 (0.1 1 o [ 0
Vertebral column mass 1 (0.1} Q 1 [ Q
NEQPLASM5 BENIGN, MALIGNANT AND UNSPECIFIED [INCL
Abdominal necplasm 1 (0.1) [1] 1 (] 0
Acrochordon 1 {0.1) 1 [s] [+] Q
Anal cancer 3 {0.5) 1] 2 [} 4
Anal cancer stage 0 1 {0.1) 1] 0 1 0
B-cell lymphoma 1 {D.1}) 1] ] o 1
Bagal cell carcinoma 2 (0.2} 2 Q ] 0
Benign neoplasm of orbit 1 {0.1} 1 0 o 0

+ If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severes occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algeorithm any missing geverities have been imputed as grade 4 unless the subject
experiaenced another occurrence of the same event in a given treatment for which severity was recorded. )

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, drade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 koth blinded and open label treatment are included.

PFIZER CONFIDENRTIAL Includes Protocols:dd001026, A4001027, A4001028, A4001029. Date of Table Generation: 01NOV2006 {(0%:16)
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Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverge Events (All Causalities)

Phasa 2b/3 Studies All Maravircc Therapy

System Organ Clase and
MedDRA {v3.0) preferred term

Benign oescphageal neoplasm 1 (0.1) 1 ] [+ ]
Bowen*'s disease 1 {D.1) 0 4] 1 Q
Bowenold papulosis 1 (0.1} 0 ] 1 ]
Conjunctival neoplasm 1 {0.1) 1 [+] ] Q
Haemangioma 1 {0.1) 1 0 [+ 9
Haemangioma of liver 1 (0.1) 1 a ¢ o
Kaposi’'s sarcoma 4 (0.3) 3 Q o 1
Lipoma 1 {0.1) 1 o [} 9
Lymphoma 3 (0.2) 0 1 [+] 2
Metastases to liver 1 (0.1) ] 1 [+ bl
Necplasm 1 {0.1) 1] 1 [+ 0
Haeplasm skin 1 (0.1) 1 Q [} 0
Oesophageal carcinoma 1 {0.1) 0 o [+] 1
Seborrhoeic keratosis 3 {0.2) 2 1 [} 0
Skin cancer 1 {0.1) 0 1 [ 0
skin papilloma 26 (2.1} 23 3 ] 0
Squamous cell carcinoma 2 {0.2) 0 2 ] 0
Squamous cell carcinoma of skin 1 {0.1}) 1 0 [} o
Sweat gland tumecur 2 {0,2} 1 Q [+] 1
Testicular neoplasm 1 {0.1}) 1 ] [+] 0
Tongue neoplasm malignant stage unspecified 1 {0.1} 0 0 1 0
NERVQUS SYSTEM DISORDERS 3g4  (21.7) 245 115 18 8
Ageueia 1 {0.1) 1 Q [+] 0
Amnesia a {0.7) B Q o 0

* If the sams subject in a given treatment had more than one occurrence in the same praferred term event category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any wmissing severities have been imputed as grade 4 unless the subject
experiencad another occurrence of the same event in a given treatment for which saverity was recorded,

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACT3 grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderake, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For pretocel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDERTIAL Includes Protocole:A4001026, A4001027, A4001028, R4001029. Date of Table Generation: O01ROV2006 {09:16)
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Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalitiesn}

Phase 2bf3 Studies All Maraviroc Therapy

Severity Gradex*
N %) 1 2 a3 4

System Organ Class and
MadDRA (v9.0) preferred term

Areflexia 5 {0.4) 5 0 "] ]
Balance discrder 3 {0.2) 2 1 o [+]
Burning sensation 3 {0.2) 2 1 1] ]
Carpal tunnel syndrome -3 {0.2) 1 1 Q [+]
Cerebral haemorrhage 1 {0.1) [1] 1 0 [¢]
Cerebral infarction 1 {0.1) Q 1] 1] 1
Cerebrovascular accident 2 {0.2) 0 0 o 3
Convulsion 4 {e.3) [ 1 1 2
Coordination abnormal 1 {¢.1) 1 0 Q 0
Depregsed level cof consciousness 1 {c.1) 1 0 o o
Disturbance in attention 9 {¢.7) 7 2 ] 4]
Dizziness w05 {8.7) 85 1§ 1 [+]
Dizziness postural 8 {¢.7) 7 1 o ]
Dysaesthesia 1 {¢.1) o 1 0 o]
Dysgeusia 24 {2.0) 15 5 ] o
Epilepsy a {c.2) [+ 1 2 o
Facial palsy 1 (¢.1) 1 0 o [}
Formication 1 {c.1) [+] 1 o o
Headache 170 (14.0) 121 a3 S 1
Hyperaesthesia 3 (0.5) 4 2 o [+
Hypersomnia 1 (o.1) [ 1 o Q
Hypoaesthasia 30 {2.5) 25 5 ] o
Lethargy 15 (1.2) 10 4 1 o
Losg of consciocusness 1 (o.1) [+ 1 [+ ]
Hemory iwpairment 4 {c.3) 3 '3 1 Q
Mental impalrment 1 (0.1) 1 [ o o

+ If the same subject in a given treatment had more than one occurrence in the sams preferred term event categery, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced apother occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are inputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate saverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v%.0) coding dictionary applied.

For protocel 1026 only the QD arm is included. For 1027 and 1028 both blinded and cpen label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Gensration: OlNOVZ006 {09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Ewergent Adverse Events (All Caugalities)

Phase 2b/3 studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events

N {%) 1 2 2 4

System Organ Class and
MadDRA (v2.0) preferred term

Migraine [ {0.5) 0 i o [+
Movement disorder 1 {0.1} 1 a o [
Nervous system disorder i {0.1) 0 1 0 o
Neuralgia 3 {0.2) 0 a 1] [+]
Heuritig 1 {0.1) 1 0 0 [+]
Heuropathy ] {0.7) 3 5 1 [
Neuropathy peripheral 22 {1.8) 12 8 2 ]
Paraesthesia a1 {2.6) 28 3 0 [¢]
Parkinscnism 1 {0.1) 1] 1 0 [}
Petit mal epilepsy i {0.1) 1] 1 0 [+]
Polyneuropathy 3 {0.2) 3 0 i} o
Poor gquality sleep 4 {0.3) 2 2 0 [
Paychomotor hyperactivity 4 {0.3) 3 1 [} [+
Radicular pain 1 {0.1) 1 b 0 [+
Radiculepathy 1 {0.1) 0 1 0 [}
Restless legs syndrome 4 {0.3) 4 0 1} o
Sciatica 3 {0.2) 0 a ] [+]
Sedation 2 {0.2) 1 0 1] 1
Sensory disturbance 1 {0.1) Q 0 1 [+]
Sinus headache & {0.5) 4 2 1] [
Somnolence 22 {1.8) 19 2 3 [+]
Speech disexder i {0.1) 1 0 ] ]
Syncope 8 {0.7} 3 4 o 1
Tremor 12 {1.0) 10 o 2 4]
Trigeminal neuralgia 1 {0.1) 1 0 0 [+]
Vocal cord paralysis 1 {0.1) 0 1 o [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the moet severe occurrence is taken.
Subjects are counted only conce per treatment in each rew. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
exparienced ancther occurrence of the same event in a given treatment for which severity was racordad.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1,

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : CGrade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA ([v9.0} coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label %reatmant are included.

PFIZER CONFIDENTIAL Includer Protocols:R4001026, A4001027, A4001028, hR4001029, Date of Table Generation: 01NOV2006 (09:15)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent hdverse Events (All Causalities)

Phasa 2bk/3 Studies All Maravirecc Therapy

RNumber of Subjecte evaluable for adverse events

N (%) 1 2 3 4

System COrgan Clase and

MedDRA {(v9.0) preferrad term

PREGNANCY, PUERFPERIUM AND PERINATAL CONDITIONS 2 {0.2) 2 o ] ]
Pregnancy 2 (0.2} 2 o ¢ 0
PSYCHIATRIC DISORDERS 215 {(17.7) 127 75 12 1
Abnormal dreamsz a3 2.7 21 1o 2 0
Affect lability 1 [0.1) ] i} 1 0
Affective discrder 2 {0.2) 2 o 1] 0
hggression 1 {o.1) 0 1 [} 0
Agitation 1 (0.1) 4] o 1 [s]
Alcoholism 2 (0.2) 1 1 ] a
Anxiety 29 (2.4) 15 1z 2 ]
Apathy 1 (0.1) 1 o [ ]
Attention deficit/hyperactivity disorder 2 (0.2) 2 ] [+) Q
Complated suicide 1 (9.1} 0 o [ 1
confusional state 2 {0.2) 1 1 13 ]
Cyclothymic disorder 1 (0.1} 1 [+] [ 0
Decreased interast 1 (0.1) 1 ] ] Q
Depressed mood 3 (0.2) 1 2 [} 0
Depreszion 44 (3.6} 16 25 3 Q
Depression suicidal 1 {o.L) [} 0 1 ]
Disorientation 4 {0.3) a 1 (] 4]
Dissociation 1 (0.1) Q 1 [ 0
Dysthymic disorder 1 {0.1) 0 1 1] a

* If the same subject in a given treatment had more than one occurrence in the same preferred tarm event catagory, only the most severe occurrence im taken.
Subjecte are counted only once per treatment in sach row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In thie cape, the reported severity ig summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grada 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v%.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, R4001028, A4001029. Date of Table Genaration: OlNOV2006 {05:16)
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Incidence and Severity of Treatment-Emergent Adverse Eventa (All Causalities)

Phase 2h/3 Studies All Maraviroc Therapy

Severity Grade*

N {%) 1 2 a 4
Sygtem Organ Class and

MedDRA (v9.0) praferred term
Euphoric mood 2 {c.2) 2 0 ] [}
Excitability 3 {0.2) 1 1 1] Q
Flat affect 2 {0.1) 1 0 [} o
Hallucination 2 {0.2) 2 1 o [+]
Hallucination, auditory 1 {0.1) 1 0 0 ]
Initial insomnia 1 {0.1) 1 1] ] ]
Inscomnia 78 {6.4) 57 20 1 ]
Libido decreased 10 {c.8) & 4 0 [+]
Loss of libido 1 {c.1) ] 1 0 o
Mental status changes 3 {0.2) 1 1 1 o
Mood altered 2 {c.2) 2 0 o ]
Mood swings 4 {0.3) 3 1 o [+]
Hervousness: 2 {0.2) 2 0 o [+]
Nightmare 1z {1.0) 7 5 i} o
Panic attack 2 {e.2) 0 2 0 [}
Restlessness 1 {C.1) 1 [1] o o
Sleep disorder 20 {1.7) 15 3 "] [+]
Streos 1 {0.1) 1 0 a Q
Suicidal ideatien b {¢.1) 1 0 o [}

RENAL AND URINARY DISORDERS

©
»
3
o
n
~
W
o
w
(3

Bladder pain 1 {0.1) 1 0 o [+]
Chrematuria 5 {0.4) 4 1 o [+]
Dysuria 18 {1.5) 16 2 4] [¢]
Haematuria 7 {0.6) 6 1 1] [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term event categeory, onty the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug. .

ACTG grades estimate geverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment ara included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, R4001029. Date of Table Generatien: O01NQVZ006 {0%:16)
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Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maravixroc Therapy

Humber of Subjects evaluable for adverse events

N {%) 1 2 3 4
System Organ Claes and

MedDRA (v9.0)} preferred term
Micturition urgency 1 {0.1) 0 ] 1 ]
Nephrolithiasie 1z {0.9) 2 4 2 3
Nocturia 15 {1.2) 9 [ 0 [+]
Oliguria b {0.1) 1 0 ] [+]
Pollakiuria 12 {¢.9) 7 4 o [+]
Polyuria 3 {0.2) 2 1 0 ]
Proteinuria 4 {0.3) 3 1 1] ]
Renal colic 3 {c.2) G 1 1 i
Renal failure 7 {G.86) 2 4 1 [+]
Renal failure acute z {0.2) [+] 2 1] ]
Renal impairment 2 (e.2) 1 1 ] ]
Renal pain 2 (6.2) 1 1 Q 4]
Urethral discharge 2 (c.2) 1 1 ] [}
Urinary hesitaticn 1 (0.1) 1 [} Q [+]
Urinary incontinenca 4 {0.3) 2 2 o 0
Urinary retention 1 (0.1) [+ 1 o [+
Urine abnormality 1 (0.1) 1 ] o 0
Urine odeour abnormal 4 {0.3) 1 2 1 Q
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 54 (5.3) 40 21 2 1
Amenorrhoea 1 (0.1) 1 [} 0 0
Balanitis 2 (0.2) i 1 a [4]
Senlgn prostatic hyperplasia 6 (©.5) 2 4 Q 0
Breast atrophy 1 (0.1) 1 ] 0 0
Breast diecharge 1 {0.1) 1 c o 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term svent category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algerithm any miesing severitiee have been imputed as grade 4 unless the subject
experienced ancther ocourrence of the same event in a given treatment for which severity wae recorded.

In this case, the reported severity is summarized. Missing baseline savarities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thraatening.

MedDRA (v5.0) coding dictionary applied.

For protocol 1026 only the QD arm iz includad. For 1027 and 1028 both blinded and copen label treatment are included.

PFIZER CONFIDENTTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001025. Date of Table Generation: O01NOV2006 (09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroe Therapy

maraviroc (n=1212)

Severity Grade*
N (%} 1 2 3 4

System Organ Class and
MedDRA {v$.0) preferred term

Breast maps a (0.2) 3 [+] 0 o
Breast pain 3 {0.2) z 1 0 Q
Breast tendernhess 4 {0.3) 3 1 Q o
Cervical dysplasia 1 (0.1) 1 [+ ] o
Cervix haemorrhage uterine 1 (0.1) o ] ] 1
Dysmenorrhoea 1 {0.1) 1 [ Q i
Epididymitis 4 (0.3} 2 2 [} 0
Erectile dysfunction 13 (1.1} 8 4 1 Q
Gepital erythema 1 (0.1} 1 [+ o 1]
Genital lesion 2 (0.2) 2 [+] ] 0
Gepital pain female 1 {(0.1) 1 [+] 0 Q
Genital pruritus male 1 (0.1) 1 [¢] 0 0
Genital rash 1 (0.1) 1 [+ ] Q
Genital ulceration 1 (0.1) 1 [} ] 0
Haematospermia 1 (0.1) 0 1 ] 0
Hypertrophy breast 1 (0.1) 0 1 0 <]
Metreorrhagia 1 {(0.1) o o 1 o
Ripple disorder 1 (0.1) 1 ] o 0
Cedema genital 1 (0.1) 1 [ 0 0
Cvulation pain 1 (0.1) 1 o 0 o
Pelvie pain 2 (0.2) 3 [+] 4] o
Prostatitis 3 (0.5} 3 [+] ] o
Pruritus genital 1 (0.1} 1 [ Q 0
Scrotal masa 1 {(0.1) 1 Q 0 1]
3crotal pain 1 (0.1} o 1 s} 0
Scrotal swelling 1 (0.1} 0 1 L] 0

* If the same subject in a given treatment had more than one occurrence in the same praferred term event category, only the most sovers cccurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesy the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grada 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v§.0) coding dicticnary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protoceols:A4001026, A4001027, A4001028, A4001025. Date of Table Generaticn: O01NOV2008 (09:116)
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Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Humber of Subjects evaluable for adverse events maraviroc (n=1212)

Severity drade+

H (%) 1 2 3 4
SBystem Organ <lass and
MedDRA {v%.0) preferred term

Semen discolouration 1 (0.1} 1 ] Q 1]
Sexual dysfunction 2 (0.2} a 2 0 1}
Testieular atraphy 1 (0.1} 1 ] 0 g
Testicular disorder 1 (0.1} 0 1 0 0
Testicular pain 1 (0.1} ] 1 Q o
Uterine cervical laceration 1 (0.1} 1] o Q 1
Vaginal discharge 1 (0.1} 1 [} Q 0
Vaginal disorder 1 (0.1} V] 1 1] ]
Vaginal erythema 1 (0.1} 1] 1 Q 0
Vaginal haemorrhage 1 (0.1} 1 o 0 aQ
Vaginal swelling 1 (0.1} o 1 o a
RESPIRATORY, THORACIC ANMD MEDIASTINAL DISORDERS 265 (21.%) 178 74 ) 5
Allergic sinugitis 2 (0.2} z o 0 a
Aathma 10 {0.8) 3 T 0 [ ]
Atelactasis 3 {0.2} 2 1 0 0
Bronchial disordex 1 (0.1} 1 [¢] L] o
Bronchospasm 4 (0.3} 4 [} 0 o
Chronic obstructive pulmonary disease 2 {o.2} 1 [} 0 1
Cough 105 8.7} w25 1 1
Dysphonia 7 (0.6} 7 0 0 o
Dyspnoea 29 {2.4} 18 7 3 1
Dyspnoea exacerbated 1 (0.1} i} 1 0 a
Dyepnoea exertional 5 (0.4} z 3 o ]
Emphysema 3 {0.2} 1 1 1 o

* If the pame subject in a giwven treatment had mere than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any misesing severities have been imputed as grade 4 unlese the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades ectimate severity as : Grade 1 = Mild, Grede 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dietionary applied,

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included,

PFIZER CONFIDENTIAL Includes Protocole:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: OQlNCV2006 (0%:16)
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Ipcidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverss svents maravirec {n=1212)

Severity Grade*
N (%) 1 2 3 4

System Organ Clasgs and
MedbDRA, (v$.0) preferred term

Epistaxis s (D.4) 4 1 0 [}
Haemoptysis 3 (0.2) 2 1 0 0
Hiccupe 3 (0.2) 2 1 0 0
Hypoxia - 1 (0.1) o} 1 Q 1]
Increased upper airway secretion 1 (0.1) b [ ] [i]
Ling diserdex 2 (0.2) 0 1 1 1]
Lung infiltration 2 (0.2) 0 1 1 0
Nasal congestion 27 (z2.2) 23 3 1 [\]
Nasal dryness 1 {(0.1) 1 [ 0 o
Nasal septum deviation 2 (0.2) o 2 Q 0
Nasal ulcer 2 (0.2) z [+] [4] Q
Cbgtructive airwaye disorder 1 (0.1) o 1 0 1]
Paranagal ginus hypersecretion 2 (0.2) i 1 Q o
Pharyngeal erythema 2 (0.2} 1 1 Q o
Fharyngolaryngeal pain 38 (2.1) a3 E b 0
Pharynx discomfort 1 (0.1) 1 o L] o
Pleural effusion 1 (0.1} 1} ] 1 4]
Pleurisy 1 (0.1} 1 [+ 0 o
Pleuritie pain 2 (0.2} o 2 b 0
Pneumonitis 1 (0.1} 0 [+] 0 1
Postnaszal drip & (0.5} 6 [ Q o
Productive cough 14 (1.2} ] 5 0 0
Pulmenary congestion 1 (0.1} o 1 0 o
Pulmonary embolism 1 (0.1} 0 [+] 4] 1
Pulmenary hypertension 1 (0.1} o 1 Q o
Rales 2 (0.2} 2 [+] 9 1]

* If the same subject in a giwven treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
exparienced ancther occurrsnce of the same event in a given treatment for which severity wae recorded.

In this case, the reported severity is summarized. Missing baseline severities are inputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate peverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictienary applied.

For protocol 1026 only the QD arm is dincluded. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocole:R4001026, A4001027, R4001028, A200102%. Date of Table Generaticn: 01NOV2006 (09:16)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverge Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events maraviroc {n=1212)

Severity Grade*

R (%) 1 2 3 4
System Organ Class and
MedDRA (v%.0) preferred term

Respiratory disorder 4 (0.3) 2 2 0 a
Regplratery distrees 1 w.1 1 [ 0 [¥]
Respiratory failure 2 (0.2) o 1 [+ 1
Respiratory tract congestion 11 (0.9) [ 5 o 0
Rhinitis allergic a (0.7 T 2 Q o
Rhinitis seasonal 1 (0.1) 1 ] ) o
Rhinerrhoea 20 (1.7) 12 2 Q Q
Rhonchi 1 (0.1) EN [+ 0 a
Sipus congestion 15 (1.2) 14 1 ] 1]
Sneezing 3 (0.5) 5 1 ] o
Sputun discoloured 1 (0.1) 1 [+ ] o
Throat irritation 1 (D.1) o 1 ] 0
Threat tightness 1 (0.1) bl o 0 a
Tansillar disorder 1 (0.1) 1 [} ] [}
Tonsillar hypertrophy 1 0.1 v 1 Q 0
Upper respiratory tract congestion 1 (0.1) 1 o 0 o
Vocal cord pelyp 1 (0.1) o 1 Q Le)
Hheezing 4 {0.3) a 1 Q o
SKIN AND SUBCUTANEQUS TISSUE DISORDERS 323 (26.7) 212 84 17 2
Acne 9 {0.7) 9 [+] [+] Q
Acne pustular 1 (0.1} 1 o Q 0
Actinic keratosis 1 (0.1) 1 [+ 0 1]
Alopecia 11 {0.9) 9 1 1 0
Angioneurotic oedema 1 (0.1] o 1 Q o

* If the same pubject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed ao grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the xeported severity is summarized. Missing Pbaseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug. .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severs, Grade 4 = Lifs-threatening.

MedDRA (ve.0) coding dictionary applied,

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included,

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A400102%. Date of Table Generaticn: 01NOV2006 (09:16)
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Maraviroc Summary of Clinical Safety .

Incidence and Severity of Ireatment-EHmergent Adverse Events (All Causalities)

Phase 2b/3 Studies All Maraviroc Therapy

N {%) 1 2 3 4

System Organ Class and
MedDRA {v9.0)} preferred term

Blister 4 {0.3) 4 0 ] 0
Cold sweat 1 {0.1}) 1 2 o 0
Comedone 1 {0.1} 0 1 [+] o
Dandruff 1 {0.1) 1 0 )] 0
Dermal cyst 1 {0.1) 1 Q o 3
Dermatitis 12 {1.0) 10 2 Q 0
Dermatitis contact 4 {0.3}) 4 0 ] 0
Dermatitis exfoliative 1 {0.1}) 1 o Q [\
Drug eruption 4 {0.3) 1 2 1 [}
Dry pkin 22 {1.8) 20 2 V) ¢
Dyshidresis 1 {0.1) 1 ] [ a
Ecchymesis 1 {0.1) 1 0 1] o
Eczema 10 {0.8) 9 1 ] o
Eosinophiliec pustular felliculitie 1 {0.1) 1] 1 [} 1]
Erythema 13 {1.1) 12 1 o [
Exfoliative rash 2 {0.2) 2 0 o 1]
Fat atrophy 2 {0.2) 1 Q 1 o
Hair texture abnormal 1 {0.1) 1 2 o 1]
Hand dermatitis 1 {0.1} 1 0 o o
Heat rash 1 {0.1) 0 1 o 1]
Hyperhidrosis g {0.7) 3 3 ] [
Hyperkeratogis 3 {0.2) 1 2 1] [}
Hypertrichesis 1 {0.1}) 1 a 1] [}
Hypoaesthesnia faclal 1 {0.1) 1 Q o [
Ingrowing nail i {0.1) 1] 1 4] [+
Lichen planue I {0.1) 0 1 0 [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only tha most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this casge, the reported severity is summarized. Missing baseline severities are iwputed as grade 1.

Ineludes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied. :

For protocoel 1026 only the gD arm is included. For 1027 and 1028 beth blinded and open label treatmsnt are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, R4001027, A4001028, A4001029. Date of Table Generation: 01NOVZ006 {09:18)
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Incidence and Severity of Treatment-Emergent Adverse Bvente (All Causalities)

Fhase 2b/3 Studies All Maraviroc Therapy

N {%) 1 2 3 4

Syztem Organ Class and
MedDRA (v2.0} preferred term

Lipoatrophy 4 (0.3} a o 0 1
Lipedystrophy acguired 9 {0.7} & 3 0 1]
Lipohypertrophy 10 (0.8} 7 2 1 ]
Hail discolotraticn 4 (0.3) 4 Q 0 0
tail disorder 2 (0.2) 1 1 ] a
Nail pigmentation 2 {0.2} z Q 0 o
Night sweakts a9 (3.2} 31 & 2 [+]
Onychoclasis 1 {(0.1) 1 o '] [+]
onycholysis 1 (0.1} 0 i 0 Q
Photosaensitivity reaction 3 {0.2) E} [\) 0 0
Brurigo 1 (0.1} 1 o 0 o
Pruritus a7 {3.1} 29 6 2 o
Pruritus generalised 3 (0.2} 3 1 0 0
Paoriasis 4 {0.3) 2 x 0 Q
Purpura 1 {0.1} aQ b3 0 0
Rash 88 {7.1) 54 26 5 1
Rash arythematous 7 {0.86) 4 3 0 0
Ragh generalised 9 {0.7) 3 4 2 0
Ragh macular 2 {0.2) -] [v] 1] [+]
Rash maculo-papular 4 {0.3) 1 a 0 o
Rash papular 14 {1.2) 12 2 0 0
Rash pruritie 8 0.7} 3 5 0 ]
Scarxr 1 {0.1) 1 o 0 Q
Seborthoeic dermatitis 11 {0.9) a 3 1] aQ
Skin discelouraticon 1 {0.1) 1 o 0 0
Skin exfoliation 1 {o.1) 1 o 1] 0

* If the same subject in a given treatment had wmore than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
fZubjects are counted cnly once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this caee, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG gradee estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v8.0) coding dictionary applied.

For proteocol 1026 only the @D arm is included. For 1027 and 1022 both blinded and open label treatment aza included.

PFIZER CONFIDENTIAL Includes Protocols:R4001026, A4001027, A4001028, A4001029. Date of Table Generation: O1NGV2006 {0%:16)



Table 3.4.1.3 Page 38 of 40
Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Caugalities)

Phase 2b/3 Studies All Maravirec Therapy :

N {%) 1 2 3 4

System Organ Class and

MedDRR {v9.0) preferred term

Sskin hyperpigmentation 2 {D.2}) 2 0 [} 0
Skin irritation 3 (0.2} 2 0 1 0
Skin lesion 11 {D.9) 7 4 Q 0
Skin nodule 2 (0.2} 1 1 ] 0
skin reaction 4 (0.3) 1 2 1 0
skin striae 1 (0.1} 1 L] o 1]
skin swelling 1 (0.1} 1 0 [+] 0
Stasis dermatitis 1 {D.1} 1 9 o 1]
Stevens-Johnson syndroeme 1 (0.1} 0 0 ] 1
SBubcutanecus ncdule 4 (0.3} 4 0 [} 1]
Swelling face 1 (0.1) 1 ] [+] 0
Telangiectasia 1 (0.1} 1 o o 0
Urticaria S (0.4} 4 1 ] 0
Urticaria papular 1 {0.1) 1 ] ] 0
Xeroderma 1 {(0.1) 1 a [} 0
SOCIAL CIRCUMSTANCES 4 (0.3} 1 2 1 Q
Abstains from alcohol 1 {0.1) 0 ]
Drug abuser 2 (0.2} 0 1 1 0
Stress ab work 1 {0.1) 1 a o 0
SURGICAL AND MEDICAL PROCEDURES 21 {1.7) 13 4 3 1
Abscess drainage 1 {0.1) 1 0 [ 0
Ancrectal cperation 1 {0.1) 1 Q [+ Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most savera occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severitias are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades agtimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied,

For protecol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label trestment are included.

PFIZER CONFIDENTIRAIL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: O0INOV2006 (09:16)



Table 3.4,1.3 Page 39 of 4AC
Maravireoc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 2b/3 Studies All Maravircc Therapy

Number of Subjects evaluable for adverse events maraviroc (n=1212}

Severity Gradet

N {%) 1 2 3 4
System Organ Class and
MadDRA (v9.0)} preferred term

Axrterial bypass operation 1 {0.1) [i] <] Q 1
Central nervous system stimulation 1 {0.1}) 1 0 1] 1]
Foot operation 1 {0.1) 0 1 o c
Hip surgery 1 {0.1) 1] 0 1 ¢
Limb operation 1 {0.1) 0 Q 8 G
Rectal lesion excision 1 {0.1) 1] 1 V] o
Sinus operation 7 {0.8) 6 1 0 [}
skin neecplasm excision i {0.1) 1 ] [:] (4]
Suture insertion i {0.1) 0 1 0 ]
Toe operation 1 {0.1) '] ] b3 [}
Tocth extraction 1 {0.1) 1 ] 1] (]
Wart excision 2 {0.2) 2 L] 0 4
VASCULAR DISORDERS 6L {5.0) 34 20 & 1
Arterial occlusive digease 1 {0.1) 1] ] 1 1]
Circulatory collapse 1 {0.1) 1 Q o (]
Essential hypertension 1 {0.1) 0 1 o ¢
Flushing 5 {0.4) 5 Q 0 ]
Haematoma 3 {0.2) 2 b ] 1
Hot: £lush g {0.7) 7 1 [} 1]
Hyperaemia 1 {0.1) 1 0 o 1)
Hypertension 22 {1.8) 11 11 [+] 1]
Hypctension 7 {0.6) 2 2 3 [}
Intermittent claudicaticn 1 {0.1} 1 Q 0 4]
Orthostatic hypotension 4 {0.2) [i] 3 1 1]

* If the same subject in a glwven treatment had wore than one occurrence in the same preferred term avent category, only the most wevers occurrence is taken.
Subjects are counted only conce per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recordasd.

In this case, the reported peverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dosze of study drug.

ACTG grades ectimate severity as : Grade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the OD arm 1s included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDERTIAL Includes Protocols:R4001026, R4001027, A4001028, RA4001029. Date of Table Generation: 01NOV2006 (09:16)



Table 3.4.1.3 Page 40 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

phase 2b/3 Studies All Maraviroc Therapy

Humber of Subjects evaluable for adverse events waraviroc (n=1212)

Severity Grade+

System Organ Class and
MadDRA (v3.0)} preterred term

Peripheral embolism 1 {0.1) 0 0 1 o
Phlabitis z {¢.2) 1 1 o Q
Raynaud’s phenomenon 1 {¢.1) 1 0 o 1]
Varicose vein 2 (¢.2) 1 1 a [}
vasculitis 1 (0.1) i [ 0 [+]
Venous thrombosis 1 (0.1) 1 [+ 0 0
‘Total preferred term events 5808 3584 1704 34% 171

* If the same subject in a given treatment had mora than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in & given treatment for which severity was racorded.

In thig case, the reported severity is summarized. Missing baseline severitles are imputed ag grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG gradep estimate severity as : Grade 1 = Mild, Grade 2 = Modarate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied,

For protecol 1026 only the QD arm is included. For 1027 and 1026 both blinded and open label treatment are included.

PFIZER CONFIRENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001C25. Date of Table Generation: OINOV2006 (09:18)



Table 3.4.2.1 Page 1 of 1
Maraviroc Summary of Clinical Safety -

Treatment-Emergent Adverse Events (Treatment Related)

bhase 2b/3 Studies All Maraviroe Therapy

maraviroc

Humber (%) of subjects:

Subjecte evaluable for adverse events 1z2i2

Number of adverge events 1944

Subjects with adverse events 618 (51.0}
Subjects with serious adverse events 28 {2.3)
Subjecte with grade 3 adverse events 66 {5.4)
Bubjects with grade 4 adverse events 24 {z.0)
Subjectes discentinued due to adverse events a1 {2.6)
Subjects with dose reduced or temporary discontinuation due to adverse events 26 iz.1)

Includes data up to 7 days after lasgt dose of study drug.

Except for the NHumber of Adverse Events subjecteg are counted only once per treatment in each row.

Sericus Adverse Events - according to the investigator’'s assesoment.

For the grade 3/grade 4 rows, if the game subject in a given txeatment had more than one cccurrence in the same preferred term event category, only the most
severe (grade 4) occurrence is taken. If the same subject had two different preferred term evente, one classified ag grade 3, one as grade 4, they will be
presant in both rows.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Qrade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v8.0} coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001026, A4001027, A4001028, A4001029. Date of Table Generation: OLNOV2006 {032:13)



Table 3.4.2.2 Page 1 of 1
Maravirec Summary of Clinical safety

Treatment-Emexgent Adverse Events by System Organ Class (Treatment Related)

Phase 2b/2 Studiee All Maraviroc Therapy

Number (%) of Subjects:

Evaluable for adverse events 1212
With adverse events 618 {51.0}
Discontinued due to adverse events 31 (2.6}

Number {%) of Subjects with Adverse Events by System Organ Class:

Blood and lymphatic system discrders 25 {z.1}
Cardiac disorders 10 (0.8}
tongenital, familial and genetic disoxders 1 (0.1}
Baxr and labyxinth disorders 13 (1.1}
Eye disorders 3a (3.1}
Gastrointestinal disorders 338 (27.9}
General disorders and administraticn site

conditions 185 (12.8)
Hepatobiliary disorders 7 (0.6)
Immune system disorders 1 (0.1}
Infections and infestations 44 (3.6}
Injury, peisoning and procedural complications 5 (0.4}
Investigations a1 (6.7}
Metabolism and nutrition disoxdera 71 (5.9)
Musculeskeletal and connective tissue discorders 64 (5.3}
Neoplaswms kenign, malignant and unspecified

{incl cysts and polyps} 5 (0.4}
Nervous system disorders 228 (18.8)
Pasychiatric disorders 113 (9.3)
Renal and urinary disorders 30 (2.5)
Reproductive system and breast discrders 17 (1.4}
Respiratory, thoracic and medlastinal disorders 55 {4.5)
Skin and subcutanecus tissue disorders 140  (11.6)
Social circumstances 1 {(0.1)
Vascular discrdars 24 {z.0}

Subjects are only counted once per treatment for each row.

Includes data up o 7 days after last dose of study drug.

MedDRA ({v9.0) coding dicticnary applied.

For preotocol 1026 only the QD arm is included. Por 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4G01026, A4001027, A4001028, A4001029. Date of Table Generation: O0INOV2Q006 (09:15)



Table 3.4,2.3 Page 1 of 18
Maraviroc Summary of €linical Safety

Incidence apd Severity of Treatment-Emergent Adverse Events (Treatment Related)

Phase zb/2 Studies All Maravircc Therapy

Number of Subjects evaluable for adverse evente maravivee (n=1212})

Severity Gradet*

N (%) 1 2 3 4

System Organ Clazs and

MedDRA {v9.0) preferred term

BLOCD AND LYMPHATIC 3YSTEM DISORDERS 25 (2.1) a b 5 3
Anaemia 15 {1.2) 6 4 3 2
Lymphadancpathy 2 {0.2) 2 1] [} 9
Neutropenia 8 {0.7) Q 4 2 2
Pancytopenia 1 (0.1} ] o 1 ]
Thrombecytopenia 1 (0.1} 0 1 i} 0
CARDTIAC DISQRDERS 10 (0.8) a b [+3 1
Angina pectoris 1 (0.1} 1 0 13 [}
Atrioventricular block first degree 3 {0.2) 3 <] [ Q
Bradycardia 1 (0.1) o 1 o 0
Myocardial infarction 1 (0.1) ] o [ 1
tiyacardial ischaemia 1 {0.1) 1 o o 0
Palpitaticne 1 (0.1) 1 o [} 0
Sinuvs bradycardia 1 (0.1) 1 o [} 0
Tachycardia 1 (0.1) i ] (] Q
CONGENITAL, FAMILIAL AND GENETIC DISQRDERS 1 (0.1) 1 0 o 0
Gilbert’'s syndrome 1 (0.1) 1 o [} 9
EAR AND LABYRINTH DISORDERS 13 (1.1) g 4 [ Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in cach row. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Miseing baselina saverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v0.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1023 both blinded and open label treatment are included,

PFIZER CONFIDENTIAL Includes Protocols:h4001026, A4001027, R400L028, A4001029. Date of Table Generation: OLNOV2006 {02:17)



Table 2.4.2.3 Page 2 of 18
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

Phase 2k/3 Studies All Maraviroc Therapy

maraviroc {n=1212)

Severity Grade*

N (¥} 1 2 3 4
Syatem Organ Class and

MedDRA (v3.0) preferred term
Bar disorder 1 (0.1) 1 3 0 Q
Ear pain 2 (0.2) I 1 0 Q
Motion eickness 1 (0.1) ] 1 [+] Q
Otorrhoea 1 (0.1) 1 13 Q Q
Tinnitus a (0.2) 2 1 0 [+
Tympanic membrane hyperaemia 1 (0.1) 1 o o Q
Vertigo [ (0.5) 5 1 ] [s]
EYE DISORDERS 38 (3.1) 27 ic 1 Q
Anblyopia 1 (0.1) i [ 9 Q
Conjunctival irritation 1 (0.1) b3 [+ o o
Conjunctivitis 4 (0.3) 2 2 0 0
Conjunctivitis allergic 1 {0.1) 1 [ o o
Diplopia 1 (0.1) 0 o 1 0
Dry eye 3 (0.2) 1 2 ] 0
Eye disorder 1 (0.1) 1 [ ] [1]
Eye irritatien € (0.5) g [+ o 0
Eye pain 4 {(0.3) a 1 o 0
Ccular hyperaemia 3 (v.2) 2 1 0 0
Coular icterus 1 (0.1) o 1 Q o
Scleritis 1 {0.1) 1 ] 0 Q
vigion blurred 2 (0.7 -3 3 ] 0
Vigual acuity reduced 2 (0.2) 1 1 0 o
Visual disturbance 4 (0.3) 3 1 0 L]
Vitreous £loaters 1 {0.1) 1 o o o

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the mest severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing bapeline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thraatening.

MedDRA (v9.0) ecoding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open lakel treatment are included.

PFIZER CONFIDENTIAL Includes Protocels:A40G01026, A4001027, A4001028, A400102%. Data of Table deneraticn: 01INOVZO0DE (09:17)



Table 3.4.2.3 Page 3 of 18
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

Humber of Subjects avaluable for agdverse events

N {%) 1 3 3 4
System Crgan Class and

MedDRA {v2.0} praferred term
Xerophthalmia 1 {0.1) 1 0 0 ]
GASTROINTESTINAL DISORDERS . 338 (27.%) 216 107 15 (4]
Abdominal discemfort 2 {0.2) z ] 0 0
Abdominal distensien 23 (1.9} 19 4 0 0
Abdominal pain 35 {2.9) 22 11 2 Q
Abdominal pain lower 1 {0.1) 1 o 0 Q
Abdominal pain upper 25 {2.1) 15 8 2 0
Abdominal tendernsss 1 {o.1) 1 0 0 Q
Abnormal faeces 3 {0.2) 3 ] [i] 0
Anogenital dysplasia 1 {0.1} o 1 0 ]
Aphthoue stomatitis 5 {0.4) E 2 1] 0
Chapped lipe 1 {0.1) 1 1} 1] 0
Constipation 3z {z2.6) 22 B 2 ]
Diarrhoea 115 {9.5) 71 41 3 (4]
Dry meuth 12 {1.0) 10 2 0 L]
Dyspepsia 19 {1.6) 14 5 1] 9
Dyaphagia 1 {0.1) 1] a 1 ]
Bructation 3 {0.2) 2 1 0 ]
Faeces pale 2 {0.2) 2 ] o a
Flatulence 25 (2.1} 20 3 1] 0
Gastritis 3 {0.2) 2 1 0 [s]
Gaotrooescphageal reflux disease 8 {a0.7) 7 1 0 Q
Gingival bleeding 1 {0.1} 1 o [ ]
Glngivitis 2 {a.2) 2 ] 0 Q

* If che sawe subject in a given treatment had wore than cne cccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in gach row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grader estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v%.0} <oding dictionary applied.

For protocol 1026 only the OD arm is included. For 1027 and 1023 both blinded and open label treatment are included,

PFIZER CCONFIDENTIAL Includes Protocols:A4001026, A4001027, R4001028, A4001029. Date of Table Genaration: O01HOV2006 (05:17)



Table 3.4.2.3 Page 4 of 18
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

System Organ Claos and
MedDRA (v2.0} preferred term

gleogsodynia 1 (0.1} 1 o 0 a
Haematochezia 1 (0.1} 1 4] 0 o
Haemorrhoids 2 (0.2} Q 2 0 1]
Hypoaesthesia oral 2 {0.2) 2 4] L] 0
Intestinal spasm 1 (0.1} 1 4] 9 [
Lip blister 1 {0.1) 1 [¥] b a
Mouth ulceration 5 (0.4} 4 1 ] ]
Naugea 143 (11.8} 105 a3 5 [+]
Cdynophagia k3 {0.1) o i ] ]
Oral mucosal blistering 1 (0.1} 0 I 0 o
Painful defaecation 1 (0.1) 1 1] 0 ]
Pancreatitis 2 (0.2} 1 1 0 0
Paraestheaia oral 5 {0.4) s L] 0 o
Rectal haemorrhage 2 {a.2} 1 1 0 o
Retching 1 {o.1) 1 1] 0 0
Salivary hypersecreticn 1 (0.1} a 1 0 0
Sengitivity of teath 1 (0.1} 1 4] L] ]
Stomach discomfort 3 (0.2} 3 0 0 0
Tongue ulceration 1 {0.1) 1 o 0 Q
Toothache 1 {0.1) 1} i 0 Q
Vomiting 51 {4.2) 34 13 4 L]
GENERAL DISCRDERS AND ADMINISTRATION SITE
hsthenia 18 {1.5) 7 6 5 [+]

* If the same subject in a given treatment had more than ene occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row, For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this care, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug.

ACTG grades estimate severity ag : Grade 1 = Mild, drade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

For protocol 1025 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protncols:h4001026, A4001027, A4001028, A4001029. Date of Table Generation: 01NGV2006 (0%:17)




Table 3.4.2.3 Page 5 of 18
Maraviroc Summary of Clinical Safaty

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

FPhase 2b/3 Studies All Maraviroc Therapy

N (%) 1 2 3 4

System Organ Class and
MedDRA {v$.0) preferred term

Axillary pain 1 (0.1} 1 o a [i]
Chest discomfort 1 (0.1} 1 o 9 a
Chest pain & {0.5} 2 2 2 1]
Chills 3 (0.2} 3 Q Q Q
Condition aggravated 1 (0.1} 1 [} bl a
Drug intolerance 1 (0.1} 1 o Q Q
Fat tissue increased 1 (0.1} 1 [+] 0 a
Fatigue es (7.3} 64 20 4 o
Fealing abnormal 2 (0.2} 2 [+ 0 o
Feeling drunk 1 (0.1} 1 o 0 o
Feeling hot 3 (0.2} a o a Q
Generalised cedema 1 (0.1} 1 4] ] ]
Hunger 1 {0.1} 1 [} 0 0
Inflammation 1 (0.1} 1 o 0 ]
Influenza like illness 4 {0.3) 4 [+] ] ]
Infusion site reaction 1 (0.1} 1 L) o g
Injection site induration 1 {0.1} 1 [} 0 ]
Injection gite nodule 1 {a.1) 1 [\] i) a
Injection site pain 1 (0.1} [i] i 0 0
Injecticon site reaction 3 (0.2} 2 1 0 o
Irritabilicy 4 {0.3) 3 b3 0 ]
Malaise 5 {0.4) 4 1 0 0
Cedema peripheral 8 (0.7 5 3 0 0
Paln 5 {0.4) 4 b3 0 [}
Pyroxia 20 {1.7) 12 6 2 0
Thirst 1 {0.1) 1 Q 0 Q

* If the same subject in a given treatment had more than cne occurrence in the same preferred term event category, only tha most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any wiseing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the sama event in a given treatwent for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Tneludes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Modarata, Grade 2 = Severe, Grade 4 = Life-threatening,

MedDRA (v3.0} coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1023 both blinded and open label treatment are included,

PFIZER CONFIDENTIAL Includes Protocols:R4001026, A4001027, A4001028, A4QDL029, Pate of Table Generation: O01NOV2006 {09:17)



Table 3.4.2.3 Page & of 18
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events [Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

N {%) 1 2 3 4

System Organ Class and

MedDRA (v9.0) prefarred term

HEPATCBILIARY DISORDERS 7 {G.86) 4 1 1 i
Hepatic cirrhogis 1 {0.1) [ 0 1 [+
Hepatitis toxic 1 {o.1) a 0 Q 1
Hepatomegaly 2 {e¢.2) 1 1 i} ]
Hepatosplencmegaly 1 {¢.1) 1 0 ] o
Jaundice 1 {e¢.1) 1 0 a o
Liver tenderness 1 {G.1) 1 0 0 ]
IMMUNE SYSTEM DISORDERS 1 {6.1) 1 0 4] [s]
Food allergy 1 {0.1) 1 0 a Q
INFECIIONS AND INFESTATIONS 44 {3.6) 26 16 1 1
Body tinea 1 {0.1) G 1 Q [+]
Bronchitis acute 1 {0.1) 1 0 9 [+]
Condyloma acuminaktum 1 {0.1) 1 0 o Q
Ear infecticn 2 {0.2) 0 1 1 [+]
Folliculitis 7 {0.8) & 1 a [¢]
Fungal infection 3 {¢.2) 1 0 [+] 1
Furuncle z {0.2) 1 1 o o
Gastroenteritis 1 {0.1) a 1 a [s]
Hepatitis C 1 {0.1) 1 0 0 [}
Herpes simplex 3 {0.2) 3 0 o 4]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only thé most gevers occurtence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrenca of the sama event in a given treatment for which severity was recorded,

In this case, the reported saverity is suwmarized. Missing baseline severities are imputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-~threatening.

MedDRAR (v9.0) coding dictionary applied.

For protocel 1026 only the QD arm iz included. For 1027 and 1028 both plinded and cpen label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, R4001027, A4001028, A41001029, Cate of Tabla Generation: O01NOV2006 {09:17)
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Maravircoc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Evente (Treatment Related)

Phasa 2b/3 Studies All Maraviroc Therapy

N (%) 1 2 3 4
System Organ Class and
MedDRA (v5.0) preferred term

Herpes virug infectien a (0.2) 3 o Q Q
Herpes zoster 1 (0.1) o 1 0 Q
Hordeolum 1 (0.1) 1 [« 0 [}
Infective myositis 1 (0.1) [+) [+] 0 1
Influenza 3 (D.2) o 3 0 o
Nagopharyngitis 7 (D.5) 3 1 0 o
Cesophageal candidiasie 3 (0.2) 1 2 Q 0
Cral candidiasis 2 (0.2]) X 1 Q o
Oropharyngeal candidiasis 2 (0.2) 2 [+ ] 0
Pneumonia 1 {0.1) V] 1 [+ D
Rhinitis 1 (D.1) b3 [+] [+] Q
Sinusitis z (0.2) o 2 o 0
8ycosis barbae 1 (0.1) hi [+] 4] Q
Tinea cruris 1 (0.1) o 1 0 o
Tinea pedis 1 {0.1) 1 ] Q 0
Tinea versicoelour 1 (D.1} 1 Q Q 1]
uUpper respiratory tract infection 3 (0.2) 3 [} ] ']
Urinary tract infection 1 (D.1) i o 0 a
viral infection 1 (0.1) 1 [+] Q 1]
INJURY, POISONING AND PROCEDURAL COMPLICATIONS S (D.4) 4 1 ] 1]
Contusion X 1 {o.1} 1 [+] ] 1]
Fall a (0.2) 2 1 o ]
Muscle injury 1 (0.1) 1 [ 0 o
Rib fracture 1 {0.1) 1 ] Q o

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severs ccourrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity ie summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v%.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open lakel treatment ave included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A406102%. Date of Table Generation: O01NOV2006 (09:17)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

Phage 2b/3 Studies All Maraviroc Therapy

Systewm Organ Class and
MedDRA {(v$.0) preferred term

INVESTIGATIONS 81 (6.7} 27 24 17 13
Alanine aminctransferase increased 18 (1.5} 1 7 7 3
Aspartate aminotransferase 1 (0.1} o [+ 0 1
Aspartate aminotransferase increased 20 (1.7} 1] E 7 4
Bleeding time prolonged 1 (0.1} 1 4] Q i}
Blood alkaline phesphatase inereased 1 (0.1} 1] o 1 a
Blood bilirubin increased 2 (0.2} 1] 2 Q [}
Blood cholesterol increased 1 (0.1} 0 1 0 a
Blood creatine increased 1 {o.1} ] 1 Q Q
Blood creatine phesphokinase increased 5 (0.4} 1 1 1 2
Blood creatinine increased 2 (0.2} 1 1 9 i
Blood glucose increased 3 (0.2} 2 1 ] 1]
Blood iron decreased 1 (0.1} 0 1 0 0
Blood lactate dehydrogenases increased 2 (0.2} o 1 L] 1
Blood potassium decraased 1 (0.1} 1 o ) 1]
Bloed potassium inereased 1 (0.1} 0 1 2 o
Blood pregsure inereased 2 {0.2} 1 [+ 1 o
Blood testosterone decreased 1 (0.1} o 1 b a
Blood triglycerides increased 7 {0.6} z 3 1 1
Blood uric acid increaced 1 (0.1} 1 [+] ] a
Body temperature increased 1 (0.1} 1 [} Q ]
Cardiac murmur 1 (0.1} 1} 1 0 a
Electrocardicgram QT prolonged 1 (0.1} o 1 Q 0
Ganma-glutamyltransferase increased 10 (0.8} 1 2 4 3

* If the same pubject in a given treatment had more than one occurrence in the same preferred term event category, conly the most mevera occurrence is taken.
Subjects are counted only once per treakment in sach row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced anether cccurrence of the same event in a given treatment for which sevarity was recorded.

In this case, the reported severity is summarized. Missing bapeline severities are imputed ag grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v$.9) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocole:A4001026, A4001027, A4001028, A4001029, Date of Table Generaticn: 01NOV2005 (0%:17)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Rdverse Events (Treatment Related)

Phase 2Zb/3 Studies All Maravirec Therapy

1) (%) 1 2 3 4

Syetem Organ Class and
MedDRA (v9.0} preferred term

Haematocrit decreased 2 {0.2) 2 2 [} 0
Haemoglobin decreased 2 {0.2) 1 Q 1 ¢
Heart rate increased 1 {0.1) 1 0 [\] ]
Hepatic enzyme increased 3 {0.2) 1] 2 1 [+
Liver function test abnormal 4 {0.3) 1 Q 2 1
Neutrophil count decreased 1 {0.1) Q ] o 1
Neutrophil count increased 2 {0.2) 0 L] 1 1
Platelet count decreaced i {0.1) Q 1 1] [+]
Prostate examination abnormal 1 {¢.1) 1 0 0 [+
Red blocd cell count decreased 1 {e.1) 1 0 0 [+
Transaminases increased 1 {c.1) [ 0 ] 1
Urine output decreased 1 {¢.1) [ 1 o [}
Viral load increased 1 {o.1) 1 0 4] [¥]
Viral test 1 (¢.1) 1 i3 [+ [«
Weight decreased 11 (0.9]) g 2 Q [+]
Weight increased 5 (0.4) E ] [+] ]
White blood cell count decreased 1 (0.1) o ] 1 Q
METABOLISM AND HUTRITICHN DISORDERS 71 (5.9) 47 23 1 Q
Alcohol intolerance 1 (0.1) 1 ] o o
Ancrexia 30 (z.5) 17 12 1 Q
Central chesity 1 (0.1} 1 [ ] 0
Decreaged appetite 25 {z.1} 19 [ 0 1]
Fluid retention 1 (0.1} 1 [+] ] 0
Pood craving 1 (0.1} 1 [+ Q 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe cocurrence ie taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miesing severities have been imputed as grade 4 unless the subject
experienced another eccurrence of the same event in a given treatment for which severity was recorded.

In thig case, the reported severity is summarized. Missing baseline severities are imputed ag grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v92.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 19028 hoth blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:R4001026, A4002027, RA4001028, A400102%9. Date of Table Generation: O01NOV2006 (0%:17)
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Maraviroc Summary of Clinical Safety -

Incidence and Severity of Treatwent-Emergent hAdverse Events (Treatment Related)

Phage 2b/3 Studies All Maraviroc Therapy

Humber of Subjects evaluable for adverse events maraviroc (n=1212)

Severity Grade*

N (%) 1- 2 3 4
System Organ Clasa and
MedDRA {v9.0) preferred term

Hyperamylasaemia 1 {0.1) 1 0 [} 0
Hyperglycaamia 2 (0.2) 0 2 [+] L]
Hypertriglyceridaemia 3 {0.2) 1 2 [+] 0
Increased appetite 5 (0.4} 5 0 [+] 0
Insulin resistant diabetes 1 {0.1) 0 1 ] 0
Polydipaia 1 (0.1} 1 ] ] 0
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISCRDERS 64 (5.3} 50 10 4 [}
Arthralgia 16 {1.3}) 13 2 1 1]
Back pain 11 {0.9} 9 1 1 [1]
Joint stiffness 1 {0.1}) 1 0 [+] (]
Muscle apasme is {1.3) 16 o o [}
Muscle tightness 1 {0.1) 1 9 ) 0
Muscle twitching 1 {0.1}) 1 0 [+] 0
Muscular weakness 2 (0.2} 1 0 1 a
Musculoskalatal stiffness 4 {0.3) 3 1 [¥] 0
Myalgia 20 {1.7) 13 5 2 0
Mycpathy 1 (0.1} 1 ) o 0
Myosgitia 1 {0.1}) 0 0 1 a
Neck pain i {0.1) 1 0 Q 0
Pain in extremity 10 {0.8} 7 2 1 0
Shoulder pain 1 {0.1} 1 9 ] 0

NEOPLASMS BENIGN, MALIGNANT AND UNSPECLFIED (INCL

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most gevere occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed ar grade 4 unless the subject
experienced another occcurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity im summarized., Missing baseline severities are imputed as grade 1,

Includes data up te 7 days after last deose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

For protocel 1026 only the QD arm iz included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includss Protocols:A4001026, A4001027, A4001025, A4001029. Date of Table Generation: O01NOV20056 {09:17)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {Treatment Related)

Phase 2b/3 Studies A1l Maraviroc Therapy

Humber of Subjects evaluable for adverse events

N (%) 1 2 3 4
System Organ Clase and

MedDRA (v9.0)} preferred term
B-cell lymphoma 1 {0.1) 0 ] 0 1
Neoplasm skin 1 {0.1) 1 o '3 Q
Seborrhoele keratosis 1 {0.1) 1 0 0 0
Skin papilioma 3 {0.2) 3 o 0 0
WERVOUS SYSTEM DISORDERS 228 (18.3) 165 5¢ S 2
Ageusia 1 {0.1) 1 1] [i] ]
Amnesia 3 {io.2) 3 [} ] [+]
Areflexia 2 {0.2) 2 o ¢ 0
Carpal tunnel syndrome 1 (0.1) 1 Q [} Q
Convulsion 2 (0.2} ] 1 [ 1
Coordination abnormal 1 (0.1) 1 o 4] 0
Disturbance in attention 6 (0.5) 5 1 [} 0
Dizzinese 62 (5.1 55 T [ Q
Dizziness postural & {0.5) 5 1 o a
Dysgeusia 19 (1.6) 15 2 ¢ Q
Epilepsy 1 (0.1} 0 1 ¢ Q
Facial palsy 1 (0.1) 1 [+ [+ Q
Fermication 1 (0.1) 9 1 o Q
Headache 111 (9.2) BO 28 3 0
Hyperaesthesia 4 (0.3) 3 1 ] )
Hypoaesthesia 6 (0.5) 5 1 [+] Q
Lethargy 8 (0.7) & 1 1 Q
Lose of conecicusness 1 (9.1 ] 1 [+ 0

* If the same subject in a given treatment had more than one cccurrence in the same preferred term event catagory, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported sevarity is summarized. Missing baseline saverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1025 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: 0INQV2006 (09:17)
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Maraviroe Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent hdverse Events (Treatment Related)

Phasa 2b/3 Studies All Maraviroc Therapy

System Organ Class and
MedDRA (v3.0) preferred term

Memory impairment 2 (0.2) 2 o i3 0
Migraine 3 (0.2) Q9 3 [} ]
Neuropathy 2 (0.2) 2 1] ] a
Naurcpathy peripheral 1 (0.3) 4 a [ Q
Paraesthegia 18 {1.5) 15 kY [+ 4]
Petit mal epilepsy 1 (0.1) 9 1 o 0
Polyneuropathy 3 (0.2) 3 o [ 0
Poor quality sleep 2 (0.2) 2 o [+ a
Peychomotor hyperactivity 2 (0.2) 1 1 [+] Q
Restless legs syndrome 2 0.2) 2 o ¢ 0
Sciatica 2 (0.2) L] 2 [ 0
gedation 1 {0.1) 1 a o Q
Sensory disturbance 1 (0.3 Q o 1 0
Sinus headache 1 (0.1) 1 4] o 0
Somnolence 16 {1.3) 13 2 1 Q
Speech discrder 1 {D.1) 1 a [ 0
Syncopa S {D.4) 2 2 [} 1
Tramoy 7 (D.6) 7 [+] [+] ]
Trigeminal neuralgia 1 (0,1} 1 Q [} 0
PSYCHIATRIC DISORDERS 113 (9.3) 72 37 4 0
Abnormal dreams 26 2.1) 17 8 1 o
Affect lability 1 {0.1) 0 [+] 1 0
Atfective disorder 2 (D.2) 2 a [+] 0
Aggreasion 1 {0.1) 0 1 [} 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most savers occurrence is taken.
subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported geverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thraatening.

MedDRA (v9.0) coding dictionary applied.

For protocol 1026 only the QD arm ie included. For 1027 and 1028 koth blinded and open label traatment are included.

PFIZER CONFIDENRTIAL Includes Protecolp:R4001026, A4001027, A4001028, A1002029. Date of Table Generation: 01NOV2ZG06 (09:17)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverese Events (Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

Number of Subjects evaluable for adverse events maraviroc {n=1212)

Severity Grade*

N (%) i 2 3 4
System Oxgan Class and
MedDRA (v9.0) preferred term

Alcshelism 1 (c.1) [+] 1 Q o
Anxiety [ (0.5) 2 4 0 [s]
Apathy 1 (0.1) 1 ¢ o ]
Confusional state 1 {0.1) 1 [+ 0 [+]
Cyclothymic disorder 1 (0.1) 1 o ] o
Depression 1z (1.0) 2 L 1 o
Disorientation 1 (0.1) 1 [ a 0
Euphorie meed 2 ©.2) 2 ¢ Q L)
Excitability 1 (0.1) 0 1 ] 0
Flat affect 1 (0.1) 1 [ ] o
Hallucination 2 (0.2) 2 [ ] 1]
Insomnia L¥-] {3.5) a3 3 1 o
Libido decreased 9 (0.7) 5 4 o 1]
Loss of libido 1 (0.1) 4] 1 ] 0
Mood altered 2 (0.2) 2 [ [s] o
Mood swings 1 (0.1) 1 [ ] 0
Wightmars 11 (0.9) 7 4 0 [}
Restlegsness 1 (0.1) b3 [+ o 0
Sleep disorder 13 (1.1) 10 3 ] 0
RENAL AND URINARY DISORDERS 3a (2.5) 21 a 1 Q
Chromaturia £ (0.2) 3 [ 0 0
Dysuria 3 (0.2) 3 [+ Q o
Haematuria 2 (0.2) 2 [ ] 1]
Nocturia 8 (0.7) 5 3 [+] 1]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most gevere cccurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlees the subject
experienced another occurrence of the same event in a given treatment for which severity wae recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate egeverity as : Grade 1 = Mild, Grada 2 = Mederate, Grade 3 = Severe, Grade 4 = Life-threataning.

MedDRA (v5.0) coding dictionary applied,

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generaticn: OINOV2006 (09:17}
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Maraviroc Summary of Clinical sSafety

Incidence and Severity of Treatment-Emergent Adverse Events {Treatment Related}

Phase 2b/3 Studies All Maraviroc Therapy

Severity Grade*

N {%) 1 2 3 4

System Organ Clasa and

MedDRR (v9.0)} preferred term

Pollakiuria 1 {0.5) 3 3 0 ]
Polyuria 3 {0.2) 2 1 1] ]
Proteinuria 3 {0.2) 3 L) i) ]
Renal failure 2 {0.2) 0 1 1 [
Urinary incontinence 1 {0.1) 1 b 0 0
Urine odour abnormal 1 {0.1} [1] 1 Q ]
REPRCDUCTIVE SYSTEM AND BRREAST DISORDERS 17 {1.4) 10 7 o (]
Benign prostatic hyperplasia 2 {0.2) 1 1 1] [}
Breast discharge 1 {0.1) 1 Q 0 ¢
Breapt mass 1 {0.1) 1 Q [+ [+
Breast pain 1 {0.1) Q 1 0 [}
Breast tenderness 3 {0.2) 2 1 o [+
Erectile dysfunction [ {0.5) 4 2 0 [+]
denital pain female 1 {0.1) 1 0 0 ]
Pelvic pain i {0.1) 1 L] 0 [+]
Sexual dysfunction 2 {0.2) 0 2 0 o
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 55 {4.5) 43 9 2 o]
Asthma 2 {0.2) 2 ] 0 [}
Bronchospasm 3 {0.2) 2 0 o [+
Cough 22 {1.8) 16 6 0 [+]
Dysphonia 3 {0.2) 3 0 0 [}
Dyspnosa & {¢.5) 3 2 1 [+]

* If the same subjact in a given treatment had more than one occurrence in the same preferred term avant category, only the mogt severse occurrenca ig taksn.
Subjecte are counted only ence per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unlese the subject
experienced anether ocecurzence of the same event in a given treatmsnt for which severity was recorded.

In this case, the reported severity is summarized. Missing baselins severities are imputed as grade 1.

Includes data up to 7 days after last deose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

For protocel 1026 only the @D arm is included. For 1027 and 1028 both blinded and cpen label treatment are included.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generation:; 01NOV2006 {09:17)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

Severity Grade*

N (%) 1 2 3 %
Syastem Organ Class and
MedbRA (v2.,0) preferred term

Dyspnoea exacerbated 1 (0.1} i) 1 Q ]
Dyspnoea exertional 1 {0.1} 1 [+] 0 0
Emphysema 1 (0.1} o o 1 o
Epistaxis 1 {0.1} 1 o 0 0
Haemoptysais 1 (a.1) o 1 Q Q
Lung disorder 1 (0.1} o [+] L Q
Nasal congestion 5 (0.4} 4 ] 1 a
Nagal dryness 1 {0.1) 1 2] 0 [
Pharyngeal erythema 1 (0.1} 1 ] 2 a
Pharyngolaryngeal pain 1 (0.5} € ] ] <]
Pharynx discomfort 1 (0.1} 1 o 0 a
Productive cough 4 (0.3} 3 1 ] 9
Regspiratory distress 1 (0.1} 1 [¢] L] a
Rhinitis allergie 1 (0.1} 1 [} 2 o
Rhinitis seasonal 1 (0.1} 1 o 0 o
Rhinorrhoea 2 (0.2} 2 [+] ] <]
Sinus congastion 1 (0.1} 1 ] Q Q
Sneezing 1 (0.1} 1 o 9 a
Throat tightness 1 (0.1} 1 4] L) a
Upper respiratory tract congestion 1 (0.1} 1 [¢] Q Q
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 140 (11.6} g3 30 9 2
Acne 2 (0.2} 2 o Q Q
Alopacia g (0.7} 7 1 1 0
Cold sweat 1 (0.1} 1 o a 1]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence ils taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which saverity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedCRA (v2.0) coding dictionary applied.

For protocel 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protoceols:A4001026, A4001027, A4001028, A4001025. Date of Table Generaticn: 01NOV2006 (09:1i7)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

Phase 2b/3 Studies All Maraviroc Therapy

Sevarity Grade*

i (%) 1 2 3 4
System Organ Class and
MedDRA (vS.0} preferred term

Dermatitis 2 (0.2} 1 1 4] [}
Drug eruption 1 (0.1} 0 1 Q 0
Dry skin 9 {0.7} b} ] 0 o
Eczema 3 (0.2} 3 Q 0 a
Erythema 5 {0.4) 4 1 0 [ ]
Exfoliative rash 2 (0.2} 2 o 0 a
Fat atrophy 1 {0.1) 0 [} 1 a
Hyperhidrosis 5 (0.5} a 3 Q 0
Hypettrichosis 1 {0.1} 1 [} 0 0
Hypoaesthesia facial 1 (0.1} 1 o 0 9
Lichen planus 1 {(0.1) [} 1 L] [1]
Lipoatrophy 3 (0.2} 2 [+] 0 1
Lipodystrophy acquired & (0.5} 5 L L] ]
Lipohypertrophy 3 (0,2} 2 1 0 ]
Nail discolouraticn 3 {0.2} 3 o 0 o
Nail disorder 1 (0.1} 1 [+] 0 ]
Nail pigmentation 1 (0.1} 1 [+] ] q
Night sweats 18 {(1.3) 14 ] 2 [¢]
onychoclasis 1 (0.1} 1 Q 0 [+]
Onycholysis 1 {0.1} 0 1 0 ]
Pruritus 18 (1.5} 17 1 0 [+]
Pruritus generalised 2 (0.2} 1 1 ] a
Rash 43 (3.5} 26 14 3 1}
Rash erythematous 2 (0.2} z 1] 0 a
Rash generalised 2 (0.2} 1 o 1 o
Rash macular i (0.1} 1 ] a Q

+ If the same subject in a given treatment had mere than opne occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unlese the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this cage, the reported severity is summarized. Missing baszeline severitiee are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severse, Grade 4 = Life-threatening.

MedDRA (v2.0) ceoding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open label treatment are included.

PFIZER CONFIDENTIAL Includes Protocole:A4001026, A4001027, A4001028, A4001029. Data of Table Generaticn: O01HOV2006 (09:17)
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Maraviroc Summary of Clinical safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

Fhase 2b/3 studies All Maravirec Therapy

maraviro¢ (ne=1z12)

Severity Grade*

N (%) 1 2 3 4

Syatem Organ Clasa and

MedDRA (v$.0) preferred term

Ragh maculo-papular 2 (0.2) 0 2 [+] Q
Ragh papular 5 (0.4) 4 1 0 i}
Rash pruritic 3 (0.2) 1 2 M) +]
Zeborrhoeic dermatitis 1 (0.1} 1 [ ] [i]
skin exfoliation 1 (0.1} 1 [ a o
skin irritation 1 (0.1} 0 o 1 ]
Skin lesion 1 (0.1} 1 ] Q 0
Skin swelling 1 (0.1} 1 [+] Q 0
Stevans-Johnson syndrome 1 (0.1} o o o 1
Telangiectasia 1 (0.1} 1 [ ] o
Urticaria 2 (0.2} z o ] 1]
SOCIAL CIRCUMSTANCES 1 (0.1} [} 1 Q Q
Abstains from alcochel 1 (0.1} 0 1 a 0
VASCULAR DISORDERS 24 (2.0} 16 [ 2 a
Circulatory collapse 1 (0.1} 1 ] 0 a
Flushing 4 (0.3} 4 [+] Q a
Hot E£lush 5 (0.4} 4 1 9 a
Hypertension 5 (0.5} 1 2 Q a
Hypotension 3 (0.2} 2 [} 1 [’]
orthostatic hypotension 4 {0.3) 0 3 1 a
Raynaud!s phanomenon 1 {0.1} 1 o ) a
Total preferred term events 1944 1231 473 103 32

* If the game subject in a given Lreatment had more than one occurrence in the same preferred term event category, only the wost severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.9) coding dictionary applied.

For protocol 1026 only the QD arm is included. For 1027 and 1028 both blinded and open labsl treatment are included.

PFIZER CONFIDEWNTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029, Date of Table Generation: O01NOV2008 (05:17)



Table 3.4.2.3 Page 18 of 18
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (Treatment Related)

pPhase 2b/3 Studies All Maravireoc Therapy

Number of Subjects evaluable for adverse evente maraviroc (n=1212)

Severity Grade+
R (%) 1 2 3 4

System Organ Class and
MedORA {v5.0) prefarred term

* If tvhe sawe subject in a given treatment had more than cne occurrence in the same preferred term event catagory, only the most severe occurrenca is taken.
Subjecte are counted only once per treatwment in each row. For the TESS algorithm any misaing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported geverity ls summarized. Miseing baseline severities are impukted as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v%.0) <coding dictionary applied.

For protocol 1026 only the QD arm is included, For 1027 and 1028 both blinded and open label treatment are includad.

PFIZER CONFIDENTIAL Includes Protocols:A4001026, A4001027, A4001028, A4001029. Date of Table Generation: O01NQV2006 (09:17)



Table 3.4.2.4 Page 1 of 1
Maraviroc Summary of Clinical Safety

Treatment-Emergent Adverse Events by System Organ Clase (ALl Causalities)

Phage 2b/3 Treatment Experienced 8tudies

Number (%) of Subkjects:

Evaluable for adverse events 477 487 271
With adverse events 420 [88.1) 435 {50.1) 230 (84.9)
Discontinued due to adverse events 22 {4.86) 20 {4.1) 12 {4.4)

Number (%) of Subjects with Adverse Events by System Organ Class:

Being queried 1 {0.2) [¢] ]

Blood and lymphatic system disorders 29 {6.1) 37 {7.6) 21 (7.7)
Cardiac disorders 1z {2.5) 11 {2.3) & (2.2)
Ear and labyrinth disorders . 14 {2.9) 22 {4.5) 10 (3.
Endocrina disorderse 8 {1.7) 5 {1.0) 4 (1.5)
Eye disorders 39 {8.2) 46 {9.4) 18 (7.0
Gastrointestinal disorders 232 [48.8) 237 {48.7) 137 (50.6)
General disorders and administration site

conditiona 150 (33.5) 181 {37.2}) 107 (39.5)
Hepatobiliary disorders 10 {2.1) 18 {3.7}) ] {3.0)
Immune system disorders 16 {3.4) 11 (2.3} 8 (3.0)
Infections and infestatiecns 226  (47.4) 239 (49.1}) 203 (38.0)
Injury, poisconing and procedural complications 35 {7.3) 35 {7.2) 17 {(6.3)
Investigations B2 (17.2) 80 (18,5) 3z (1z.2)
Metabkolism and nutrition disorders 52 (L0.9) 61 (12.5} 26 {3.6)
Musculoskeletal and connective tissue discrders 103 (21.5) 92 (18.9) 47 (17.3)
Heoplasms benign, malignant and unspecified

{incl cyste and polyps) 26 {5.5) 22 {4.5) 15 {5.5)
Nerveus system disorders 158 (33.1) 152 (31.2) 8o (29.5)
Pregnancy, puerperium and perinatal conditiona 2 {0.4) [} o
psychiatric disorders 77T (16.1) 77 (15.8) 35 {12.9)
Renal and urinary disorders 39 {8.2) 47 {9.7) 15 {5.5)
Reproductive system and breast disorders 22 {4.8) 27 {5.5) 10 {3.7)
Regpiratery, thoracic and mediastinal disorders 115 (24.1) 118 (24.2) 42 (15.5)
Skin and subcutaneous tissuve disorders 115 (24.1) 137 (28.1) 54 (19.9)
Social circumstances 1 {0.2) 1 {0.2) 1 {0.4)
Surgical and medical procedures 11 {2.3) 9 {1.8) 3 {1.1)
Vascular discrders 23 {4.8) 38 {8.3) g (3.3)

subjects are only counted once per treatment for each row.

Includes data up to 7 days after last dose of study drug.

MedDRA (v9.0) coding dictionary applied.

BFIZER CONFIDENTIAL Includes Protocols:A4001027, A4Q01028, A4001029, Date of Table Generaticn: 14RCV2006 (06:58)



Table 3.4.2.5 Page 1 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Bmergent Adverse Events (All Causalities)

Phasa 2b/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse svents maraviroc Q0 (n=477) maraviroc BID {n=487)

Severity Grade* Severity Grade*

N {%) 1 2 3 4 n (%) 1 2 a 4 N {%} 1 2 3 1
System Organ Class and
MedDRA (v2.0) preferred term
BEING QUERIED 1 {0.2) Q Q 1 ] 1] 1] ] a 0 0 Q Q ] o
WCRSENING OF CANDIDIASIS 1 {0.2) o 1 Q 13 ] Q 1} 0 1] 0
BLOCD AND LYMPHATIC SYSTEM DISORDERS 29 (6.1} 16 7 2 4 37 (7.6} 10 12 3 6 21 {7.7) 7 -] 5 1
Anaemia 13 2.7} 1 3 1 2 12 (2.5} 3 8 2 1 7 {2.8) 4 3 ] o
Hone marrow failura 1 {io.2) Q 1 1] Q o Q Q 0 0 [} 0 [s] 0 L]
Coaguleopathy 1 (0.2) 1 ] o 0 o o i) 0 0 1] [} 2] 0 o
Fabrile nsutropenia Q ] o 1] o 1 (0.2} 0 1 1] 0 1 {0.4) o o [+} 1
Haemoglobinaemia Q a o 1} o 0 ] Q 1] 0 1 {0.4) 1 o 0 o
Haemelykle anaemia ] Q Q o Q 1 (0.2} Q 0 a 1 1] 0 [+] 0 4]
Iron deficiency anaemia Q ) 0 3 Q 1 (0.2} 1 a 0 0 0 0 o 1] 0
Leukopenia Q 0 1] o aQ 1 (0.2} L] 1 a 0 2 {0.1) 0 2 0 1}
Lymph node pain 1 (0.2) 1 o ] g 1 (0.2} 1 0 1} ] 1} 0 ] 0 (]
Lymphadenitis 0 9 o [} a 2 (0.4} 1 0 Q 1 0 0 [+] 3 ]
Lymphadencpathy 10 (2.1) 7 3 ] 0 a (1.6) 5 3 Q 0 6 {2.2) 3 2 1 o
Nautropenia 4 (0.8} 1 0 1 2 11 (2.3} 0 2 6 3 & {2.2) 0 2 4 1]
Pancytopenia 1 (0.2) ] 1 [ Q 2 (0.4} 0 0 2 0 o [} 0 0 o
Splenomaegaly 0 Q o [ 0 1 (0.2} o 0 0 1 1 {0.4) ] [} 1 o
Thrombocytopenia 0 0 o o o 1 (0.2} 0 1 0 0 1 {0.4) 0 o 1 o
CARDIAC DISORDERS 12 (2.5) 8 1 3 2 11 (2.3} 3 4 E 1 & {2.2) 2 2 2 Q
Acute myocardial infarction 1 (0.2) 0 o 1 aQ [ 1} 0 a 0 o 0 o [ 0

* If the same subject in a given treatment had more than cne cccurrence in the same preferred term event catagory, only the most severe occurrence is taken.
Subjects are counted only once per treatwment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this cape, the reported severity is summarized. Misging baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug,

ACTG gradee estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = 3esvere, Grade 4 = Life-threatening.

MedDRA {v%.0) <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A400102%. Date of Table deneratiion: 14NO0V2006 (08:12)



Table 3.4.2.5 Page 2 of 40
Maraviroc Summary of Clinical Safety

Incidence and Sevarity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

maraviroc BID (n=4387) Placebo (n=271}

Severity Grade* Severity Grade*
N (%) 1 2 3 4 N {%) 1 2 3 4 N %) 1 2 3 4
System Organ Class and

MedDRA {v9.0) preferred term
Angina pectoris 2 (0.4} 2 0 ] 0 1 (0.2} 9 [ 1 o [+ 0 o o o
Angina unstable 1 {0.2}) 0 0 1 Q 1 {0.2) 1 [} 0 [} 0 0 0 [} 0
Aortic valve disease [+] 0 0 Q [1] [\] Q ¢ 0 ] i (G.4) 0 [i] 1 ]
Arrhythmia [+ 0 0 [s] 0 1 {0.2) 0 [} d 1 Q 0 o [+] Q
Atrioventricular block firak degree 1 {0.2} 1 Q ] [i] 2 {(0.4) 2 ] Q Q Q 0 1} [+] Q
Bradycardia ° 0 aQ o 0 3 {0.6) 0 3 0 ] Q 0 0 ] Q
Cardiac failure acute 1 {0.2) 0 Q [} 1 [ o 1] 0 o o 0 o 4 a
Coronary artery disease 2 {0.4) 1] 1 1 1] o o 14 o [} o 0 0 [} 0
Corenary artery occlusion 2 {0.4}) 0 1 1 1] [+] 0 [} 0 [} Q 0 0 [} ]
Myocardial infarction 1 {0.2) 0 0 o 1 1 (0.2 9 [+] 1 [+] Q 0 o [+] 0
Myocardial ischaemia [+ 0 0 [} 0 2 {0.4) 1 [} 1 [} 0 1] a [} ]
Palpitations 1 {0.2) 1 0 ] Q 1 {0.2) 1 G 0 [+] 4 (1.5) 2 2 [+] Q
Prinzmetal angina [s] 0 Q [+] 0 1 {0.2) Q 1 0 o] [+] 0 0 ] 4]
Sinue bradycardia 1 {0.2) 1 Q o Q o 0 o ] [+] Q 0 1} [+] ]
Supraventricular tachyarrhythmia ] 0 Q ] 0 o a [ 0 ] 1 (0.4) 0 1] 1 Q
Tachycardia 1 {0.2) 1 0 o 0 2 {0.4) 1 1 L] [+] 0 0 o [+] ]
EAR AND LABYRINTH DISCRDERS 14 (2.9} 10 3 1 0 22 {4.5) 13 ] 1 [+] 10 (3.7) s 4 [ B
Cerumen impacticn [ 0 L] 0 a 3 {0.6) 2 1 0 0 Q 0 a [+] ]
Deafness 1 {0.2) 1 Q Q Q 1 {0.2) 1 [+] 0 o 1 (©.4) Q 1} o] 1
Ear congestion [} 0 2 o [} z {0.4) 1 1 0 o 1 (C.4) [ 1 o ]
Ear discomfort [+] 0 0 0 o 2 {0.4) 1 1 0 ] 0 0 0 4] Q
Ear discrder o 1] Q 0 Y 1 {0.2) 1 [} 0 o 1 (6.4) 1] 1 [+] L]
Ear haemorrhage [+] 0 o 0 a 1 {0.2) 1 [+] L] ] 0 [ a [ ]
Ear pain 3 {0.8) 1 2 Q a 3 {0.6) 2 1 0 1] 1 (c.4) 1 a o] ]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
subjects are counted only once per tfreatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported saverity is summarized. Missing baseline severities are Imputed as grade 2.

Includes data up to 7 days after last dese of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

HMedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001029. ate of Table Generation: 14NCV2006 (08:12)



Table 3.4.2.5 Page 3 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 2b/3 Treatment Experienced Studies

maravirec QD (n=47T}) waraviroc BID (n=487) Placebo (n=271}

Severity Grade* Severity Grader Severity Grade*

H (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ Class and

MedDRA (vS.0} preferred term

Hyperacusis 1 (0.2} 1 [} 0 0 0 [} a ] Q 4] 9 0 0 [+]
Moticn sicknesse ] o [+] Q Q 1 (0.2) ] 1 o 0 +] 9 0 Q 0
Ctorrhoea 1 (0.2} 1 [+] 0 1] 1 (0.2) 1 ] o o [ o )] Q 4]
Tinnitus 2 (0.4} 2 [+] Q 0 4 {(0.8) 2 2 [+] ] 2 0.7 0 2 ] [+]
Tympanic membrane hyperaemia ] o [ Q 0 1 (0.2) 1 ] [+] 0 [ 1] 0 0 [+]
Vertigo [ (1.3} 4 1 1 [} 5 (2.0) 3 1 1 Q 4 {1.5) 4 0 [s] ]
Vertige positional ] 1] [+] Q 0 1 (0.2) 1 ] o 0 [ 0 0 Q [+]
ENDQCRINE DISORDERS a (1.7} a 4 Q 0 5 {1.0) 2 3 o Q 4 {1.5) 2 2 Q o
Adrenal insufficiency 1 (0.2} 1] 1 Q 1] ] [} ] L] 0 [} ] 1] 0 [}
Adrenal mass 1 (0.2} 1 [} L] 0 Q ] a "] 0 [+ 0 0 Q [s]
Bagedow's digease 1 (0.2} 1 o 9 a o ] o 0 o [+] o 0 0 [}
Hyperparathyroidism o 4] [ Q 1] L] [ <] ] 0 1 (0.4} 0 1 ] o
Hypegonadism 2 (0.4} 1 1 a 0 4 (0.8) 2 2 1] 9 1 (0.4) 1 1] 0 [+]
Hypothyroidism 3 (0.6} 1 2 Q 0 1 (0.2) ] 1 o 0 2 {0.7) 1 1 0 o
EYE DISORDERE 39 (8.2} 23 a 1 1 46 {9.4] 31 12 1 1 1z (7.0) 12 7 Q [s]
amblyopia [} 0 [ 0 0 1 (0.2) 1 o o o [ 0 0 [} [+
Blepharitis 1 (0.2} 1 4] Q o Q [+] L) (<] o 2 {(0.7) 1 1 Q o
Blindness unilateral 0 0 ] b] a 1 {0.2) ] 0 [+] 1 [+] 0 0 ] [+]
Cataract 1 (0.2} 1 [s] 0 o 1 (0.2] 1 Q ] Q ¢ o 0 Q o
Cataract subcapsular 1 (0.2} 1 o Q Q Q [ o Q Q [ 0 1] L] o
Chalazion 0 ] o 0 0 Q [ o 4] 0 1 (0.4} 1 0 Q [+]
Conjunctival irritatien 1 (0.2} 1 [} Q a 0 [+] G [+] Q [+] 1] 1] 0 [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the wmost severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing basaline severities are imputed as grade 1.

Includes dakta up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Ganeration: 14HOV2006 (08:12)




Table 3.4.2.5 Page 4 of 40
Maravircc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverge Events (All Caugalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverce events maravirce QD {n=477} maraviroc BID (n=487) Placebo (n=271}
Severity Grade* Severity Grade+ Severity Grader
n (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ <lass and
MedDRA (v%.0) preferred term

Conjunctivitie 7 (1.5) 5 2 ] 1] 9 {(1.8) 6 3 Q 0 3 (1.1} 1 2 4] o
Conjunctivitie allergic 0 o ] 0 o 1 {0.2) 1 o 0 ] ¢ o 0 0 ]
Dacryoadenitis acquired 1 (0.2) 1 o 0 o Q [ o ] 0 [+ 0 0 Q ]
Dacryostencsis acguired 0 o ] 0 0 Q [ 0 [+] Q 1 (0.4} 1 0 ] [
Diplopia a ] o Q o 2 (0.4) 1 Q 1 ] 1 (0.4} 0 1 [+] (]
Dry eye 1 (0.2) i [+ 0 0 7 (1.4) 3 4 ¢ ] 1 (0.4} 1 0 Q ]
Erythema of eyelid 1 {0.2) 1 [ o o o [ o [ G 0 "] 0 L] [
Exophthalmos 1 (0.2) o [+ 1 Q Q 3 o [+ a 0 o o a [
Eye allergy [} ] [+] Q [+] 1 (0.2} ¢ 1 [¢] a 0 o 0 Q ]
Eye discharge Q o ¢ a Q0 0 o Q o aq 1 (0.4} 1 0 4] G
Eye disorder 1 {0.2) 3 [+] ] a ] 4] 0 [+] o 0 0 0 a 4]
BEye irritation 3 (0.8) 3 v} 9 Q 5 (1.0} 5 o @ Q Q 0 0 [+] [¢]
Bye cedema 1 (0.2]) 1 [} ] 0 0 o 0 [« a 1] o 0 0 o
Eye pain 1 (0.2 o 1 Q Q 3 (0.8) 3 0 (] 1] Q 1] 1] 0 [¢]
Eye pruritus a o [ o 0 1 (0.2} 1 o [ ] 0 "] 0 Q ¢
Eyelid digorder 0 o o 0 ] 1 (v.2) 1 0 o a 1] o 0 0 [
Eyelid oedema 2 (0.4) 2 [ 0 0 ] o :] [ o 0 o 1} ] [
Byelid ptosis 0 1] [+] a 1} 1 (0.2) 1 0 4] 1] 1] 0 1] [} [
Glaucoma 1 (0.2]) 0 1 0 o ] 0 o [+] ] Q o 0 0 [}
Halo vieion a 0 [ ] L] ] [ o [ ] 1 (0.4} 1 0 0 ]
Keratocoenjunctivitis sicca 0 0 [} [} 1] 1 (0.2) 1 0 ¢ ] 0 ] 0 1] ]
Lacrimation increased 2 (0.4]) 2 [ o o 9 [ ] [} a 1] o 0 o 4
Ccular hyperaemia £l (0.8) 2 1 9 0 2 (0.4) 2 o [ <] 1 (0.4} o 1 ] ]
Ccular icterus 2 (0.4) 2 [+] [+] 1] 3 (0.86) 1 z ] a [i] [} 0 [ []
Photophokia 1 (0.2) i [+ ] 0 ] [} o 3 a 1] 0 0 0 [+
Photopgia 1 (0.2) i 4] 9 Q Q o o ] [} Q 0 0 1] (1]

* If the same subject in a given treatment had more than one occurrence in the gama preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity ig summarized. Miesing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACIG grades estimate saverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Savere, Grade 4 = Life-threatening.

MedDRA (v$.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includas Protoccls:A4001027, A4001028, A4001029. Data of Table Generation: 14NOV200§ (08:12)



Table 3.4.2.5 Page 5 of 40
Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse avents maraviroc QD (n=477) maraviroc BID {n=487) Placebo (n=271)
Severity Grade* Severity Grade+ Severity Grade*
N (%) 1 2 3 4 ¥ %) 1 2 3 4 R (%} 1 2 3 4

System Organ Clase and
MedDRA (v9.0} preferred term
Presbyopia Q Q [+] 0 Q 1 (0.2} 1 ] [} 0 [} Q [+] 0 1]
Punctate keratitis 0 0 L] 0 0 1 (0.2} 1 0 o 0 o Q [ 0 o
Retinal degeneration L] i} o 0 0 0 o 9 [} 0 1 {0.4) Q 1 0 0
Raetinal tear 1 (0.2} 4} 1 L] 0 o [+] o 0 0 0 ] [ L] ]
Seleritly 1 (0.2 1 [+] ] Q 0 o 4] [} 0 ] [+] ] 0 1]
Strabiswus Q Q [+] 0 Q 1 {0.2) 1 Q 0 0 [} [+] ¢ 0 1]
Vision blurred 5 {1.3) 5 1 0 0 5 (1.0} 4 1 [+] 0 4 {1.5) 4 [ 0 ]
Vigual acuity reduced 2 (0.4} 1 i L] [+ 1 [a.2} o 0 1 0 3 {1.1) 2 1 0 0
Visual disturbance 5 (1.0} 3 1 0 1 1 (0.2} ] 1 o 0 1 {0.4) 1 ) 0 0
Vitreous floaters 2 {0.4) 2 L] 0 Q 2 (0.4} i 1 1} 0 1} 0 o a Q
Vitritis 0 0 o 0 o 1 (0.2} ] 1 i} ] 0 ] [+] 0 0
Xerophthalmia [s] a Q 0 Q 1 (0.2} i Q Q 0 o ] [+] 0 L]

GASTROINTESTINAL DISORDERS 232 (48.6) 130 ag 10 3 237 (48.7} 133 :38 14 4 137 (50.6) 70 57 8 2
Abdominal discomfort 2 {0.4) 2 V] 0 0 1 (1.2} 4 2 0 0 3 {1.1) Q 2 1 o
Abdominal distension 15 {3.L) 11 3 1 Q 12 (2.5} 11 1 1} 0 8 {3.0) 5 3 0 o
Abdominal pain 20 {4.2} 10 2 1 Q 19 (2.9} 11 6 2 0 10 3.1 4 L] 2 ]
Abdominal pain lower 3 {0.6) a o 0 ] 2 (0.4} 2 Q 0 0 1 {0.4) 1 o 0 o
abdominal pain uppsr 22 (4.6) 16 5 1 o] 15 (3.1} 9 4 1 1 8 {3.0) 7 1 0 o
Abdominal rigidity Q 0 0 0 [+ 0 [+ 0 1] 0 1 {0.4) 0 [+ 1 0
Abdeminal tenderness 2 {0.4}) 2 o 0 o 1 (0.2} 4] 1 o 0 a {1.1) 3 [} 0 0
Abnormal Eaeces 0 0 0 0 ] 3 (0.6} 3 ] ] 0 "] Q [} 0 o
Anal fistula 1 {0.2) 9 1 0 o 0 [} Q o 0 o ] [+] 1] 1]
Anal inflammation 0 a 0 0 o] 0 o 0 o 0 1 {0.4) Q 1 0 0
Anal ulcer 1 (0.2} 1 L] 0 Q 0 [+] ] [} 0 1 {0.4) 1 ] 0 o

* If the same subject in a given treatment had more than one occurrence in the same preferred term avent category, only the most severe occurrsnce is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported saverity is surmarized. Missing baseline sgeverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001029. Date of Table Generation: 14NOV2006 (08:12)




Table 3.4.2.5 Page 6 of 40
Maraviroc Sumnmary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phaee 2b/3 Treatment Experienced Studies

N (%) 1 2 3 4 N (%) 1 2 3 3 N %) 1 2 3 4
Syetem Organ Class and

MedDRA (v9.0) prefarred term
Anogenital dysplasia 1 (0.2) [ 1 ] [¢] 0 0 0 [} a 1 {0.4) o 1 ] [
Aphthous stomatitis 7 {1.5) 5 2 Q Q L (1.2) 5 1 o i} 2 {0.7) 2 0 o ¢
Ascites ] [+] 0 o Q 1 (0.2) 0 L] a 1 1 {0.4) ] 0 1 ]
Bowel sounds abnormal ] ] ¢ a o 1 (0.2} 1 o ] q 0 ] 0 1] [
Chapped lips 0 [} [} o ] 1 (0.2) 1 o Q 0 Q o 0 o 1]
Cheilitis 2 (0.4) 2 o o e} 0 0 o ] o 1 {0.4} 1 0 o [
Colitcis Q Q [ Q Q 1 (0.2) 1 o o Q 0 [} 0 ] (]
Constipatien 25 (5.2) 17 7 1 4] 27 (5.5) 20 [ 1 q 7 (2.6} 5 2 ] ]
Niarrhoza 109 (22.9) 5% 46 3 1 190 {20.5) 62 35 2 1 58  {21.4}) 34 23 [4] 1
Diarrhoea haemorrhagic 1 (0.2) 0 [ 0 1 ] 1] 1] 1) 0 0 [’] 0 o [
Diverticulum intestinal L] Q [+] Q 1] [+] o 0 [ 4] 1 (0.4} 1 0 [+] [+]
Diverticulum intestinral haemocrrhagic 1 (0.2) 0 [ o 1 ] 0 0 G q 0 "] 0 ] [+]
Dxy mouth 4 (0.8) 3 1 0 Q 1 (1.2) 4 2 ] Qo s (1.8} 4 1 4] [
Dyspepsia 11 (2.3) ] 2 o [} 11 (z.3) [ s [} 1] S (1.8} 2 3 o [+
Dysphagia 2 (0.6) 1 1 1 o 3 (0.5) 1 1 ] 1 1 (0.4} 0 0 1 G
Enteritis 2 (0.4) i 1 [+] Q o ¢ 0 (] 4] 1 (0.4} .o 1 1] [+]
Bructation 2 (0.4) 1 1 o] Q 1 (0.2} 1 a (] Q 0 1} 0 [+] [¢]
Faecal incontinence 1 (0.2) o 1 0 o o 3 0 [« ] Q 0 1] o [+
Faeces discoloured 1] o [ a 0 1 (0.2) 3 1 [} 9 0 [°] 0 o [}
Faeces pale 0 [ [+ Q Q 1 (0.2) 1 0 [} 0 0 o 0 o [}
Flatulence t. 15 (3.1) 13 2 9 Q 15 (3.3) 13 a (] ] 11 (4.1} 2 2 Q [+]
Food peisoning 1 (0.2) 1 [+ 0 ] [} ¢ 0 [} ] 1 (0.4} 1 0 0 [+
Gastritis 8 .7 5 3 a 0 2 (0.4) 1 1 ] -] 0 0 0 [} [
Gastrointestinal disorder 0 0 4] o 0 1 (0.2) [ 1 [+] [ 0 o 0 ] [+
Gastrointestinal pain 0 o [+} 1] 0 1 {0.2) 1 [ [+ a 1 (0.4) 1 i} [+ o
Gastrocesophageal reflux disease 5 (1.0) 3 2 o 1] 7 (1.4) 7 0 [} ] 3 {1.1} z 1 ] [}

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe cccurrence is taken.
Subjects are counted only enee per treatment ip each rew. For the TESS algorithm any missing severities have been imputed ap grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baeseline severities are imnputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate geverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thraatening.

MedDRA (v5.0) coding dicticnary applied. '

PFIZER CONFIDENTIAL Includes Protocols:A4001027, R4001028, A4001029. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Eventa (All Causalities)

Phase 2b/3 Treatment Experienced Studies

evente maraviroc QD {n=477) maraviroc BID (n=487) Placebo (n=271)
Severity Grade*
N %) 1 2 3 4 N (%) 1 2 3 4 N {%) 1 2 3 4

Number of Subjecte evaluable for adve

System QOrgan Class and
MedDRA (v9.0)} preferred term

Gingival bleeding 1 {0.2) 1 0 o ] o 0 b)) a Q 1 {0.4) 1 0 0 0
Gingival pain ] Q [} ] Q 2 (0.4} 1 1 [} 0 [} 0 1} 1] 1]
Gingivitis 4 {0.8) 1 3 o Q 4 (0.8} 4 0 a Q 2 {0.7) 1 1 [} 9
Glossitis a o o [ 0 1 (0.2} 1 ] 0 0 o 0 ] [ o
Glogacdynia 1 {0.2) Q 1 o a 1 (0.2} 1 ] Q L] o o] L] [y o
Haematochezia 3 (0.6) 1 1 1 Q [ 1] ] a 0 2 {0.7) 2 0 [ o
Haemorrhoids 7 {1.5) 4 3 ] Q & (1.2} 3 a o 1] 1} 0 1} ] o
Hiatus hernia 1 (0.2} 1 o ] 0 o 0 o a Q 1] 0 o o ]
Hypoassthesia oral 5 (1.0} 4 1 1] 0 1 (0.2} 1 L] a 0 1] 0 o [ ]
Inguinal hernia Q a o [ 0 [ [} 0 Q 1] 1 {0.4) 1 [} [ o
Intestinal mass 1 (0.2} Q 1 [ Q [ a 0 Q 0 0 0 o 1] ]
Intestinal spasm 1] Q 1] Q 4] 1 (0.2} 1 0 0 Q 1] o Q 4] [+]
Lip blister ] o o 1] o 1 (0.2} 1 0 a 0 1} )] o 1] 0
Lip dry 0 [ o [} a [ 0 0 0 0 1 {0.4) 0 b3 [ [
Melaena Q Q Q [ Q (1] 0 ] [} 0 1 {0.4) 0 1 1] [+]
Mesenteric artery stencsis Q [+] 1] 1] 0 [¢] 1] 0 1} 0 1 {0.4) 0 1 [1] o
Mouth ulceration 2 {0.4) 2 0 [} 0 7 (1.4} [ 1 0 0 2 0.1 2 [} o o
Naugea 84  (17.6) 58 19 8 Q 78 {15.0} 53 21 2 1 52 (19.2) 32 19 1 [+]
odynophagia 1 (0.2) Q 1 Q Q 1 (0.2) 1} 0 a 1 a [1] ] o o
Qesophagitis Q o] 0 [} ] 1 (0.2} 1 0 ] 0 1 {0.4) 1 1] [} 0
Oral mucosal blistering 0 0 ] o Q 1 (0.2} 1] 1 a 0 1] o o [ ]
Oral pain 1 {0.2) Q 1 [ Q (1] 1] 0 Q 0 1} 0 o (1] 1]
Oral soft tissue disorder 1 (0.2) 1 1] (1] Q 3 (0.6} e 0 a [1] 1 {0.4) 1 [\] ] 1]
Paintul dafaecation Q Q Q Q Q 1 (0.2} 1 0 a 0 1} 0 o ] 4]
Pancreatitis 1 (0.2) 1 o ] Q 1 (0.2} Q 1 a Q 2 {0.7) 0 1 o 1
Paraesthesia cral 5 (1.0} 5 ] [ Q 3 (0.6) a ] Q 0 2 {0.8) 2 o 4] ]

* If the same subject in a given treatment had more than one occurrence in the same preferrad term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reperted geverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug. .

ACTG gradee estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Sevare, Grade 4 = Life-threatening.

MedDRA (v9.0} <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R40010295. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phage 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maraviroc QD (n=477) maraviroc BID [(n=487) Placebo (n=271)
Severity Grade* Severity Grade* Severity Grade+

N (%} 1 2 3 4 N %) 1 2 3 4 N ix) 1 2 3 4

System Organ {lass and
MedDRA {v5.0) preferred term

Parotid duct cyst a o [+] Q Q Q [+] 1} [+] Q 1 (0.4} 1 0 [+] [+]
Parotid duct obstruction 1 (0.2) o 1 Q 0 Q [ ] [+] ] [ 0 0 ] ]
Parotid gland enlargement 1 (0.2} [} 1 Q 1} 1 (0.2) 1 [4] Q Q [+] 1} Q [+] [+]
Perianal erythema 0 o o 4] 0 0 [} 0 o 0 1 (0.4} 1 0 0 [+
Proctalgia 2 (0.4} 2 [+ Q 1} 2 (0.4] 1 1 [+] 9 1 (0.4) [} 1 Q [+]
Rectal discharge [+] 0 Q Q 1} Q Q [+] )] Q 1 (0.4) [} 1 Q ]
Rectal haemorrhage 4 (0.8} 2 2 Q 0 Q [} o ] bl 1 {0.4) 1 1] 0 [}
Rectal ulger 1 (0.2} 1} [+] L] 1 1 {0.2) [+] [+] 1 ] [+] Q Q o [+]
Retching ] 0 [s] Q a 1 {0.2) 1 [s] 1} 0 1 {0.4) 4] 1 0 ]
Sengitivity of teeth Q Q ] Q aq 2 {0.4) 2 Q ] 0 3 (0.4} 1 Q 0 [+]
Small intestinal chstruction 0 0 o o o 1 {0.2) o o 1 0 ] 0 o 0 ]
Stomach discomfort 1 {0.2) 1 [+] 0 4] 1 {0.2) 1 4] i} 0 1 {0.4) 1 (] 0 ]
Tongua black hairy ] [i] 1] 0 ] 1] ] 4] 1] [1] 1 {0.4) 1 ¢ 0 o
Tongue coabted 4] a 1] 0 [s] 1] [} Q 1] 0 1 {0.4) [+] 1 0 Q
Tongue disorder 2 {0.2) 1 o o 0 1 (0.2} 1 Q Q 0 1 {0.4) 1 [+ 0 [}
Tongue ulceration Q a ] 0 Q 1 (0.2} 1 Q a 0 1] 0 [+] 0 1]
Tooth disordsr a Q Q 0 0 1 (0.2} 1 Q 0 0 1} ] o] 0 1}
Toothache 2 {0.4) 1 1 0 ] s (1.0} 1 3 1 [1] 4 {1.5) ] 4 0 [+]
Umbilical hernia 1 {0.2) 1 1} (1] ] 1 (0.2} 1 0 a 0 Q 1] Q Q [+]
Varices cescphageal Q Q Q o aQ 1 (0.2} [} L) Q 1 1} 0 o g o
Vemiting 46 (9.6) 28 13 4 1 34 (7.0} 25 6 a 0 27 (10.0) 13 7 1 o
GENERAL DISCRDERS AND ADMINISTRATION SITE
CONDITIONS 160 ({33.5) 103 42 11 4 181 {37.2) 109 51 19 2 107 (39.5) ::] E3: 3 3
Adverse druyg reaction 2 (0.4) Q 1 1 bl [+ 0 1] a (] a 1] 0 [ a

* If the sama subject in a given treatment had more than one cccurrence in the same preferred term event category, only the most severe occurrence ie taken.
Subjects are counted cnly once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In thie case, the reported severity is summarized. Miszing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAIL Includes Protecolg:A4001027, A4001028, A4001029. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=477)
Severity Grade* Severity Grads¥ Severity drader
N (%) 1 2 3 4 N {%) 1 4 a 4 N (%) 1 2 3 4

Bystem Organ Class and
MedDRA (v9.0} preferred term

Asthenia 17 (3.8} 12 3 2 i} 12 {2.5) 4 4 3 1 11 {4.1) 4 S 2 2
Axillary pain 1 {0.2) 1 o 9 Q 1 {0.2]) 1 Q 1} 0 ] ] o Q Q
Catheter related complication 0 . 0 [+} 0 a 0 [} Q 0 0 1 {0.4) 1 1] Q ]
Chest discomfort ] o ] Q o 1 {0.2) 1 0 ] ] [ q 0 Q [}
Chest pain 11 (2.3 2 3 4 1 7 {1.4) 3 3 1 Q 2 {0.7) Q 0 2 o
chills 5 (1.0} s ] 0 1] 5 (1.0} 4 [+] 1 0 4 {1.5) 2 2 Q [+]
Chronic fatigue syndrome ] 0 ] Q a L] [ ] o 0 1 (0.4) 1 0 b 0
Conditien aggravated 1 (0.2} 1 o 0 ] 9 [+ 0 0 0 1 {0.4) o [} Q 1
Cyst 1 (0.2) 1 =} Q Q Q [+] [+] o 0 Q o Q Q Q
Drug intolerance 0 0 o Q a 1 {0.2) 1 0 V] 0 [+] [} 0 0 o
Energy increased Q 0 ] ] a 0 Q Q 0 0 1 {0.4) a 1 0 <]
Fat tipsue increased 4 (0.8} -3 2 Q aQ 4 {0.8) 3 1 0 0 1 (0.4) 0 1 Q o
Fatigue 53  (11.1) 36 14 3 o 61 (1z.5) 29 18 4 0 43 (15.9) 26 14 2 1
Feeling abnormal 1 (0.2} 1 [+] Q Q 1 {0.2) 1 [+] [} 0 1 (0.4) 1 Q ] ]
Feeling cold 0 0 ] 0 o 1 {0.2) ] 1 1] 0 [+] L] 0 2 ]
Feeling drunk [+] 0 ] 0 4] 1 {0.2) 1 Q ] 0 1 {0.4) 1 (1] 0 o
Feeling hot 9 o Q Q Q 3 {0.5) 3 Q 0 0 1 (0.4) 1 a 1] ]
Gait disturbance 1 {0.2} 1 4] 0 Q ] o o o L] 4] 4] 0 Q [+]
General physical health deterioration 0 1] o 0 a 1 {0.2) o 1 ] 0 [+] g 1] 0 ]
Generalised cedema 9 0 <] 0 0 1 {0.2) 1 o o 0 o ] 0 bl 3]
Hernia pain 1 (0.2} 1 o 0 o 0 ¢ a 0 0 [ a 3 0 [+]
Hunger 1 (0.2} 1 Q b a 0 o 9 [} o o aQ 1] ) o
Hyperthermia 0 0 [s] 0 o 1 {0.2) [+] 1 "] I} [+] 1] 1] ] [}
Hypothermia 0 0 o 0 9 1 {0.2) 1 Q o 0 1 {0.4) ] 0 1 ]
Tmpaired healing 0 [} ] 0 a 1 {0.2) 1 Q [} 0 ] i) 0 Q Q
Induration 3 (0.6} 2 1 0 Q 1 {0.2) [s] 1 1] 1] 2 {Q.7) 1 1 ] o

* If the same subject in a given treatwment had more than one occurrence in the same preferred term avent category, only the most severe occurrenca im taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
exparienced another cccurrence of the same event in a given treatment for which saevarity was racorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1,

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Crade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severes, Grade 4 = Life-threatening.

MedDRA (ve.0) coding dictionary applied,

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028, A4001029. Date of Table Generation: 14NOV2008 (08:12)
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Maraviroc Summary of Clinical SBafety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravirec QD (n=477) maraviroc BID (n=487) Placebo (n=271}

Severity Grade* Severity Grade* Severity Grader
N (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ Class and
MedDRA (v5$.0) preferred term

Inflammation 1 (0.2) 1 o o] Q 2 (0.4) 1 1 [+] 1] 0 1] 0 Q [+]
Infivenza like illness 3 (1.3) 4 2 ] 0 1 (0.2) 1 o [+] o 3 (1.1} 2 1 [I
Infusion eite reactieon u <] -] o o 1 (0.2) 1 0 [+ o 1] ] 0 0 4
Injection site erythema 3 (0.5) 1 2 Q 1] 3 (0.8) 1 2 [+] a 0 0 0 [+] [+]
Injection site haemorrhage 1 (0.2) 0 1 o o o [} 0 [} a Q o 0 ] o
Injection site induration 2 (D.4) 2 [ 0 0 5 (1.2) 4 z [+] [i] 0 o 0 0 ]
Injection site inflammation 0 0 [} [} o Q ¢ i} [ ] 1 (0.4} [+] 0 1 [}
Injection gite mase 1] [r] ¢ 0 0 1 (0.2) 1 [+] [} 9 a 0 1] Q [+]
Injection site nodule 3 (1.3) 4 2 o o 3 (0.6) 3 "} [+] o 2 (0.7} 1 1 o [+
Injection gite pain 2 (0.4) 2 [+] Q L] 4 (0.8) 2 1 1 1] 2 (0.7} 1 1 [+] [s]
Injection site pruritue 0 ’] [} a 0 ] [} ] [} ] 1 (0.4} 0 1 Q [}
Injection site reaction 34 (7.1} 23 10 1 [:] 43 (8.8) 23 9 1 0 27 {10.0} 18 9 0 [+]
Injection site swelling 1 (0.2) v 1 0 o 1 (0.2) [ 1 [ Q a 1] [1} 0 [+]
Injection site urticaria Q 0 [+] Q 1] 2 (0.4) 2 Q [+ a [ ] 0 L] [+]
Irritability z (0.4) 1 1 Q Q 1 (0.2) 1 1] [s] 0 0 o 0 Q [+]
Local swelling a 1} [s] 0 0 1 (0.2] 1 o [+] [+] Q 0 0 Q [+]
Malaise 7 {1.5]) 5 2 Q o 4 (0.8) 2 1 1 Q 7 (2.6} 4 2 1 [s]
Mass 1 (0.2} 0 [ o 1 0 "] o "] 4] [} 0 0 [} [+]
Nodule 2 (0.4} 4 [+] Q L] 1 {0.2) 1 [+] [+] Q 1 (0.4} 1 0 Q o
Cedema Q 0 [+ Q ] Q [+] o o Q 1 (0.4) 1 0 ] [+]
Gedema peripheral 135 (3.1} 14 1 ] 0 9 (x.8) 4 4 1 0 3 (2,2) 3 3 Q [+]
Fain 5 (1.0} 4 1 0 o 9 (1.8) [ 3 [+] Q 4 (1.5} 2 2 ] [+]
Pitting ocedema 1 (0.2} 1 [+] 0 o Q [+] Q Q Q Q Q 0 [+] o
Pyrexia 3s (7.3} 25 & 1 2 57 {11.7) 31 16 a 2 21 (7.7} 10 ] 2 [+
Thirst Q 0 [+] Q Q 2 (0.4) 1 1 [+] Q [ 1} 0 [s] Q
Upper extremity mass 1 (0.2} 1 o 0 o o [ o o 0 [} o o a [}

* If the same subject in a given treatment had more than one occurrance in the same preferred term svent category, only the most severe occurrence ie taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are inmputed ag grade 1.

Includes data uwp to 7 daye after last dose of study drug.

ACTG grades estimate peverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Saevere, Grade 4 = Life-threatening.

MedDRA (v5.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029, Date of Table Generation: 14NOV2006 (08:12}
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Maraviroc Summary of Clinical Safaty

Ineidence and Severity of Treatment-Emergent Adverse Evente (All Causalities)

FPhase 2b/3 Treatment Bxperienced Studies

Humbar of Subjects avaluable for adverse events maraviroc QD (n=477) maraviroe BID (n=48%} Placebo {n=271)
Severity Grade* Severity Grader
N {v) 1 2 a 4 N %} 1 2 2 4 ] {%) 1 2 3 L]

System Organ Class and
MedDRA (v9.0) preaferred tarm

HEPATOBILIARY DISORDERS 190 (2.1) 4 2 1 3 18 (3.7} 7 2 7 2 8 {3.0) 3 1} 3 2
Cholecystitis 0 Q 1] 1] Q 1 (0.2} 1] 0 1 0 0 0 a 0 o
Cholecystitis acutae 0 Q o o a 1 (0.2) ] 0 1 0 0 0 o 3 o
Cholelithiazis 1 (0.2) 0 1 ¢ 0 3 (0.6} 1 2 i} 1] 1 {0.4) [1] 1] 1 [+]
Chronic hepatitis 0 Q o [+ 9 [+ 0 0 ] Q 1 {0.4) 1 0 o 0
Cytolytic hepatitis 0 ] o o a ] o 0 o [ L {0.4} 0 0 1 o
Hepatic cirrhosis [1} D a [ bi] 2 (0.4) 0 0 1 1 1] 0 o [ L]
Hepatic failure 1 (0.2} o ] [} 1 [+] aQ 0 Q9 [ Q 0 "] [ Q
Hepatitis toxic 0 b <] [+] L] [+] 1] 0 1] 1] 1 (0.4} 0 ] [ 1
Repatomegaly 2 (0.4) 1 1 4 0 1 (0.2} 1 1] o [ 1 (0.4) 0 [:] 1 ]
Bepatosplenomegaly Q 0 0 ] 0 2 (0.4) 2 o 0 ] aq 0 0 [+ o
Hyperbilirubinaemia a {0.6) 1] [s] 1 2 4 (0.8) 1] 0 4 ] 2 (0.7} 1 1} [+] 1
Jaundice ] (1.0} 5 Q Q Q 3 (0.6) 3 1] Q [+] 1 (0.4) 1 1} [+] [+]
Jaundice cholestatic 1] 1] o o 0 1 (0.2) o 0 0 1 ] 1] 0 [} 0
Portal vein thrombosis ] 0 L] o 0 1 {0.2) Q ¢ 9 1 a V] [} o o

IMMUNE SYSTEM DYISORDERS 18 {3.4) 10 4 2 0 11 {2.3) 4 2 4 1 a8 (a3.q) 4 z 2 Q
Allergy to arthropod bite o 0 0 o Q 1 {0.2) 1 o 0 o 0 0 1] o Q
Antiphospholipid syndrome 1 {0.2) 0 1 o 0 o 0 o 0 o 0 0 i} [+] Q
Drug hypersensitivity 3 {0.6} 0 2 1 0 3 {0.6) 0 1 2 0 1 {e.4) Y a 1 0
Food allergy 1 {0.2) 1 Q Q 1] ] [s] 4] 0 4] 1 {(0.4) 1 i} ] 0
Hypersensitivity 1 {0.2) 0 Q 1 [} 2 {0.4) b [« 1 3 1 (c.4) [ o] 1 Q
Immune reconetitutien syndrome o 0 0 o o 2z {0.4) 1 o 1 o L] ¢ a o L)

* If the same subject in a given treatment had more than one occurrence in the same preferred term avent category, only the most severe occurrenca is taken.
Subjects are counted only once per treatment in each roW. For the TESS algoerithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was reccrded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includea data up to 7 days after last dose of study drug.

ACTG grades estimate saverity as : Grada 1 = Mild, Grade 2 = Moderats, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: 14NOVZ00§ (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Rdverse Eventa (Al Causalities)

Phase 2b/3 Treatment Experienced Studies

maravirec QD {(n=477) maraviroc BID (n=437) Flacebo (n=271)

Severity Grade*

R (%} 1 2 3 4 N (%) 1 2 3 4 N (%) 1 3 3 4
System Organ Clasa and
MedDRA {v%.0) preferred term
Multiple allergies 1 (0.2) 1 o [} ] [} o 0 a [1] 0 0 o [} o
Seaconal allergy 9 (1.9) a8 1 b 3 (0.6} 2 1 1] S {1.8]) 3 z
INFECTIQNS AND INFESTATICHS 226 {47.4) 105 a2 15 13 23% {49.1) 106 106 16 11 102 (38.0) 43 43 10 7
AIDS encephalopathy 1 (0.2) Q 1 [ i) [ a 1] ] 0 Q 0 0 [ Q
Abgcess 2 (0.4) 1 1 (o] 0 [+ Q 0 aq Q 1 {0.4) 0 0 1 o
Abacess of eyelid 0 2 o o 0 1 (0.2} L] 1 a a i} 0 1} o Q
Acarodermatitis 1 (0.2) a 1 [} 0 1 (9.2} ] 1 ] [ 1] 0 ] [ 0
Acquired immunodeficiency syndrome 1 (0.2} b 0 [} 1 [} o 1] ] [} 0 0 [+] [} o
Acute ginusitis 2 (0.4) 1 1 [ ] L (0.2) 1 0 1] 0 [*] 0 ] [ ]
Acute tonsillitis 1 (0.2) 1 4] o Q [} Q 0 a Q Q 0 0 o o]
Amcebiec colitisz 0 Q Q [+] 9 1 (0.2) [1] 1 [} ] 1 {0.4) 1 1] (1] 1]
Anal chlamydia infectien 0 Q [+] [o] 1] 1 (0.2) a 1 1] 0 [} 0 1} (] Q
Anal fietula infection 0 ) ] c 0 o ] 0 [} 0 1 {0.4) 0 o 1 o
Appendicitis 0 0 ] o 9 1 (0.2) o 0 1 [1] o 0 0 ] 4]
Aspergillosis 1 (0.2) ] [+] o 1 1 (0.2} o 1 a a ] 0 o [ Q
Bacteraemia [1] 0 0 [+ 9 1 (0.2} o 1 a (1] L:] 0 o ¢ o
Bacterial infection 0 L] *] [ o o ] 0 a a 1 (0.4) 1 o [ 0
Balanitis candida 1 (0.2) 1 o] [+] ] [+] o 0 o 0 0 0 0 [ o
Blister infected 2 (0.4) 2 o [+ 9 [+ o 0 a (1] a 0 ] [} Q
Body tinea 2 (0.4]) 2 a [} i} 1 (0.2) 1 0 Q 1] 0 0 ] 13 1]
Bronchitie 24 (5.0) 13 11 [+] 0 27 (5.5} 14 13 4] Q 8 {3.0) 4 4 1] o
Bronchitis acuta 2 {0.4) 2 Q ] 0 2 (0.4) 1 1 o 0 1 {0.4} 1 0 [ ]
Brenchitis bacterial 1 (0.2) 1 ] [ a [ o 0 ] 0 +] [} "] [ o
Brenchepneumonia 0 0 o o 0 ] Q 0 ] [1] 1 {0.4}) 1 o o 0

* If the same subject in a given treatment had more than one cocurrence in the same preferred term ovent category, only the most severe occuUrrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlees the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this cape, the reported severity ip sBummarized. Missing baseline geverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, R4001025. Date of Table Generation: 14NOV2006 (08:12)
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Maravirog Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (2All Causalities)

Phase 2bf3 Treatment Experienced Studiesz

Nunber of Subjects evaluable for adverse events maraviroc QD (n=477) maraviroc BID (n=487) Placebo (n=271)
Severity Grade* Severity Grade* Severity Grader
N {%) 1 2 3 4 N %) 1 2 3 4 N (%) 1 2 2 4

Syatem Ovgan Class and
MedDRA (v9.0) praferred tarm

Campylobacter infection 1 {0.2) 0 L] 1 [¢] 1 (0.2) 1 [] 0 1] 0 [+ ] 1] 0
Candidiasis 4 {c.8) 3 1 o [+] & (1.2) 3 3 1] 1} 2 (0.7) 1 Q o 1
Carbuncle [} 0 0 0 0 1 (c.2) 1 o 0 0 0 [ 0 ] 0
Cavernous sinus thrombosis 1 {¢.2) 1] 0 0 1 -] 0 ] 0 o 0 ] Q ] ]
Cellulitis ‘t {1.5) 2 4 [} 1 7 (1.4) a 2 2 1} 2 {0.7) ] 2 o 0
Cellulitis crbital 1 {0.2) a 1 a Q a 0 ] [1] o [1] ] Q Q 0
Cervigitis 1 {0.2) 1 ] o [+] (] 0 [+] 0 [+] 0 [+] L] o 0
Chronie ginusitis 0 [} 0 o [¢] 4] ] ] 1] 1] 1 {0.4) o 1 o [
Clestridial infection [s] 0 0 o [+] ] o [ 0 0 1 {0.4) [ 1 o [
Clestridium difficile colitis 1 {0.2) 0 0 1 [+] ] 0 0 [t} o 0 v} Q o o
Condyloma acuminatum & {1.3) 4 1 0 1 11 (2.3) 7 q 0 0 2 {0.7) 2 L) i) i3
Cystitig 1 {0.2) a 1 1] Q 2 (e.4}) 1 1 Q 0 0 [+] [+] o 0
Cytomegalovirug chorioretinitis 3 {0.6) ¢ 1 2 [} o 0 o Q o 1] [+ Q '] 0
Cytemegalovirus gastrointestinal infection Q (] 0 ] o 1 (0.2) 0 1 1] 1] 0 o Q [} 0
Cytomegalovirus infection [} 3 0 0 [} 1 0.2} 0 1 1] 0 0 [+] Q 0 0
Diverticulitis ] (] 1] a Q Q ] ] 0 o 1 {0.4) o [s] 1 0
Ear infecticn 2 {0.4) 2 ] o [+] & (1.2} 1 4 1 0 1 {0.4) 1 Q ] L]
Endocarditis o o 0 0 [+] 1 {0.2) L] [¢] 0 1 0 [ 0 0 ]
Erysipelas 1 {0.2) 0 1 o [+] o o L] 0 o 1 {0.4) i 0 o 0
Eye infection 2 {0.4) 2 0 1] ] 1 (0.2} 0 1 0 0 0 o L] 0 0
Eyelid infaction ) ¢ 0 0 ] 2 (0.4} 0 2 0 1} 0 [+ 9 0 )
Folliculitis g {1.7) 5 3 1} a 14 (2.2} 8 8 0 0 5 {1.8) 4 1 Q 0
Fungal infeckion 2z {0.4) 1 1 o [« 1 (0.2) 0 [} 0 1 0 [+] 0 1] 0
Fungal rash 1 {e.2) 1 0 0 [} o 0 Q 0 0 0 o 0 1] 0
Fungal skin infectien 2 {0.4) 2 0 o o 4 (0.8} 3 1 1] o 0 o Q 0 0
Furuncle 2 {¢.4) 1 1 o [+] 1 (0.2} 1 o 0 0 2 {0.7] i 1 0 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term evant category, only the most severs occurrence ig taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment For which severity was recorded.

In thig cage, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includesa data up to 7 days after last dese of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, CGrade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation; 14NOV20Q06 (08:12)
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Maraviroc Summary of Clinical Safaty

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravirec QD (n=477) maravircc BID (n=487) Plagebo (n=271)

N {%) 1 2 3 4 R (%) 1 2 3 4 X (%) 1 2 3 4

System Organ Class and
MedDRA {v9.0) preferred term

gdangrene 1 {0.2}) 0 1 [+] Q ] o [¢] 0 ] 0 ] a ] 0
Gastric infection 1 (0.2} 0 1 0 0 0 o [ 0 V] Q [ q Q Q
Gastritis viral 4] 0 L] 4] 1] 1 {0.2) 1 [+] 0 ] o [ a [4] 0
Gagtroenteritis T {1.5) 1 4 2 0 2 {0.4) ] 2 ] [} 2z (@7 3 1 1 0
Gastroenteritis bacterxial 1 (0.2} 0 1 ] o Qo Q [ 0 0 0 ¢ a o 9
Gastroenteritis eryptosporidial ] 0 Q o (1] o] 0 (o] 0 )] 1 (C.4) o a 1 4]
Gastroenteritis wiral 3 {0.5) 3 Q 0 0 3 {0.6) 1 1 1 0 Q [ ] [+] ]
Qastrointestinal infection 1 {0,.2) 1 Q 4] Q 1 {0.2) Q 1 0 o 1 {0.4) 13 1 o Q
Genitourinary chlamydia infection [+ 0 9 o o o Q [ 0 o 1 (0.4]) [ 1 ] ]
Genitourinary tract infection [} ] Q o a i {0.2) o [+] 1] b 0 [ 4] o 0
Giardiasis 1 {0.2) 0 1 o 0 2 {0.4) 0 2 0 ] 0 G a ] ]
Gonorrhoea 2 {0.4} 1 1 o i} ] Q [+ 0 ] Q [} 0 o 0
Groin abecess [} 1] 0 [} 1] [} Q [} 0 o 1 (0.4) [} 1 ] Q
HIV wasting syndrome 1 {0.2) 1] 1 o o o ] [+ 0 [} 0 o o o 0
Helicobacter gastritis 1 {0.2) 0 1 [ [ ] ] [+] 0 ] 0 [ q [:] 0
Hepatitis B [+ 0 Q [+] Q o 9 o 0 o 1 (0.4) a a 1 ]
Hepatitis C 2 {0.4) 1 1 L] 0 Q [s] [¢] 1] o -] [} aq [+] Q
Herpes simplex 17 {3.86) 8 7 2 a 23 {6.0) 1% 10 0 o 7 (2.6) 3 4 o 0
Herpesa wvirus infection 5 {1.0) 5 ] [} 1] a {0.6) 1 1 1 [/} 2 (c.7) 2 1] [} ]
Herpes zoster 6 {1.3) 2 4 Q 0 3 {1.6) 2 6 0 o -] (2.2]) 1 4 1 b
Histoplasmcsais 1 {0.2) 0 1 0 1] 0 0 [ 0 4] Q [ a 2] a
Hordeolum 2 {0.4) 2 9 o Y o o ¢ 0 o < ¢ 9 0 0
Human ehrlichiozis ] 0 Q o o 1 {0.2) ) 1 0 o b)) [ a ] 0
Inecisien site infection [+] 0 ] [4] 1] 1 {0.2) 1 [ 0 [ ] -] a 2] L]
Infected sebacecus cyst o] 0 Q Q 0 o 0 [+ 0 [} 1 (0.4) 1 a o 0
Infected skin ulcer o 1] a ] o o ] o 0 o 1 (0.4) [ 1 o b

* If the same subject in a given treatment had wore than one occurrence in the same preferred term event category, only the most severe occurrenca is taken.
subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported weverity il summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doege of study druy.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grada 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028, A4001029. Date of Table Generaticn: 14HOV2006 (08:12)



Table 3.4.2.5 Page 15 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subkjects evaluable for adversce events maraviroe QD {n=477} maraviroc BID [(n=487)

Severity Grade*
R (%) 1 2 3 4 N (%) 1 2 3 4

Severity Grade*

System Organ Class and
MedDRA {v2.0) preferred term

Infective myositis Q 0 0 [} 0 1 (0.2) ] 0 0 1 i} [i] o [} ]
Influenza 14 {2.9) 8 6 [¢] 0 -] (1.6} 5 3 Q [+} 1 (0.4) 0 1 [«] 0
Injection site abscess 2 (D.4) [1} 2 o L] [¢] 0 ) 0 [+] ] 0 o [+] o
Injection site infectien 2 {D.4) 2 Q9 [+] 0 o 4] ] o [ ] 0 0 ] a
Klebeiella eepsis 1 (0.2) 0 Q [+] 1 [+] o 0 Q ¢ o] 0 1} [+] [s]
Laryngitis Q 0 Q [+] 0 1 (0.2) Q 1 Q ] a 0 1} [+] 4]
Laryngopharyngitis 1 (D.2) 0 1 [ 0 [} ] 3 ] [} 1 (0.4) 1 4] [} 0
Lobar pneumonia 1 {0.2) 1 o ] 0 1 (0.2) L] 1 0 ] 3 (1.1) 0 1} 2 1
Localised infection 2 {0.4) 1 1 [} 0 2 (0.4) o 2 o [+ 1 (0,4} 1 [+] [+] Q
Lower respiratory tract infection 5 (1.0} 3 2 [+] 0 2 {0.4) 1 1 ] ] 1 (0.4) 0 1 [+] 0
Lymph gland infection 0 0 aQ o 0 1 {0.2) 0 1 Q ] aQ 0 0 o Q
Lymphangitie 2 (0.4) 1 0 1 0 ] o 1] ] [ ] 0 0 [ ]
Malaria 1 {0.2) 0 1 [+] 1] L] Q ¢ [s] [+] 1] 1] a /] Q
Mastitis Q 0 Q [+] 0 1 (0.2) o] 1 0 [+] 4] 1] i} o Q
Meningitis wiral 0 . 0 0 [+] 0 2 {0.4) ] 1 Q 1 ] ] 1] ¢ 0
Molluscum contagiosum 2 {0.4) 2 ] ] 0 1 {0.2) 1 [ o o 1 (0.4) 1 1] o Q
Mycobacterial infection [ 0 ] [+] 0 1 {0.2) 0 [ 1 [+] L] 0 Q 0 ]
Mycobacterium avium complex infectien 1 {0.2) 1] 1 o 0 2 {0.4) 0 1 0 1 3 (1.1} 1 1 o 1
Mycoplasma infection 0 1] 0 [} 0 1 {0.2) L] [} 1 [} [+] 0 a [} 0
Nail candida a 0 [s] o 0 1 {0.2) 1 [ ] [+] 4] 0 o [+] Q
Ragopharyngitis 35 {7.3) 28 ki [ 0 31 {6.4) 21 10 0 [ 16 (3.7 7 ES [ o
Reurosyphilis 1] 0 Q9 [+] 0 1 (0.2} ] 1 9 [+ Q 0 0 [+] 0
Ossaphageal candidiasis 12 (2.5} 1 ] 1 2 4 {0.8) 1 [ L] 3 2 0.7 0 1 1 ]
onychomycosis 4 (0.8) 2 2 [+] [1] T {1.4) 4 a 0 [+] 1 (o.4) (1] 1 [+] Q
Oral candidiasis 14 {2.9) 7 G 1 0 13 (2.7 5 4 [J o 7 (2.8) 3 4 [} ]
Oral fungal infection 1 (0,2} 1] 1 Q [1] Q 4] [ 0 [+] 1 (o.4) 1 Q [+] Q

* If the same subject in a giwven treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects ave counted only once per Lreatment in each row. For the TESS algorithm any missing severities hawve been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a givan traatment for which severity was recorded.

In this c¢ase, the reported peverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severs, Grade 4 = Lifethreatening.

MedDRA {v9.0) ceding dictionary applied.

PFIZER CONFIDENTIAL Includeg Proteocols:A4001027, A4001028, A400102%, Date of Table Generation: 14NCV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Enmergent Adversme Events (All Causalities)

Phase 2k/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravires QD (n=477) maraviroc BID (n=487) Placebo (n=271)
Severity Grade* Severity Grade* Severity arade*
N (%) 1 2 3 4 B [ 2] 1 2 3 4 N (%) 1 2 3 4

System Organ Clase and
MedDRA (v9.0) preferred term

Oral hairy leukoplakia 1 (0.2) 1 [} ] o 0 0 ’] [+ a 0 i) 0 i} [}
Oral infection 1 (0.2) o 1 ] Q ] [ 1] [¢] a o ] 0 o o
Oropharyngeal candidiasis 2 (0.4) 2 ] Q 1] Q [} 0 [ ] 1 (0.4} o 1 ] [+
Osteomyelitie 1 (0.2) [} 1 [} [s] ] [} 1] [} 9 0 "] 0 o [}
Otitie externa L] [+] 1] [+] ] 2 (0.4) 2 [} [} a 3 (1.1} 1 2 Q [1]
Otitis media 1 (0.2) [} 1 0 Q 5 (1L.2) s 1 [+] 0 2 (0.7} 2 0 4] ]
Papilloma viral infeckion v} [+ [ o 1] 3 (0.5) 3 0 [ 0 2 {0.7) x 0 ] [}
Paronychia 0 Q [} Q 0 1 (0.2) 1] 1 [+] a 1 0.4} 1 0 a [+]
Parotitis o Q [v] o] Q 1 (0.2} (] 1 [¢] [+] 0 o 0 [+] ]
Perianal abscess 1 0.2) 0 1 ] 0 ] [ Q [ 0 0 o 0 L] ]
Perirectal abscess 1] 0 1] o o 1 (0.2) [} 1 [} ] [} '] 0 Q [+
‘Pharyngeal candidiasis 1 (0.2) 1 [ ] 0 ] [ "] [+] o 0 o 0 o )
Pharyngitis 5 1.0 3 1 1 Q a8 (1.5) 3 5 [ ] 2 (0.7} 1 1 [s] [+]
Pharyngitis streptococcal 0 [+] [+ Q o 0 o 0 4 o 1 (0.4} 1 0 0 [
Pneumococcal sepsis 0 o o 0 Q 1 {0.2] ] i} 1 Q 0 [} 0 Q ¢
Pneumocystis jirevecl pneumeonia 3 (0.6) o [ 1 2 3 (0.8) o 1 [ 2 1] 0 0 o o
Pneumonia 13 (2.7]) [s] T 3 a § (1.2] 2 2 o] 2 ] (3.3} 2 3 1 3
Pneumonia bacterial 1 (0.2) [ [+ Q 1 2 (0.4) 1 1 [ [+] 1 (0.4} 0 0 a 1
Postoperative wound infection 0 o o ] o 2 (0.4} 1 1 o Q 0 1} 0 o [
Proctitis herpes «] Q ] Q o 1 (0.2) 1 0 [ a a 0 0 4] ]
Progreseive miltifocal leukeencephalopathy [} o [+] [+] Q 1 (0.2) ] 0 i 1] [i] o o [+] [+]
Pyelonephritis 3 (D.8) b 2 ] 0 1 {0.2) 13 0 1 4] 1 (0.4} 1 0 Q [}
Pyothorax ] o o 4] o 0 o 1] [+ 9 1 (0.4} o 0 1 4]
Ragh pustular 1 (0.2) o 1 4] [1] 1 (0.2) 1 0 ] Q 1 (0.4} 0 1 [+] [+]
Rectal abszcess 1] ] [+] [+] L] 1 (0.2) o a 1 1] 0 0 0 4] [+]
Respiratory moniliasis 1} o [ 0 1] 1 {(0.2) [ 1 ] @ 1] [} 0 Q o

* If the same subject in a given treatment had more than one occurrence in the sawe preferred term event category, only the most pevers cccurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed ae grade 4 unlees the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity ie sunmarized. Missing baseline gseverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grada 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-thraatening.

MedDRA (v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, R4001028, A4001029. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experisnced Studies

Number of Subjects evaluable for adverse events maravirec QD (n=477) waraviree BID (n=487) Placebo [(n=271)

N (%) ’ 1 2 3 4 N (%) 1 4 3 4 N i%) 1 2 3 4
System Organ Class and

MedDRA (v5.0) preferred term
Respirateory tract infection 4 (0.8) 3 1 [\] Q 4 {0.8) 3 1 0 1] 2 {0.7) 1 ] 0 1
Rhinitis 2 (1.9) T 2 Q Q 4 (0.8) 3 1 ] a 2 0.7 1 0 1 [}
Secondary syphilis o o [ 4] 0 1 (0.2) o [} 1 a 0 ] 0 o o
Sepsis 0 0 0 0 Q Q 0 0 a 0 1 {0.4) °] ] o 1
Septie sheck 1 (0.2) [+] ] Q 1 [+] 0 ] ] 0 0 ] 0 o [i]
Shigella infectien o o [} [ 0 Q 0 0 1] Q 1 {0.4) o 1 Q i}
8incbronchitie 0 [] [ o 0 1 (0.2} 0 1 a ] 0 0 0 o [
Sinugitis 17 (3.6) a 7 1 1 26 (5.3) i1 15 Q a 10 {2.7) 5 5 4] ]
skin infection 0 [+] [ o 0 1 (0.2} 0 0 1 a 1 {0.4) 1 0 ] 1)
Staphylococcal abscess 1 (0.2) 1 ¢ 4] 4] 1 (0.2} ] [} 1 [} 0 o 0 1] ]
Staphylococcal infection 4 (0.8) 3 1 0 0 5 {(1.09) 1 4 o a 2 {0.7} o 1 0 1
Subcutanecus abscess 4 (0.8) Q 4 Q Q 2 (0.4) 1 1 G [} 2 {0.7} 1 1 4] (]
Syphilis 2 (0.4) i 1 [+] 1] 1 (0.2) 1 0 ] a Q 1] 1] ] ]
Tinea cruris 4 (0.8) 2 2 4] 1] 2 (0.4) 2 1} o a 1 (0.4} 0 1 Q [
Tinea infection 1] ] [ 0 Q ] o o [} Q 1 {0.4} 1 0 o o
Tinea pedis 4 (0.8) 4 [ 0 0 3 (0.5) 0 3 1] [} 1 (0.4) 1 0 o [
Tonsillitis 1 (0.2) i o 0 Q 1 (0.2} 1 1} ] Q Q o 0 Q [}
Tooth abscesa 3 {0.6) i 1 1 [} ] 3 0 ¢ a 3 (1.1} 1 2 ] [
Tooth infection 2 (0.4) 1 1 ] 0 Q [ o ] :] 4 (1.5} 1 3 o [
Upper respiratory tract infection 41 (8.6) 27 14 ] 0 48 (2.9) 29 18 1 a 15 (5.5} 13 2 ] [
Urethritie o Q [ [+] o 1 (0.2) o 1 [} Q 1 (0.4} o 1 [+] 1]
Urethritis gonococcal 1 (0.2) 1 [ ] [+] 0 1) o ] '] 0 o [’} ] [
Urinary tract infaction 9 (1.9) 4 4 1 o 3 (0.8) 2 1 ] 0 3 {1.1) 2 1 ] ]
Vaginal capdidiasis 2 (0.4) 2 [+] [+] Q o] 0 1} (] a 0 o 0 9 ]
Vaginitis bacterial 1 (0.2) [} 1 o [} ] 0 "] [} o] [1] ] 0 1] [}
Viral infection 1 (0.2) [+] 1 [+] Q 1 (0.2) 1 o 1] a 0 0 1] 4] (]

* If the same subject in a given treatment had more than one occurrence in the sama preferred term avent category, only the most severe cccurrence is taken.
Subjects are counted only once per treatment in each rew. For the TESS algorithm any miesing severities have been imputed as grade 4 unlees the subject
experienced ancther occurrence of the same evapt in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doge of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA (v%.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includas Protocols:RA4001027, A4001028, A4001029. Date of Table Generation: 14KOVZ006 {D8:12)



Table 3.4.2.5 Page 18 of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Caugalities)

Phase 2b/3 Treatment Exparienced Studies

Humber of Subjects ewvaluable for adverse events

maraviroc QD (n=477}

maraviroc BID (n=487}

Severity Grade* Severity Grade*
N {%) 1 2 a 4 N {%) 1 2 2 4

System Crgan Clase and
MedDRA (v2.0} preferred term
Viral upper respiratory tract infection 2 {0.4) 3 o 9 a 3 {0.86) 3 4] 0 b 1 (0.4} 0 1 0 o
Vulvitis 1 {0.2} 1} 1 0 o a s Q o 0 [+] a [} Q [+]
Vulvovaginal mycotic infection 0 0 [} 9 a 0 [} 0 [+ 0 b {0.4) ] 1 0 [+]
Wound infecticn 1 {0.2) 1 ] 0 a 0 [+] [+] o 1] o i} 0 Q [+]

IRJURY, POISONING AND PROCEDURAL COMPLICATIONS 1 {7.3) 17 17 1 4] as {7.2) 22 a s 0 17 (6.3) 8 7 2 o
Animal bite 0 1} [+] Q Q 1 {0.2) 1 Q 1} 0 o a 0 ] L]
Ankle fracture 1 {0.2} 0 1 ] 0 0 o ] [+] 0 [+] ] 0 ] [+]
Arthropod bite Q 0 [} ] Q 2 {0.4) 2 Q 1] 0 X {0.4) 1 a ] ]
Back injury Q Q o] 0 o 2 {0.4) [+] 2 1] 0 b1 {0,4) 1 [ 9 o
Bite 1 (0.2} 0 1 0 a 0 Q 9 o 0 o Q Q 0 Q
Burns firat degree 0 1] o 0 Q 1 {0.2) 1 4] 1] 0 [\] a a 0 V]
Burns second degree 1 (0.2} ] 1 a 0 o [} o o [1] o ] (] bl o
Contuaicn 5 (1.0 4 1 0 o 1 {0.2) 1 [+] 1} 0 ) {0.4) 9 1 Q o
Corneal abrasion 1 (0.2} ] i ] ] 0 [+] ] [»] 0 [ o 0 a [1]
Ear injury ] o o 0 9 1 {0.2]) 1 Q [} 0 o o 0 Q o
Epicondylitis 2 {0.4) 2 Q 0 Q 2 {0.4) 1 1 0 0 1 {0.4) 1 ] Q L]
Excorilation 1 {0.2) [} i 0 [+] 0 [+] ] 1} 0 2 {0.7) 1 1 Q ]
Facial bones fracture 1 (0.2} o 0 1 0 ] [+] ] o 0 ] o 0 ] 0
Fall 2 (0.4} 0 2 0 Q 3 {0.5) 2 o 1 0 1 {0.4) Q 1 0 4]
Foot fracture 2 (0.4} Q 2 0 1] 3 {0.6) 1 1 1 0 o Q Q ] o
Haemothorax ] o o o 0 0 o o o 0 i {0.4) 9 [ 1 o
Hand fracture 0 0 0 ] ] 2 {0.4) 2 0 /] 0 [} ] 0 a [}
Heat exhausticn 0 a o o o 1 [0.2) ] o 1 0 o o [ 0 [+]
Heat stroke 1 (0.2} 1 o 0 9 0 ] o o 0 [+] o a ] o

* If the same subject in a given treatment had more than one occurrence in the same preferred term avent category, ohly the most severe occurrence is taken-
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlese the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported saverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Molerate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDERTIAL Includes Protocole:A4001027, A40010238, R4001029. Date of Table Genmeration: 14NOV2006 (08:12)




Table 3.4.2.5 Page 19 of 40
Maraviroc Summary of Clinical Safaty

Incidence and Severity of Treatment-Bmergent Adverse Bvents (All Causalities)

Fhase 2k/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravirec QD (n=477) maraviroc BID (n=487) Placebo [n=271)

Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

Syatem Organ Clasa and
MedDRA {v5.0) preferred term

Injury corneal o o [ o 0 a [i] ] ] aQ 1 {0.4} o 1 a [
Joint injury 2 0.4 3 1 L] 0 ] 0 ] [ o 0 o [1} 0 [
Joint sprain 2 (0.6]) 2 1 Q Q 3 (0.8) 3 0 ] ] ] 0 0 4] ]
Laceration 1 (0.2) o 1 o] '] 0 3 0 o 0 0 ] 0 o [
Muscle injury o ] [ 0 0 2 (0.4) 2 Q [ q 1 (0.4} 1 0 ] 1]
Muscle strain 2 (0.4) 1 1 [s] Q 0 0 ] o] Q 1 (0.4} 1 0 o ]
Neck injury 1} o [+] Q L] 1 (0.2) Q 1 ¢ o] Q 0 0 [+] [¢]
Cpen wound 1 (0.2} 1 4 o o 4 [} 0 [+ a Q 0 0 0 [+
Gverdose a 1} [+ ] o 4] [ i} o L] 1 (0.4} 0 0 1 [+
Post procedural complication 1 (0.2) o 1 0 [i] L] [+] ] [] L] [ o 0 o [
Pogt-traumatic pain 1 (0.2) 1 [+] Q o Q o o o o ] 1} 1] Q [+]
Procedural pain 1 (0.2) 1 [+] 4] Q 1 (0.2) ¢ 0 i [+] 2 (0.7} 1 1 Q ]
Radiation sgkin injury 1 (0.2) o 1 0 1] 0 [ [ [+] a 1] 0 0 0 [
Rib fracture 1 (0.2) 1 [+] ] o 5 (1.0) 1 2 1 aQ [ 1} 0 Q o
Skeletal injury 1 (0.2) 1 [ 9 0 Q [ ] [+] ] 0 1] 0 o [
Skin laceration 2 (0.4) 1 [+] 1 Q 3 {0.5) 3 0 [+] [+] 1 (0.4) 0 1 [s] o]
3pinal Eracture 1} 0 [+] [+] Q 4] ¢ 1] [¢] 4] 1 (0.4} 1 0 Q ]
Sternal fracture o o ] 0 0 1 (0.2) ] a 1 ] [} Q 0 0 [}
Stresa fracture o ] o Q 0 2 (0.4) 1 1 o 0 [+ 0 0 Q o
Sunburn o 0 [+] 0 o 1 {0.2) 1 Q (o] Q 1 (0.4} 1 0 Q [+]
Tendeon rupture o o o 0 o Q [ 0 ¢ o 1 (0.4} 0 1 0 [
Venom poisoning 1 (v.2) 1 [} Q o ] [+ 0 [+ [} 1] 0 0 a [+
Whiplash injury 1 (0.2} 0 1 0 o Q [} 0 [} ] ¢ 0 1] 0 [+]
Wound ) o ] 0 0 1 (0.2) 1 a [} ] 1 (0.4) Q 1 ] [+]
INVESTIGATIONS 82 (17.2} 33 18 24 7 90 (18.5) 29 28 12 15 33 {12.2) 10 12 8 3

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe oceccurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In thig case, the reported severity is summarized. Missing baseline severities are imputed az grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, CGrade 4 = Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocole:R4001027, A4001028, A4001029. Date of Table Ganeration: 14NOV2006 (083112}
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Bmergent Adverse Bvents (All Causalities)

Fhase 2b/3 Treatment Experianced Studies

Humber of Subjects evaluable for adverce events maraviroc QD {n=477}) maraviroc BID (n=487) Placebo (ne=271}

N (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ Class and
MedDRA (v%,0) preferred term

Alanine aminetransferase increased 7 (1.5) 0 1 5 1 10 (2.1) 1 3 3 3 2 (0.7 1] 1 1 ]
Appartate aminotransferase aQ o [ L] 0 1 (0.2) o Q ] 1 ¢ 0 0 [+ [+
Appartate aminotransferase increased a (1.7} 0 2 & o 15 {(2.1) 2 2 6 5 2 {0.7) 1] 0 2 ]
Aspiration biopsy 0 o [ Q 0 1 (0.2) 1] 1 ) ] [ [’] 0 o [
Appiration bursa Q 0 [+} 4] o 1 (0.2) [} 1 [+ Q i} o 1] 0 [}
Blast cells present 1 (0.2} 1 [} 0 ] ] [+ o [} a [ o 1] 0 [}
Bleeding time prolonged 1 (0.2} 1 [} 0 0 ] [} 4] [+] ] [} L] 0 0 [}
Blood alkaline phosphatase increased 2 (0.4) 1 o 1 0 0 [ o o a o 0 0 0 o
Blood amylase 1 (0.2} o [+ o 1 1 (0.2) 4 a 1 0 0 o 0 o [
Blood amylase increased 4 (0.8} 1 1 2 o 2 (0.4) 1] o 1 1 2 (0.7} 1 1] 1 [}
Blood bilirubin 1 (0.2} 1} [+] 1 Q Q [ o [+] 0 0 ] 0 0 [+]
Blood bilirubin increased a .7 1 4 2 1 a (0.8} 1 1 2 ] 1 (0.4} 0 0 1 [
Blood cholesterol increased 2 (0.4} 1 1 Q o 2 (0.4) 4] 2 o a a 1} 1] L) ]
Blood creatine increased 1 (0.2) 0 1 Q 0 1 (0.2) G, 1 o 0 1 (0.4} "] 1 Q [+]
Blood creatine phespheckinase increased 5 (1.0} 3 2 ] 1] 10 {z.1) 2 2 3 3 2 (0.7} 1] 1 0 1
Bloed creatinine increased 13 (1.3) 3 2 1 o 8 (1.2) 4 3 [ a 1 {0.4} 1} 1 0 o
Bleed glucosa 1 (0.2) o [+ 1 1] a [ 0 o o 0 1] 0 0 [+
Bloed glucose increaged 4 (0.8} 2 [} 2 0 2 {0.4) 1 1 [+] Q 2 [0.7} 2 0 [} [+
Blood iron decreased ] o [+] L] o 1 (0.2) [ 1 [+] ] o 1] 0 ] ]
Blood lactate dehydrogenase increased a o [+ Q [+] 3 (0.6) 1 1 ] 1 1 (0.4) 1 0 a [}
Bloed lactie acid dincreased a 1} o 9 i) ) [ o ] a - 1 (0.4} 1] 1 0 ]
Bleod potassium decreased o 0 o 0 o 2 (0.4) 2 o 4] ] 1 (0.4} 1 0 Q ]
Bloed potassium increased a ] [} Q o 1 (0.2) [ 1 4] [} [} 0 1] [} [+]
Bleed pressure diastolic increased o 0 o 9 a 0 [ 0 [+] Q 1 (0.4} 1 0 0 [
Blood pressure increased 3 (0.6} Z o 1 0 1 (0.2) 1 o o 4] o 0 1] L] o

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe eceurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity ie pummarized. Missing baseline severities are imputed as grade 1.

Inzludes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening,

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028, A4001029. Date of Table Generation: 14ROV2006 (08:12}
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Maravircoc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravirec QD {n=477} maraviroe BID (n=48%}) . Placebo (n=271}

Sevarity Grade* Severity Grade+ Severity Grade+
H (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ Clase and
MedDRA {v5.0) preferred term

Blood sodium increased 0 o [+ ] Q 1 (0.2) 1 ] o 0 [ o] 1] 0 [+]
Blood testosterone decreaged 1 (0.2} o 1 Q L] b [} a [} Q [} Q 0 ] [+]
Blood thyrold stimulating hormone increased a 0 o L] 0 0 o o [+] 4] 1 (0.4} 0 1 Q o
Bloed triglycerides abnormal 1 (0.2} o [} ] 1 0 [ 11 o Q 3 0 0 [+] [+]
Bleod triglycerides increased 1 (0.2} o [¢] 1 0 ] {1.8) 1 4 2 1 1 (0.4} 0 0 1 [
Blood urea increaged 3 (0.6} 1 2 Q 0 1 {0.2) 1 o [ ] [ 0 0 o [
Blood uric acid increased Q o o Q o 2 {0.4) 1 1 [+] 0 2 (0.7} 1 1 9 [+
Blocd urine present 1 (0.2} 1 [+] [+] i} 0 o] [+] ] o] [¢] 1] 0 Q Q
Body temperature 1 (0.2} 1 o ] o Q ] o 2] Q [ '] 0 0 o
Body temperature increased 1 (0.2} 1 [*] 0 o 2 (0.4) 1 1 [s] a 4] o 0 0 [
Breath sounds abnormal 0 o [+ o 1] Q [ a [} L] 1 (0.4} Q 1 0 [}
Cardiac murmur 1 (0.2} o 1 0 o o [ 0 o] ] [ 0 0 o ]
Crystal urine 0 1] [+ 9 ] 1 (0.2) 1 ] [+ a [ 0 0 0 [}
Cytomegalovirue antibody positive ] o ] o 0 1 (0.2) 1 ] 4] ] [ [’] 0 0 o
Electrocardicgram QT prolonged g o [ ] 0 1 (0.2) [ 1 o 0 0 "] 0 0 [+]
Gamma-glutamyltransferase o o [+ a o 2 (0.4} [ a 2 0 [ 0 0 0 [+
Gamma-glutamyltransferase increasad & (1.3} 1 [¢] 1 4 § (1.2} [ 2 2 2 3 (1.1} 0 0 2 1
Haematocrit decreased 1 (0.2} 1 o Q a 1 (0.2) 1 o o a o ] 0 0 o
Haemeglobin decreased 2 (0.4} 3 [+ Q 0 1 (0.2) [+ o 1 [ 1 (0.4) 0 1 0 [+]
Heaxrt rate increased 1 (0.2} 1 o 0 0 3 (0.5) 3 ] [+ 0 1 (0.4) 0 1 o [+
Hepatic enzyme increased 1] 1] ] Q Q 3 {0.8) 1 1 1 Q [ '] 0 [s] [+]
International normalised ratic increased 1 (0.2} 0 [ 1 +] Q [+ 1] o ] 4] o 0 a 4]
Investigation 1 (0.2} 0 1 0 o Q c 0 o 4] o 1} o 4] [
Lipase a [} o Q 0. 1 (0.2) [+] [1] 1 [+] 0 1} 0 [s] o
Lipase increased 3 (0.6} o [} 2 1 3 (0.5) 1 0 1 1 2 (0.7} [»] 1 1 [}
Lipids increased ] o ] a 0 1 (0.2) [+ 1 4] 0 [ "] 0 ] [

]
1
+
I
H
4
]
]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most savere cccurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data uvp te 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dicticonary applied.

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028, A400102%. Date of Table Generatiom: 14NOVZ006 [08:12)
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Maraviroc summary of Clinical Safaty

Incidence and Severity of Treatment-Emergent Adverse Events {(All Causalities)

Phase 2b/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse events maraviroc QD {n=477) maravizos BID (n=487) Placebe (n=271)

Severity Grade* Severity Qrade+* Severity Grade*

H {%) 1 2 3 4 N {%) 1 2 3 4 X [S 1R 1 2 3 4
System Organ Class and
MedDRA {v9.0) preferred term
Liver function test abnormal 3 {0.8) 1 9 2 0 2 {0.4) Q ] 1 1 2 c.7) o 1] 1 1
Neutrophil count decreased 1 {0.2) 0 ] 1 o 2 {0.4) 1 [ 0 1 L] [ ] ] 9
Reutrophil count increased 1 {0.2} 1] 0 1 0 1 {0.2) L] o 0 1 0 ) a o b))
Heutrophil hypersegmanted morphology prasent 1 {0.2) 1 0 0 0 [+] 0 [+] 1} [ L] 4] 1] [+] i)
Platelet count decreased [s] 0 Q Q 0 1 {0.2) 0 1 0 )] 2 (0.7 [} 1 1 4]
Prostate examination abnormal 2 {0.4) 1 1 o Q o . Q [¢] 1] [ ] [} ] 0 Q
Prostatic specific antigen increased 1 {0.2} 0 1 Qo 3 [+] ] [} 0 o Q [ a [+] 0
Protein total inereased [+] (1} 0 4] [1] 4] 0 [+ 0 [h] 1 (0.4) 1 Q [+] [+
Protein urine 2 {0.4} 1 1 [¢] 1] i {0.2] Q 1 0 o 0 4 0 o Q
Syphilis test pozitive [+] 0 Q o Q 1 {0.2) 1 [} 1] 0 Q [ Q o Q
Thyroxine free decreased [+3 0 0 [} 0 [+] ] [} 0 [+] 2 (e.7) 1 1 [} 0
Transaminases increased 2 {0.4}) 0 1 L 3 1 {0.2) Q [ ] 1 Q 0 0 [} 0
Tuberculin test positive [ 0 ] ] 0 ] ] [ ] [4] 1 (0.4) 0 1 ] a
Urine output decreased 1 {0.2) 0 1 o [i] o Q c 0 4] [+ o a o Q
Urine cutput increased [ 0 a [+] 0 1 {0.2) 1 [ ] o ] [ 0 0 b
Viral lead increased o] 0 0 o 0 1 {0.2) 1 [} 0 [+ [+ 13 a 4] Q
Viral test [+] 0 Q a 0 2 {0.4) 2 [¢] 0 ] 0 [} aq [+] Q
Weight decreased 15 {4.0) 14 5 [+] (] 15 {3.1) + a8 0 ] &5 (1.8) 4 1 Q Q
Weight increased [ {1.3) [ 0 o o a {0.6) 2 1 0 0 9 ¢ [} ] L)
White blood ¢ell count decreased [ 0 ] o [ 1 {0.2) 0 [+] 1 o 1 {(0.4) 1 0 [} ]
METABCLISM AND NUTRITION DISORDERS 52 (10.3) 25 22 3 2 51 (12.5) 27 26 5 3 26 (9.6) 13 3 4 3
Alcohol intolerance 1 {0.2) 1 a ] a ] ] [} [+] ] 0 ] [+]
Ancrexia i7 {3.6) 8 8 1 0 12 {3.7) 19 a 0 a 9 {(3.3) [ 1 1 1
Cachexia 2 {0.4) 1 1 ] 0 1 {0.2) Q [s] 1 o 0 [} aQ [+] 9

* If the same subject in a given treatment had more than one occurrence in the game preferred term event category, only the most severa occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any wissing severities have been imputed as grade 4 unless the subject
experienced another otecurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Ineludes data up to 7 days after last dose of study drug.

ACTG grades estimate peverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protecols:RA4001027, A4G01028, A4001023. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical SBafety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2k/3 Treatment Experienced Studies

Mumber of Subjects evaluable for adverse events maraviroc @D (n=477) waraviroc BID (n=487) Placebo (n=271)

Severity Grade* Severity Grade* Severity Gradetr
N (%) 3 2 3 4 N (%) 1 z 3 4 N (%) 1 2 3 4

Syatem Organ Class and
MedDRA (v%.0) preferred term

Decreased appetite 10 (2.1) 3 4 [+] Q 15 (3.3) 10 3 ] a g {1.8) 4 1 4] []
Dehydration 2 (0.4]) [+] 2 0 0 s (1.2} o 2 3 1 4 (1.5} 2 1 ) 1
Diabetes mellitus 1 (0.2) [1] 1 L] o 1 (0.2) ° 1 4 <] 0 o 0 o 4
Diaketes mellitus inadequate control 0 o [ Q [+] ] 0 o ] <] 1 {0.4} o 0 1 [
Diabetes mellitus non-insulin-dependent 1 {0.2) Q [¢] [+] 1 [+] 0 0 [ 1] 1 {0.4) 1] [1] 1 o
Facial wasting Q o [+] 0 0 1] 0 [s] [} Q 1 {0.4} o 1 Q i}
Fluid retention 1 (D.2) 1 [ ] ] a [ 0 [ ] 0 [+] 0 <] []
Food craving [+] o ¢ Q 0 1 (0.2) o 1 [ 9 [} o 0 0 [+
Gout 2 (0.4) i 1 ] o 5 (1.0} 3 1 o 1 2 (0.7} 1 1 [} 1]
Hyperamylasaemia 1 (0.2) i [+ o o o ¢ 0 [} a (] o 0 o [}
Hypercholesterclasmia o 1] [+] 0 (1] 1 (0.2) 3 0 ¢ 1 1 (0.4} 1 1] a [}
Hypercreatininaemia 1 (0.2) o 1 0 [+] Q ] ] V) 1] 0 o 0 a ]
Hyperglycaemia 2 (0.4] [+] 1 1 o 4 (0.8) o 4 [ ] 2 (0.7} 1 0 1 [}
Hyperkalaemla 0 o o o Q 1 (0.2) [ 1 ¢ L) 0 [} 0 Q [
Hyperlipidaemia 3 (0.86) 2 [+ 1 o 1 (0.2) [\ 1. [+] Q 2 (0.7} 0 0 ] 2
Hypertriglyceridaemia 1 (0.2) [4] 1 ] 0 & {1.2) 1 4 ] 1 0 o 0 L] ]
Hypervitaminosis o o ¢ Q 0 1 {0.2) 1 0 [} a (] o 1] Q [+]
Hypocalcaemia 0 L] ¢ o ] 1 (0.2) ] Q 1 0 1 (0.4} 0 1 0 )
Hypoglycaemia 3 (0.86) 1 1 a 1 0 [} [+] [+] Q 1] 0 0 ] [+
Hypokalaemia 3 {0.8) o 2 1 0 1 (0.2} ¢ 1 o a o1 (0.4} 1 0 o [
Hyponatraemia 0 [} o] ] Q 1 {0.2) o 1} 1 o 1] 1] 0 o o
Hypovalasmia 1 (0.2) 0 1 ] 0 o [ ] ] ] 0 [°] 0 o 4
Incraased appetite 3 (0.6) 3 [ a ] 1 (0.2} 1 ] ] 0 0 o 0 1] [+)
Insulin reglatant diabetes o [1] [ 0 [+] 1 (0.2) [ 1 ) 1] 0 :] 0 Q [¢]
Iron deficiency 1 (0.2) b3 o Q o 1 (0.2) 1 o [ o 1 (0.4} 1 0 [ ]
Lactic acidesis Q ] [+] o] [+] Q (1] Q ] a 1 (0.4} Q 0 1 1]

'
1
¥
H
H
‘
r
]
]

* If the same subject in a given treatwent had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In thig case, the reported severity is summarized. Missing kaeeline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v9.0) coding dicticnary appiied.

PFIZER CONFIDENTIAL Includes Protocele:Ad4001027, A4001028, A4001029. Data of Table Generation: 14NOV2006 {08:12)
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Maraviroe Summary of Clinical Safsety

Incidence and Severity of Treatment-Emergent Adverse Events (All Caugalities)

Phase 2b/3 Treatment Experienced studies

Number of Subjects evaluable for adverse events maraviroc QD {(n=477) : maraviroc BID (n=487) Flacebo (n=271}
Severity dradex Severity Gradev Severity Grade*
] (%} 1 2 2 4 N (%) 1 2 3 4 N %) 1 z 3 4

Eystem Organ Class and
MedDRA {v2.0) preferred term
Polydipsia [1] 0 0 o 0 1 {0.2) 1 Q 9 ¢ [+] 0 1} [+] Q
Tatany 0 0 Q [+] 0 1 (0.2) 1 ] ] [+] [+] Q i} o I
Vitamin Bl12 deficiency 0 0 o [} 0 1 {0.2) 1 [1] Q [} Q 0 Q [+] 0
vitamin D daeficiency 0 0 L] -] 0 [] ] [ ] [+] 1 (0.4) 0 1 [+] Q

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISQRDERS 103 [21.6) 69 25 a8 1 92  (18.9) 55 ic 4 3 47 (17.3) a8 18 1 0
Arthralgia 18 {3.8) 12 £ [ 0 25 {5.1) 17 7 L] 1 7 (2.8) [3 1 [ o
Arthritis 4 (0.8} 2 2 o] 0 1 {0.2) 4] 1 Q Q [+] (] 1} [+] 0
Arthropathy 1 (0.2) 1 ] [+] 0 o a 4] o [+] a 0 0 [+] ]
Back pain 27 {5.7) 19 1 2 ] 23 {4.7) is [ 2 [} a (3.0} 3 s Q [+]
Bone pain a 0 ] o 0 2 (0.4) 2 [ ] ] 1 (0.4) 1 o [+] ]
Buroitie [} 0 Q [+] ] 3 (0.6) 2 1 ] [+] 3 (1.1) 1 2 o Q
Costochondritis [} 1] Q o 0 [} o o 0 [+ 1 (0.4) 1] 1 4] 0
Flank pain 4 {0.8) 2 2 [} 0 3 {0.6) 2 [} Q 1 Q 0 0 [+] [}
Ganglicn 1 {D.2) 1 Q o 0 1 {0.2) 1 ] 9 ] aQ 0 i} ] 0
Goukty arthritis 0 0 9 [+] 0 1 (0.2} ] 1 0 4] 0 0 o [+] 0
Groin pain [1} [1} o [+] 0 1 {0.2) o 1 ] [ 0 0 1] [+] 0
Intervertebral dise degeneratien 2 {0.4) 1 Q 1 0 o 4] o Q o L] 1] a o 9
Intervertebral disc disorder 1 (0.2) 1 ] [ 0 o ] [ ] o ] [ Q ] Q
Joint swelling 3 {D.86) 3 o [ 0 5 (1.0} 1 4 o ] ] 0 Q [+] ]
Monarthritie 2 {D.4} 2 0 o 0 Q Q [ Q [+] 1 (0.4) 0 1 [+] Q
Muscle atrephy 1] 0 0 ] 0 o 0 ] Q 4] 1 (0.4) 1 ] o 0
Muacle fatigue 1] 0 L] o 0 1 (0.2) 1 o Q o 4] 0 i} o L]
Muscle spasms 13 (2.7} 13 Q o] 0 2 (1.8) 7 2 ] [s] 11 (4.1) ] 2 [+] Q
Muscle tightness 0 1] 0 [} 0 2 {0.4) 2 3 0 [+] Q 0 a [} ]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most savara occurrence is taken.
Subjecte are counted only once per treatment in each row, For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which meverity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doese of atudy drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) ocoding dictionary applied.

FFLZER CONFIDENTIAL Includes Probccole:A4001027, A4001028, A400102%, Date of Table Generaticn: 14NQV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

maraviroe QO {(n=477) maraviroc BID (n=487) Placebo (n=271)

Severity Grade¥ Severity Grade* Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 N {%) 1 3 3 4

System Organ Class and
MedDRA (v9.0) preferred term

Muscle twitching 2 (0.4) 2 Q [+] Q [+] 1} 0 1] Q Q 0 1} ¢ 4]
Muscular weakness 2 0.4) 1 o 1 o 1 (0.2} 1 0 [+] [ 3 (1.1} 3 0 [+ ]
Muaculeskeletal chest pain 3 {0.6) 2 ] 1 Q [+ 0 0 Q o 1 (0.4) 1] 1 o 0
Musculoskeletal discomfort 1 (0.2) 0 1 [+ Q [+ ] 0 ] a o 0 0 [+] ]
Musculoskeletal pain 0 Q 1] [¢] ] 2 (0.4) 1 1 1] 0 1] 0 ] [] Q
Musculoskeletal stiffnees 3 (0.6} 2 1 [ 0 3 (0.6) 2 1 ] 0 a (1.1) 1 2 [ ]
Myalgia 22 (4.8) 16 4 2 Q 14 (2.9} k) s 4] Q 2 {0.7) 2 o o ]
Myopathy 0 Q [+] [¢] ] 1 {(0.2) 1 1] [+] ] 1 0.4} 1 ] [+] Q
Myositis 1 (0.2 o 0 1 Q [ o 0 o (1] 0 (1] 0 [ 0
Nack pain 3 (D.6) 3 Q [+] Q 2 (0.4) 1 1 o] ] 2 {0.7) 1 1 [¢] [+]
Ostecarthritis 3 {0.8) 2 1 o L) 1 (0.2) 1 0 1] Q a 0 0 [+] [
Osteonecrosis 1] 0 o [} 0 2 {0.4) 1 "] 1 [} L] 0 0 [+ ]
Osteoporosis 1 (0.2) ] 1 "] 0 2 (9.4} 1 1 o 1] 1 (0.4) 0 1 [ ]
Pain in extremity 13 (2.7) 9 2 1 1 12 (2.5) 7 5 g ] & (2.2) a -3 1 4]
Plantar fasciitis 1 (0.2) 1 0 ] a [+] ] 0 Q 0 1 (0.4) 0 1 [ ]
Rhabdomyolyeis 1 (0.2) 0 ] 1 0 3 (0.6} 1 [ 1 1 "] 0 o [ 0
Rotator cuff syndroma 1 (0.2) 1 0 o 0 1 (9.2} o 1 Q ¢ Q 0 0 [+ o
Shoulder pain 4 (0.8) 0 4 [+] ] 2 (0.4) 2 0 ] ] 4 (1.5) 1 a [+] Q
Spinal disorder 1 {0.2) 1] [+] 1 0 ] 4] 0 ] (] a [1] 1] Q [+]
Synovial cyst 1 (0.2) 1 a [+] L] ] 0 0 Q [ a 0 0 [ Q
Tendon digerder 1 (D.2) 1 Q Q 0 [+] 1] 0 Q [ 1 (0.4) 1 0 [+] 4]
Tendonitis 2 {0.4) 2 ] [+] 0 [+] 4] Q [s] [¢] /] 0 Q Q Q
Tenosynovitis 1 {0.2) 1 a [} 0 [} ] 0 Q [} L] 0 0 [+] 0
Vertebral column maes 1 {0.2) 0 1 ] 0 [} ] [ Q [ Q [1] 1] [} [}

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL

* If the sama subject in a given treatment had more than one cccurrence in the same preferred term event category, only the most severe cccurrence is taken.
Subjects are counted only once per Ltreatwent in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades agstimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied.

PF1ZER CONFIDENTIAL Includes Protocols:hA4001027, A4001D2B, A4001D29. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phage 2b/3 Treatment Experienced srudies

Number of Subjecte evaluable for adverse avents maraviroc Q0 (n=477) maraviroc BID {n=487) Placebo (h=271)
Severity Grade* Severity Grader
N (%) 1 2 3 4 N (%) 1 2 3 4 N {%} b 2 3 4

System Organ Class and
MedDRA {v9.0) preferred term

Abdominal neoplasm 0 0 o [+ a 1 (0.2} 0 1 Q 0 1 {0.4) 1 D 13 o
Anal cancer 2 (0.4) Q 1 [+] 1 3 (0.6} 1} 1 Q 2 3 {1.1} 0 3 ] ]
Anal cancer stage 0 1 (0.2) 0 ] 1 Q 4] o 0 a a a 0 1} ] a
Bagal cell carcinoma 1 (0.2) 1 o o Q 1 (0.2} 1 ] [+] ] 1 {0.4} 1 [} o 9
Benign necplasm of orbit 1 (0.2) 1 ] [ a () +] 0 ] 0 a D ] o o
Benign eegephageal neoplasm 0 Q ] [+ Q 1 (0.2) 1 0 Q Q o 0 o o o
Bowen's disease 0 ] a 4 0 1 (0.2} 1] 0 1 0 a 0 0 4] ]
Bewenoid papuleais 0 o o [} L] 1 (0.2) [+ 0 1 ¢ a 0 o [} a
Diffuse large B-cell lymphoma 0 0 ] o 0 [ o 1] g [ 1 (0.4) 0 1] [+ 1
Haemangioma 1 (0.2) 1 o ] 0 ] o 0 0 ) 0 0 0 ] ]
Haemangioma of liver 1 {D.2) 1 Q o 0 o o ¢ aQ [ a 0 0 o 0
Kaposi‘s sarcoma 1 (0.2) 0 o [+ 1 2 (0.4} 2 3 Q [1] 3 1.1} 1 1 1 0
Lipoma 1 (0.2) 1 ] o ] ] [} 0 ] [ 1 (0.4) 1 0 [ ]
Lymphoma 2 {0.4) 0 1 o 1 1 (0.2) Q ] Q 1 1 (0.4) Q 0 1 o
Metastases to liver 1 (0.2} 0 1 [+ 0 ¢ o [} ] [¢] ] 0 o [} 0
Recplasm 0 0 ] [+] ] 1 {0.2) Q 1 ] [+] 1 (0.4) 0 1 [+] [
Oesophageal carcinoma 1 {D.2) 0 ] e 1 Q ) ] Q o o 0 0 [+ 0
Seborrhoeic keratosis 1 (0.2} 1 ] [+] 0 2 {0.4) 1 1 b] [ ] 0 0 ] o
Skin papilloma 11 {2.3) 10 1 [+] 0 g {1.8) 7 2 Q [+] 3 (1.1) 1 z [+] [s]
Squamous <all carcinoma 1 (0.2} 0 1 [+] 0 [+] [+] 1] 9 [+] 1 (0.4} ] [} 1 Q
Squamoua cell carcinoma of skin 1 {0.2) 1 0 o L] [ 0 [ ] [+] a 0 ] [+] 0
Sweat: gland tumour 1 {0.2}) 1 0 [+] Q 1 {0.2) 0 13 a 1 1] 0 0 [} 0
Testicular neoplasm 1 {0.2}) 1 Q Q 0 o] 4] o ] [+] Q 0 o [+] [+]
Tongue neoplasm malignant stage unspecified ] 1] 0 4] 0 1 {0.2) a [ 1 o 4] 1] a o Q

]
4
*
]
i
i
|

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence ie taken,
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given traatment for which severity was recorded.

In this case, the reported severity is summarized. Missing bapeline geverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v8.0) coding dictionary applied.

PFIZER CONFIDERTIAL Includes Protecols:A4001027, A4G01028, A4001029. Date of Table Generation: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/2 Treatment Experienced Studies

events maraviroc QD (n=477) maraviree BID (n=487} Placebo (n=271)

Severity Grade* Severity Gradev Severity Grade*
N {¥) 1 2 3 4 b (%} 1 2 3 4 N %} 1 2 3 4

Humber of Subjecte evaluable for adve:

Sygtem Organ Clase and
MedDRA {v9.0} praferred tarm

NERVQUS SYSTEM DISORDERS 158 (33.1}) 92 57 6 3 152 (31.2) 101 a9 8 4 a0  (29.5) 45 43 5 2
Agausia Q a o 0 ] 1 (0.2} 1 L) 1] 0 [} Q [ L) o
Amnesia 2 {0.4) 2 a 0 o] 3 (0.6} 3 ] 1} 0 1 {0.4) 4] 1 0 Q
Aphonia 0 Q o [1] 0 0 o Q [} 0 1 {0.4) 1 [+] a o
Areflexia 3 {0.8) 3 o 0 Q 2 (0.4} 2 Q o 0 o 4] [+] ] Q
Balance disorder 2 {0.4) 1 1 0 o 1 (0.2} 1 0 [ ] 1 {0.4) 1 [} 0 0
Burning sensation 3 {0.85} 2 1 4 Q 0 o Q o 1] 0 9 [ 0 0
Carpal tunnel syndrome 1 {0.2) o 1 Y 0 [ 0 ] 0 0 o ] ] 0 o
Central nervous gystem lesgion 0 a o 0 Q 3 0 0 0 Q 1 {0.4) 4 o 0 1
Cerebral haemocxrrhage 1 {0.2} 9 1 0 0 o o 0 0 0 o o [+] 0 o
Cerebrovascular accident 1 {0.2) ] 0 [ 1 1 (0.2} 0 0 o 1 1] b [} 0 4]
Cenvulsion a {0.6) o 1 1 1 1 (0.2} L] ] 0 1 o 0 -] 0 o
Dapressed level of consciousness 1 (0.2) 1 Q o 9 o o Q Q 0 0 0 o 0 0
Disturbance in attenticn A {0.6) 2 1 [+3 Q 3 (0.6} z 1 Q 1] a {1.1) 3 o 0 [+
Dizziness 45 (9.4) 40 5 ¢ Q 38 (7.8} 29 ] 1 0 17 {§.3) 11 6 0 1}
Dizziness postural 6 (1.3) & o 1] Q 2 (0.4} 1 1 a 0 z {0.7) 2 ] 0 4]
Dysaesthesia 1 {0.2) 0 1 o Q [ 0 b a a o0 0 ] 0 o
Dysarthria 0 0 ] [} 0 [+] "] 0 0 0 1 {0.4) 1 o [1] 0
Dysgeusia a (0.86) 1 2 [+} Q 12 (2.5) 11 1 0 0 4 {1.5) 3 1 1} o
Dyskinesia 0 9 0 [} Q [+ 0 0 a Q 1 {0.4) 1 0 3 ]
Encephalitie a 0 o ¢ s] [ ] 0 Q 0 1 {0.4) 0 [} ¢ 1
Epilepsy 1 (0.2} 0 1 [} ] 2 (0.4} 0 0 2 0 0 0 0 [y [
Facial palay 0 Q9 o [ )] 1 (0.2} 1 0 0 0 0 0 ] 13 ]
Headache 73 (15.3) 49 20 3 1 60 {12.3) 50 10 4] Q 38 (:4.0) 23 13 2 4]

* If the sama subject in a given treatment had more than onhe occurrence in the same preferred term event category, only the most severe occurrence ip taken.
SBubjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In thie case, the reported severity is summarized. Miszing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate geverity as : Grade 1 = Mild, Grade 2 = Moderabe, Grade 3 = Savere, Grade 4 = Life-threatening.

MedDRA {v8.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includas Protocols:A4001027, A4001028, A4001025. Date of Table deneration: 14NQV2006 {08:12)
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Maraviroc Summary of Clinical 3afety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events waraviroc QT (n=477) maraviroc BID (r=487) Placebo (n=271)

N (%) 1 2 3 4 N () 1 2 3 4 N {%} 1 2 3 4
8ystem Organ Clase and

MedDRA {v5.0) preferred term
Hyperaesthesla 6 (1.3) 4 F [+ Q2 [ ] 0 i} 0 0 o o 4 o
Hyperscmnia 0 Q 0 [+ Q 1 (0.2} 0 1 1] (1] 1] 0 ] [} ]
Hypoaesthesia 11 (2.3) 8 3 ¢ ] 14 (z.9) 1z 2 a [i] z {0.7} 1 ] 1 Q
IIIrd nerve disorder 0 0 ] [ 0 [ 1] 0 o] 0 1 {0.4) 0 1 1] o
Lethargy 5 (1.0 2 3 o a 4 (0.8} 2 0 1 0 5 {1.8) 3 2 o o
Loga of congcicusness 0 b o [ ] 1 (0.2} 0 b Q 0 o 0 [ o o
Memory impairment 2 {0.4) 1 Q 1 9 ] 0 0 o 0 2 {0.7} 1 1 o o
Mental impairment 1 {0.2) 1 4] ] Q ] 0 0 [+] 0 [} 0 0 ] 0
Migraine 4 {0.8) 0 4 [ 9 2 (0.4} o 2 a a 1 (0.4) 0 1 [ [+]
Movement disorder 1 {0.2) 1 o [+ 0 [+ o 1] a ] <] 0 o [} ]
Nervous system disorder 1 (D.2) [1} 1 o 0 o ] 0 ] 1] 1 (0.4} 1 o 1] o
Reuralgia 1 (0.2} 0 1 [+] 0 2 (0.4} o 2 o] [ 1} 0 1} ] 4]
Neuritis 1 {0.2) 1 o] [+] ] [+] 1] 1] [+] o ] 0 [} ¢ Q
Neuropathy 4 {0.8) 2 2 [+] 0 4 {0.8) 1 2 1 a 2 (0.7} 1 1 [+] [+]
Neuropathy peripheral 10 (2.1} 4 5 1 0 10 (2.1) 7 2 1 [ 4 (1.5) 2 2 [ 0
Paraesthesia i3 {(2.7) 12 1 o 0 11 (2.3) 10 1 ] [¢] 7 (2.6) 5 1 1 [+]
Parkinsonism 0 0 a [+] 0 1 (0.2) o 1 0 [ ] 0 0 [+] ]
Petit mal epilepsy 1 {0.2) 0 1 [ 0 [+] ] 0 0 ] 4] 0 1] [ Q
Pelyneuropathy 2 {0.4) 2 Q [+] 0 1 {0.2) 1 o o ¢ 1 (0.4) 0 1 [+] [s]
Poor quality sleep 3 {0.6}) 2 1 o 0 e} o 1] 0 ] a 0 ] 4] Q
Psychomoktor hyperactivity 1 (0.2} 1 0 o 0 3 {0.6) 2 1 Q [ a 0 a [ o
Radicular pain [ 0 L] [] a 1 (0.2} 1 o ] [ ] 0 o] [ ]
Radiculopathy [} 0 Q [+] Q 1 (D.2) Q 1 9 ¢ Q 0 1} [¢] [+]
Restlesa legs syndrome 2 (0.4} 2 0 o 0 2 (0.4) 2 [ Q [+] ] 0 -] o ]
Sciatica 1 (0.2} 0 1 [s] 0 2 {0.4) [s] 2 0 ] 1 (0.4) 1 1} Q Q
Sedation [¢] 0 [s] ] [i] 2 {0.4) 1 [ L] 1 1 (0.4) 0 1 [+] Q

* If the same subject in a given treatment had mwore than one occurrence in the same preferred term event category, only the most savers occurrence is taken.
subjects are counted only conce per treatment in each row. For the TESS algorithm any wissing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given tresatment for which severity was recorded.

In this case, the reported severity is summarized. Migsing baseline severitles are imputed as grade 1,

Includes data up te 7 days after last dese of study druyg.

ACTG grades estimate peverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: 14NOV2006 (08:12)



Table 3.4.2.5 Page 2% of 40
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Evente (All Causalities)

Fhase 2b/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=477) maraviroe BID (n=487) Placebo (n=271)
Severity Grade* Severity Grader Severity Grade*
N %) 1 2 3 4 N i%) 1 2 3 4 R (%) 1 2 a L]
Bystem Organ Clase and
MedDRA (v2.0} preferred term
Sengory disturbance Q 1] Q 0 Q 1 (0.2) o] 4] 1 [1] 1 {0.4) 1 ] 1] (/]
8inus headache 2 (0.4} o 2 L] 9 a (0.6} 3 0 0 0 o o o o L]
Somnolence 8 (1.7} 7 o 1 [ 8 (1.8} 7 1 0 1] 0 L] [ L] 1]
Spaach disorder s] i} o 0 4] 1 {0.2}) 1 Q o 0 1 {0.4) 9 [ i o
Syncepe 2 {0.4) 1 1 0 4] 5 {1.0) 1 3 1] 1 2 0.7 1 [ 1 0
Transient ischaemic attack Q aQ L] Q Q 0 4] ] 0 0 3 {1.1) [+] 1 2 ]
Tremor § (1.3} & o ] 0 6 (1.2} 4 o z 0 ] o i3 Q2 o
Trigeminal neuralgia ] a /] 0 [«] 1 (0.2} 1 ] a 0 ] [+] [ ] L]
Visual field defect ) a V] 0 9 0 o Q 0 0 1 {0.4) [+ 1 0 0
Vocal cord paralysis b {0.2) 0 1 0 0 0 ] Q 0 0 v o 4] o o
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 2 {0.4) 2 1} 1] Q 0 Q Q 0 0 [} [+] ¢ 0 [+]
Pregnancy 2 {0.4) 2z o 0 Q 0 o 0 o 1] o Q o] 0 v
PSYCHIATRIC DISCRDERS T {16.1) 42 31 4 9 77 (15.8} 42 25 a 1] a5 (1z2.%3) 20 11 a 1
Abnormal dreams 9 {1.2) 5 3 1 Q 4 (0.8} 1 3 o 0 2 {1.1) Q@ 3 0 L]
Affective discrder 0 a o 0 ] 1 (0.2} 1 a 1] 0 0 L] [+] 0 [i]
Aggression a o 0 [ ] ¢ o 0 [} 0 1 {0.4) 1 o 0 Q
Agitation Q ] Q 0 ] 1 (0.2} 1] 4] 1 0 1 {0.4) 1 Q 0 0
Alcchelism Q Q 1} 1] 4] 1 (0.2} 1 Q aQ 0 0 0 [+] 0 1}
Anxiety 11 (2.3) L 4 1 0 13 (2.7} 13 4 1 0 6 {2.2) 6 [+] 0 o
Apathy 1 (0.2) 1 0 [ [} [ 0 0 0 0 0 [} o 0 0
Attention deficit/hyperactivity disorder Zz (0.4} 2 o o 0 o o a 0 0 0 0 [} 0 o
Confusional state 1 (0.2) o 1 '] L] 1 (0.2) x 0 0 0 1 {0.4) 0 [+] 1 +]

* If the samwe subject in a given treatment had wore than cne cccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted cnly once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate geverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 2 = Savere, Grade 4 = Life-threatening.

MedDRA (v8.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028, A40010Z%, Date of Table Generation: I4NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {(All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse evente maravirec QD {n=477} maravirog BID (n=487) Placebo (n=271)

Severity Grader Severity Grade+ Severity Grade*

N (%) 1 2 3 4 N (%) 1 2 3 4 N %) 1 z 3 4
System Organ Class and

MedDRA {v9.0) preferred term
Cyelothymice disorder 0 0 Q [+] 0 1 {0.2) 1 [1] 9 o ] 0 1} [+] ]
Depressed mood 1 (0.2} 1 ] o 0 1 (0.2) ] 1 o o ] 0 +] ] Q
Depreasion 16 (3.4} [ 9 1 Q 15 {3.1) 5 2 1 [+] g (3.3) 1 s 2 1
Piscriantation 2 {0.4) 1 1 [+] Q 2 {0.4) 2 ] Q Q Q 0 i} [+] ]
Dissociatien [} 1] o o 0 1 {0.2) a 1 L] o 0 1] 4] [} Q
Dysthymic disorder o 0 a o 0 1 {D.2) 0 1 0 [+] Q 0 1} ] Q
Euphoric meood 1 {0.2) 1 g o 0 1 {0.2]) 1 c 0 o Q 1] o [ 0
Excitability o 0 Q o a 2 {0.4) 1 1 0 Q 4] Q Q [+] Q
Hallueination 2 {0.4) 1 1 o 0 4] ] [ 0 0 ] [ 0 [+] 0
Hallucination, auditory 1 (0.2} 1 o Q 0 Q L] [ 0 o 9 Q ] ] 0
Initial insomnia [+] 0 ] [+] ] 1 {0.2) 1 [ L] ] 0 0 0 [+] ]
Inscmnia 28 {5.9) 17 10 1 0 23 {6.8) 27 [ 0 [+] 11 (4.1) 8 3 4] 0
Libido decreased 4 {0.8) 1 3 Q ] 1 {0.2) 1 [+] 0 4] o 0 a o] Q
Loss of libido 1 {0.2) 0 1 [+] Q ] [+] [+] 0 o [e] 0 1} o] ]
Mental status changes 1 {0.2) 1 Q ) 1] 1 {0.2) ) 1 b o a [ i} o 9
Mood altered o] 0 Q ] a 1 {0.2) 1 [+] 0 [+] 9 ] [} Q Q
Mood swings 1 {0.2) 1 0 o (1] 2 {0.4) 1 1 o [+] Q 0 a o 2
Nervouasness 2 {0.4) 2 0 o 1] o Q0 o 0 o 0 1] a o 0
Nightmare 4 {0.8}) 3 1 o 0 2 {0.4) 0 2 ] o 1 (C.4) 1 a <] Q
Panic attack 1 {0.2) 0 1 L] a o 9 4] 1] o [+] Q aQ ] Q
Restlessness 1 {0.2) 1 Q 0 [ o 0 [+ 0 o a o o [} 0
Sleep disorder -] {1.9} 7 2 [+] o [ {1.2) 5 1 0 1] 5 (1.8) 5 Q Q ]
Stress 1 {0.2}) 1 Q Q 0 o 0 [+ 0 o 1 {c.4) 1 Q [+] Q
Suicidal ideation [+] 0 ] [ o 1 {0.2) 1 [+] 0 ] 1 (0.4) o 0 1 Q
RENAL AND URINARY DISCRDERS ag 24 11 2 2 47 {9.7) 27 17 2 1 15 (5.5) L] s [} 1

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrance is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Mirsing haseline severities are imputed as grade 1.

Tneludas data up to 7 days after last dose of study drug.

ACIG grades ecstimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied. :

PFIZER CONFIDENTIAL Includes Protocols:A4001027, AR4001028, A4001029. Date of Table Generaticn: 14NOV2006 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phasa 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maravirec QD (n=477) maraviroc BID (n=487) Placebo (n=271)
Severity Grade+ Severity Grade* Sevarity Grader
N %) 1 2 3 4 1 % 1 2 3 4 N {%) 1 2 3 4

Syotem Organ Class and
MedDRA (v9.0) preferred term

Bladder pain 1 {e.2) 1 0 o o o 0 o (] 0 1] o 0 ] [}
Chromaturia 2 {C.4) 2 [ <] 0 a (0.6} 2 1 0 [+] 0 o i) 5] 1]
Dysuria 3 (1.3) 6 o ] o 11 (2.3) 9 2 0 0 2 {0.7) 2 ] o o
Haematuria 4  {c.8) 3 1 o o} 2 (0.4) 2 [+] 0 0 -2 (o.M 3 1 o [
Micturition urgency o [+] [} [ [+] 1 (0.2} 0 4] 1 1] 1 {0.4) i 0 o i}
Nephrolithiasis 8 (1.7 2 3 1 2 3 (0.8} ] 1 1 1 2 (0.7 [ 2 0 0
Nocturia &  {1.3) 4 2 o o & (L.8) 5 3 ] a 1 {0.4) I Q 0 0
oliguria a ] 0 o o 1 (0.2) 1 o 0 o 0 o o o o
Pollakiuria 4 {c.8) 4 0 ] [+] 7 (1.4} a 4 0 o 2 {0.7) 2 <] 0 o
Polyuria -] ] 0 0 [+] 3 (0.6} -] 1 [} 0 2 {0.7) 2 ] [} 0
Proteinuria 2 {c.4) 1 1 0 0 2 (0.4) 2 1] 0 0 0 o 0 0 (1]
Renal colic 2 {G.4) [ 1 L] x 1 (0.2} 0 o 1 1] 0 [ ] 0 0
Renal failure z  {0.4) 4] 1 1 [+] 5 (1.0} 2 3 0 0 4 {1.5) 2 2 0 o
Renat failure acute 1 (e.2) Q 1 4] 1] 1 (0.2) 0 1 0 0 1 {0.4) [+] ] 0 1
Renal impairmant 1 {0.2) 1 0 Q 0 1 {0.2) 0 L 0 1] 0 ] Q 0 0
Renal pain 1 (c.2) 1 [1] 1] Q 1 (©0.2) 0 1 [1] 1] 0 s} 4] 0 0
Strese incontinence Q ] 0 ) o o 0 Q 0 0 1 {0.4) V) 1 [} 0
Urinary hegitaticn 1 {0.2) 1 0 ] [} o 0 [} 0 0 0 ] ] 1] 13
Urinary incontinence a (0.6) 1 2 o [} 1 (0.2) 1 [/} 1] 0 0 ] 0 0 0
Urinary retention 0 [ 0 ] [+] 1 f0.2) 0 i 0 1] 0 ] L] o 0
Urine abnormality 1 {0.2) 1 0 o [¢] o 0 ] 0 0 )] [ 0 0 (1]
Urine odeour abnormal 1 {0.2) [ 1 o [+] 1 (0.2) I 1 0 0 0 [ ] [i] ]
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 22 {4.6) 13 8 1 [+] 27 (5.5} 18 8 1 0 10 (3.7) B 2 o L]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing geverities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the sama event in a given treatmeat for which severity was recordad.

In this case, the reported severity is summariged. Missing baseline severities are imputed as grade 1,

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v3.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029. Date of Table Generation: 14NOV20Q06 (08:12)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced studies

Humber of Subjects evaluable for adverce evente maravirec QD {n=477) maraviroc BID (n=487) Placebo (n=271)

N (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 4 3 - 4

System Organ Class and
MedDRA {v9.0) preferred term

Amenorrhoea 0 0 1] [+] Q 1 (0.2) 1 0 [+] ] a 0 1] [+] Q
Balanitis 2 (0.4) 1 1 o 0 [+] o] 0 Q [+ 4] 0 1] [+] 0
Benign prostatic hyperplasia 4 (0.8} 1 3 [} a 2 (0.4} 1 1 0 [} 1] 0 0 [« 0
Breast atrophy (1] 0 ] [+ 9 1 (9.2} 1 0 o [} o 0 0 [+ o
Breast mags 0 ] Q [+] 9 2 (0.4} 2 0 o Q 1 (0.4} 0 1 ¢ [s]
Breast pain 1 (0.2) 1 Q [+] Q [+] [} 0 [+] ] a 1] o [+] [+]
Breast tenderness 1 (0.2) 1 o [+ a 1 (0.2} 1 0 L] 4] 1] 0 '] [+] 0
Cervigal dysplasia 0 0 o [ L] 1 (0.2} 1 0 0 [ [} 0 0 [ Q
Endometrial hyperplagia 0 0 0 o 0 o a [1] 0 o 1 (0.4} 1 1} o 0
Epididymitis 1 (0.2) 1 0 [+] Q 2 (0.4} 1 1 Q [¢] 1 (0.4) 0 1 [+] ]
Erectile dysfunction [ {1.3) 4 1 1 0 5 (1.0} 3 2 0 ] a (1.1) k] 0 [ Q
Genital erythema 1 {0.2) 2 0 [+] 0 [} [+ 3 Q [} Q 0 0 [} 0
Genital lesion (] 0 ] [+] 0 2 (0.4) 2 1] L] [ a 0 0 ] o
Genital pain female 1 (0.2) 1 [s] [+] 0 [¢] [ o Q [+] Q 1] o [+] ]
Genital pruritus female 0 0 ] [+] L] [+] ] 0 Q [ 1 (0.4) 1 o [ 0
Genital pruritus male 1} 1] [+ [+} a 1 (0.2) 1 13 Q [ Q@ 1] o -] 0
Genital rash 0 0 o [+ 0 1 (0.2} 1 [ 0 [} ] 0 o [+] 0
Raematocsopermia [1] 0 [s] ] 0 1 (0.2) [+] 1 Q [+] Q 1] 0 [¢] [+]
Hypertrophy breast 1 {0.2) 0 1 o 0 o 4] 0 Q ] ‘a 0 o o 0
Metrorrhagia 0 0 Q Q 0 1 (0.2) 1] 0 1 ] a 0 0 [+] )]
Hipple disorder Q 0 Q [+] 1] 1 (0.2) 1 ] [s] ] i} 1] 1} 4] 0
Oedema genital 1 {0.2) 1 a [ 0 ] 9 0 Q [ ] 0 o [ 0
Ovulation pain 1 (0.2) 1 4] [¢] 0 o 9 0 Q [ Q 0 [} [+] Q
Pelvic pain 1 {0.2) 1 0 ¢ ] 1 (0.2) 1 0 o 0 1 (0.4) 1 0 [ ¢}
Penile discharge 0 0 0 [+] [} [} o [i] ] [+} 1 (0.4} 1 0 [+ ]
Prostatitis 2 (D.4) 2 Q [+] 0 4 {0.8) 4 0 Q ] 1 (0.4) 1 o o 4]

* If the same subject in a given treatment had more than one ocgurrence in the same preferred term event category, only the most severe occurrence ig taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severjties are imputed as grade 1.

Includes data up to 7 days after last doere of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v93.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protccols:A4001027, R4001028, A4001029%, Date of Table Generation: 14NCV2006 [08:12}
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Maraviroc Summary of €linical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {(All Causalitiees)

Phase 2bL/3 Treatment Experienced Studiss

maraviree QD {R=477} maraviroc BID (n=487} Placebo (n=271})

Severity Grade+* Severity Grade* Severity drade*
N (%) 1 2 3 4 N (%) 1 2 3 4 N %) 1 2 3 4
System Organ Class and

MedDRA {v5.0) preferred term
Pruritus genital [ 0 0 [+] 0 1 {0.2) 1 ] D 4] 0 1] ] [+] Q
Scrotal mass o 0 Q ] 0 1 {0.2) 1 ] 0 [+] Q 0 a [+] Q
Scrotal pain ¢ 0 Q ] Q 1 {0.2) 0 1 b o Q 0 a [ 0
Scrotal swelling [+] 0 Q Q ] 1 {0.2) [+] 1 0 ] Q ] i} [+] ]
Serotal ulecer [} 0 Q [} 1] [} 0 ¢ 0 s} 1 (¢.4) 1 L] [+ 0
Semen discelourakbion 1 {D.2) 1 ] o 0 o 0 [ L) o 0 [1] a o Y]
Sexual dysfunction [} 0 ] o 0 1 {0.2) [} 1 Q o 0 "] Q [+] Q
Testicular atrophy [} 0 Q ] 0 1 {0.2) 1 [+ Q o 0 (1] ] ] 0
Testicular disorder 1 (0.2} 0 1 o 0 [+] ] [ o [ 9 0 Q [+] 0
Testicular pain 1 {0.2} 0 1 [¢] 0 o] ] [ ] o o o 0 [+] o]
Vaginal disordex 1] 0 0 4] 0 1 {0.2) a 1 L] o L] 0 a ] Q
Vaginal erythema 1 (0.2} 0 1 [} 0 [} 4] [ 0 [} Q 3 Q [+] 0
Vaginal swelling 1 {0.2} 0 1 o 0 0 ] ¢ ] ] 0 o 0 0 0
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 115 [(24.1) 7 34 2 2 118 (24.2) 80 ac 5 3 42 [15.5) 29 10 [+] 3
Acute respiratory failure [ 0 o o 0 0 ] c ] o 1 (0.4) o 0 o 1
Allergic sinusitis 1 {0.2) 1 9 [+] 0 1 {0.2) 1 [ 0 [} a 0 o ] 0
Asthma 6 {1.3) 2 4 [+] Q 4 {0.8) 1 3 ] [s] [s] Q a o Q
Atelectasis 2 (0.4} 2 Q 0 0 1 {0.2) ] 1 D] [+] Q 0 a [+] 9
Bronchial digorder [ 0 0 o 0 1 {0.2) 1 [ L] o o ¢ 0 0 ]
Bronchial hyperactivity ] 0 Q [+] 0 4] o [ ] L] 1 (¢.4) 1 o o L]
Brenchospasn 1 {0.2) 1 Q Q 1] 1 {0.2) 1 ¢ 0 ] 1 (¢.4) 0 1 Q Q
Chronie cbzatructive pulmonary disease [+ 0 o o 1] 2 {0.4) 1 [ 0 1 2 (¢.7) 0 1 [} 1
Cough 42 {8.8} 32 9 [+] 1 52 (10.7) 37 14 1 ] 14 (5.2) 11 3 Q Q
Dysphonia 4 {0.8) 4 0 [<] 0 3 {0.6) 3 (1] 0 (<] 1 (¢.4) 1 a ] 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severs occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which sevaerity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doee of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mederate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocole:A4001027, A4001028, A4001029. Date of Table Generation: 14NOV2006 (08:12)
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Incidence and Severity of Treatment-Emergent Adversge Evente (All Causalities}

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverme events maraviroc QD (n=477) maravires BID (n=487} Placebo (n=271}
Severity Grade+ Severity Grade+ Severity Grade*
N (%) 1 2 3 4 R £7] 1 2 E) 4 N (%} 1 2 3 4

System Organ Class and
MedDRA (v2.0} preferred term

Dyspnoea 14 (2.5} 8 4 1 1 12 {2.5) ] 2 z 0 [ {1.5) 2 2 Q o
Dyspnoea axacerbated [} 1} ] 0 1] 1 {0.2) o 1 o 0D i {0.4) Q o 0 1
Dyspnoesa exertional 3 (0.6} 2 1 ] a 2 {0.4) o 2 0 0 1 {0.4) ] 1 a [+]
Emphysema 1 {0.2} [} 1 Q 1} 2 {0.4) 1 [+] 1 0 4] Q Q Q [+]
Epistaxis 2 (0.4} 1 1 ] 0 3 {0.8) 3 0 0 0 2 {0.7) 2 a ] o
Haemoptysis [s] o o Q Q 2 {0.4) 2 [+] 1] 0 [+] 4] Q ] ]
Hiccups 3 (0.6} 2 1 Q a Q [¢] [+] 1} 0 3 {1.1) 2 1 Q [+]
Hypoxia 1 (0.2} 0 1 b o 0 o a 1] 0 [} ] 0 Q [+]
Lung digorder o 0 ] 0 0 1 {0.2) [} 0 1 0 [} o [1] 2 ]
Lung infiltration 2 (0.4} 1] 1 1 a 0 [+] a o 0 4] ] 0 Q [+]
Nagal congestion p¥] (2.5} 11 1 0 o 12 {2.5]) g 2 1 o 6 {2.2) 6 Q 2 o
Nasal dryness 0 1} o 0 ] 1 {0.2) 1 ] 1} 0 o o 0 0 o
Nagal septum deviation ] i} o] Q Q 1 {0.2) [+] 1 0 0 ] ] [i] Q ]
Hasal ulecer 1 (0.2} 1 Q Q Q 1 {0.2) 1 [+] 1] ] [+] (1] 0 Q ]
Paranasal ginue hypersecrstion 1 (0.2} ] 1 Q. 0 1 {0.2) 1 ] ] b [+] 0 0 0 [+]
Fharyngeal erythema 1 (0.2} o 1 Q a 1 {0.2) 1 [+] o ] 1 (0.4) 1 0 Q [s]
Pharyngeal ulceration [} o [} aQ Q b [+ 0 o 0 1 {0.4) 1 0 Q [+]
Fharyngolaryngeal pain 19 (a.0} 16 3 Q Q 13 (2.7) 12 1 o 0 7 {2.6) 7 0 Q o
Pharynx discomfort ] o [+] 0 1] 1 (0.2) 1 L] o ] o ] 0 0 [+]
Pleural effusion ] o [+ 0 0 b o -] [ Q 1 (0.4) 0 0 o 1
Fleurisy o 1} o 9 i} 1 {0.2) 1 1) Q ] o a 0 4] 4]
Pleuritic pain 2 (0.4} o 2 Q [+] Q [} 0 [+] aQ [ 0 (] 0 [}
Pneumonitis o o o ] 0 1 (0.2) [ ] 4] 1 [ o [t} o [+]
Pogtnasal drip 2 (0.4) 2 o] Q Q 3 (0.5) 3 1] ] 4] 1 (0.4) 1 0 [+] ]
Productive cough ] (1.3} 5 1 2 o L] (x.2) 3 3 o 0 [} 0 0 Q [+]
Fulmenary congestion a 1} o 9 0 1 (0.2) o 1 o b 4] o 1] Q o

* If tha same subject in a given treatment had more than ons occurrence in the same preferred term event category, only the most sevars occurrence ie taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported geverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MaedDRA {v$.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4G01027, A4001028, A4001029. Data of Table Generation: 14NOV2006 (08:12}
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Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities}

Phase 2h/3 Treatment Experienced Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=477) maraviroc BID {n=487) Placebo {n=271)
Severity Grade+ Severity Grade* Severity Grade*
i {%) 1 2 a 4 N (%) 1 2 3 4 N (%) 1 2 3 4

System Organ Class and
MedDRA (v9.0) preferred term

Pulmonary embolism Q [+] 0 (4] Q 1 (0.2} 0 o (1] 1 [1] 1] 1] [+] 1]
Pulmonary hypertension Q ] ] Q o 1 (0.2} 0 b3 [ a 0 o 0 o [
Rales Q [ o 1] o] 2 (0.4} 2 o 1] a 1 {0.4) 1 0 [4] (]
Respiratory disorder 2 (0.4) 1 1 ] o 1 (0.2) 0 1 0 Q 0 o b ] o
Respiratery distress Q [+] 1] [4] Q 1 {0.2) 1 1] (1] a 0 1] 0 [1] ]
Respiratory failure 2 (0.4) [} 1 o 1 o 0 o 0 '] 0 o o ] [}
Respiratory tract congestion 3 (0.6) 1 2 o 0 7 (1.4) 5 2 3 0 3 {1.1} 2 1 i} [}
Rhinitis allergic 4 (0.8) 3 1 Q L) 2 (0.4) 2 1] o i} 0 0 0 a a
Rhinitis seasonal 0 o [ ] [4] 1 (0.2) 1 1] [ o 0 0 0 L] [¢]
Rhinorrhcea 7 (1L.5) 7 [ 0 0 11 (z.3) 9 2 ¢ a 1] 0 0 0 4
Rhonehi o [+] [ Q ] 1 (0.2) 1 a o 1] Q [} 0 Q [¢]
Sinus congestion [ (1.3) & G 0 Q a {1.8) 7 1 ] ] 2 (0.7} 1 1 9 ]
Sleep apnoea syndrome 0 [+] [ L] [} 0 3 0 [ q 1 (0.4} 1 0 ¢ [}
Sneezing 2 (0.6) 3 ] Q 4] 2 (0.4) 1 1 o L] ] o 0 9 ]
Sputum digcoloured 0 ] [} 0 [+] 1 (0.2) 1 ] [} o 0 0 0 ] [}
Throat irritation ] [+] 4] Q Q 1 (0.2) Q 1 L1} a 1 {0.4} 1 0 0 (]
Throat tightness 0 0 [ o 0 1 (0.2} 1 o 1] a ] 0 0 ] °
Upper respiratory tract congestion i} 4] [ 0 o 1 (0.2) 1 o o a9 1] o 0 Q [
Vocal cord polyp 0 [} [ 0 1] 1 (0,2) [+ 1 [+ ] Q 0 0 0 [+
wWheezing 1 (D.2) b [} 0 0 3 (0.6) 2 1 [} ] a 0 0 L] [
SKIN AND SUBCUTANECUS TISSUE DISORDERS 115 {24.1) 72 33 9 1 137 {28.1) 92 37 7 1 5¢ {19.9) 37 15 2 [¢]
Acne 4 (0.8) 4 o ) L] 5 (1.0) 5 1] ] [s]
Actinic keratosis a o ] 0 0 1 (0.2) 1 o [+] o
Aleopecia 2 (0.4]) 1 Q 1 ] 8 (1.2) 5 1 o Q

* If the same subject in a given treatment had more than one occurrence in the same praferred term event category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any misging severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grada 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening,

MedDRA (v5.0) coding dicticnary applied.

PRIZER CONFIDENTIAL Ingludes Protocols:A4001027, A4001028, A4091029. Date of Table Generation: 14ROV2006 (08:12}
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Incidence and Severity of Treatment-Emergent Adverse Evente (All Causalities)

Phase 2b/3 Treatment Experienced Studies

Number of Subjects evaluable for adverse events maraviroe QD (n=477) maraviroc BID (n=487}

Severity Grade* Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 34 N (%) 1 2 3 4

Bystem Organ Class and
MedDRA (v9.0) preferred term

Blister 1 (0.2} 1 [+] Q o 1 (0.2] 1 o] [s] ] ¢ 0 a [+] [+]
Cold sweat 0 0 [} Q o] 1 {0.2) 1 Q o Q o Q 1] Q [+]
Comedone Q 1} ] 0 a 1 (0.2) o] 1 o Q [+] 1} 0 [+] [+]
Darmal cyst 4] 0 [+] Q o 1. (0.2} 1 o o bl [} 0 0 a [}
Dermatitis 3 {0.6} 2 1 L] 1} 4 (0.8) 4 [} o o 2 (0.7} 2z 0 Q [+]
Dermatitia acneiferm 0 0 [} Q Q 9 [+ L) o Q 1 (0.4} 1 0 a o
Dermatitis centact 2 (0.4} 2 [+] ] o] 1 {0.2) 1 o 0 ] [ -] i} L] o
Dexrmatitis exfoliative 0 o a Q Q 1 {0.2) 1 < 0 0 [+ Q 1] Q o
Drug eruption 2 {0.4} 0 1 1 0 2 {0.4) 1 1 [+] a [} 1] 0 Q [+]
Dry skin 7 (1.5} € 1 Q Q 9 {1.8) a8 1 1] 0 3 {1.1) 3 0 < o
Ecchymosis 0 0 ] Q 0 1 {0.2) 1 a o L] ¢ 4] 0 9 [+]
Eczema [s] 1} ] 0 Q 4 {0.8]) 4 Q ] Q 3 (1.1} 2 1 Q Q
Erythema 7 {1.5}) 7 Q Q a 8 (1.2) 5 1 o 0 2 Q.7 2 1] ] [+]
Exfoliative rash 2 {0.4} 2 [+] Q o ] ] [+] 0 ] 1 (G.4) 1 Q ] ]
Fat atrophy ] 1} [ 0 o 2 {0.4) 1 a 1 0 1 {0.4) 1 0 Q Q
Hand dermatitis 1 {0.2) 1 ] 0 i} 0 [+] Q ] Q 1 {0.4) 1 0 Q o
Heat rash 4] o 9 Q Q9 1 {0.2]) [+] 1 o Q [+] o 0 4] [+]
Hidradenitis Q Q o 0 o 0 [+] Q 1} 1] i {0.4) 1 Q Q Q
Hyperhidrosis 5 {1.0} a 2 0 o 3 {0.6) 2 1 1} ] 2 {0.1) 2 Q Q Q
Hyperkeratosis 1 (0.2} 0 1 o ] 2 {0.4) 1 1 o o [+] o [ ] [+]
Hypertrichosis 1 (0.2} 1 ] ] a 0 [+] ] o ] o ] a b] 0
Hypoaassthesia facial 1 (0.2} 1 o 0 ] 0 ] 0 0 0 1 {0.4) 1 1] 0 o
Ingrowing nail 0 0 o 0 0 1 {0.2) [} 1 o 0 [+] Q 0 Q [}
Lichen planus 1 (0.2} i} 1 0 a 0 o L] 1] o o a9 [ 0 o
Lipoatrophy 3 (0.6} 2 ] 0 1 1 [@.2} 1 ] 0 0 0 0 a L] ]
Lipodystrophy acquired 3 {0.6} 2 1 0 1] 4 {0.8) 2 2 0 0 i {0.4) [4] 1 0 4]

* If the same subject in a2 giwven treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
exparienced another ccourrence of the sams event in a given treatment for which severity was recorded.

Tn this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Tneludes data up o 7 days after last dose of study drug.

ACTG gradee estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grada 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) ceding dictionary applied.

PFIZER COHNFIDENTIAL Includes Protocols:h4001027, A4001028, AR4001029, Date of Table Generation: 14NOV2006 (08:12)
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Incidence and Severity of Treatment-Emergent Adverse Events {All Caumalities)

Phase 2b/3 Treatment Exparienced Studies

Number of Subjects evaluable for adverse events maraviroc 90 (n=477) maravirec BID (n=487) Placebo {n=271)
Severity Grade+ Severity Grade* Severity Gradet*
N {%) 1 2 3 4 L} (%} 1 2 3 1 N (%) 1 2 3 4

Syatem Organ Class and
MedDRA (v9.0) preferred term

Lipohypertrophy 4 {0.8) 2 1 1 [} 6 (1.2} 5 1 0 0 o [ [ [} 0
NHail discolcuration 0 0 ] 0 [ 1 (¢.2) 1 o 0 o 1 (0.4) ] 1 L] 0
Hail disoxder 1 {0.2) 0 1 0 ¢ 1 (e.2) 1 [+] 0 o 1 (0.4) 1 4] o 0
Night sweats is {3.1) 12 2 1 [+] 17 (3.5) 14 2 1 0 7 {2.6) -3 1 1 0
onycholysis 1 {0.2) Q 1 0 [} ’] 0 [} 1] o 0 [} G [/} 0
Photorengitivity reaction [+] 0 ] o [ 1 (e.2) 1 o 0 o [ [ Q L] ]
Prurigo 1 {0.2) 1 0 i} o 1] Q 4] 0 [} 1] o 0 o 0
Pruritus iz {2.5) 3 2 1 o 1& (3.3} 12 3 1 0 7 {2.86) 5 2 4] o
Pruritus generalised 3 {¢.6) 2 1 ] [+] Q i) [+] 0 o 0 [ o 0 ]
Proriagis 2 {0.4) 1 1 1} [+] 1 (6.2} Q 1 0 [} 2 {0.7) [+] 2 o 0
Purpura 1 {0.2) 0 1 o ] o 0 [+] 0 o [’} [ Q 0 0
Rash 31 {6.5) 18 11 2 o] 40 (8.2} 26 11 2 1 14 {8.2) 12 2 Q L]
Rach erythematous 3 {0.6) 2 1 0 [+] z (0.4} 1 1 0 1} 1 {0.4) 1 1] Q 1]
Rash generalised 2 {0.4) 1 0 1 o 3 (1.2} 2 3 1 1} 1] [ o i) 0
Rash macular Q Q 0 [} [+] 1 (c.2} 1 (] 0 [} 1 {0.4) [¢] 1 4] 0
Rash maculo-papular 2 {0.4) a 2 [} [+] z (0.4} 1 1 0 0 1 (0.4) 1 ] /] 0
Rash papular & {1.3) [ b o o 6 (1.2} 5 1 0 o 2 {0.7] 2 a o 0
Rash pruritie 3 {0.8) 1 2 0 [+] L (0.8) 1 k] 0 1} 1 {0.4) 1 [+] (1] Q
Rosacea Q [1] 0 0 [+] a L] ] 0 [} 2 {0.7) [+] 2 1] 0
Scar o 1] 0 Q [+] 1 (0.2} 1 ] 0 o 0 [+] o] L] 0
Seborrhoeic dermatitis 5 {1.0) a 2 0 Q a (0.6} 2 1 [1] 1] 1 {0.4) 1 [+] V] 0
Skin discoleuration Q [ 0 [} [+] 1 (0.2} 1 [s] 0 [} 0 [¢] Q 1] 0
Skin exfoliation o [ 0 Q o 1 (¢.2) 1 o 0 1] 0 ¢ a o 0
Skin hyperpigmentation 2 {0.4) 2 0 o [+] 1] Q [+] 0 1} 0 ] [4] o 0
Skin irritation [4] 0 ] o [+] 1 (0.2} b o 1 =} 0 [ Q 0 0
Skin lesien 4 {0.8) 4 0 Q [+] & (1.2} 3 3 [} o] 4 {1.5) 4 [+] Q 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment For which severity was recorded.

In this case, the reported severity is sunmarized. Miesing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictlonary applied.

PFIZER CONFIDENTIAL Includes Protecols:A4001CG27, A4001028, A4001023. Date of Table Generation: 14NOV2Z006 (08:12)
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Incidence and Severity of Treatment-Emergent Adverse Events (hAll Causalities)

Phase 2Zb/3 Tresatment Experienced Studies

Number of Subjects evaluable for adverse svents maraviroc QD {n=477) maraviroc BID (n=487) Placebo (n=271)

Severity Grade* Severity Grada*

N [4 3] 1 2 3 4 N (%) 1 2 3 4 w {%) 1 2z 3 4
System Organ Class and
MedDRA {v9.0) preferred term
skin ncdule 2 (D.4) 1 1 o Q [+] Q 1] 1] 0 2 {0.7} 1 1 ] [4]
Skin odour abnormal 0 0 0 o o [+ o 0 o [} 1 {0.4} 1 o [ o
gkin reaction 2 {0.4) 0 1 1 0 2 (0.4) 1 1 Q [ 1 (0.4) 1 i} o 0
skin swelling 1 {0.2) 1 0 [} 0 [} i} [i] 0 [} q 0 '] [ 1]
Stasis dermatitis 0 0 L] [+] a 1 (0.2} 1 0 a 0 0 1} ] 1] ]
Subcutaneous nodule 1 (0.2) 1 o [+] a 3 (0.5} 3 L] o o -3 {0.7) 1 i [ o
Swelling face 0 ] Q [+] L] 1 (0.2} 1 Q [} Q 2 {0.7) 0 3 (1] 1]
Telangiectasia 1 {0.2) 1 0 [} ] [} 1] 1] 1] 0 1] 0 1] o a
Urticaria 3 (0.6) 2 1 [+] 0 1 (0.2} 1 0 ] ¢ 2z (0.7} 0 1 1 [+]
Xeroderma 1 (0.2) 1 0 [} 0 [ 0 0 ] 0 a 0 o [} ]
SOCIAL CIRCUMSTANCES 1 (0.2} il 9 1 Q 1 (0.2} 1 0 Q 0 1 {0.4) 1 Q ¢ o
Drug abuser 1 (0.2 0 o 1 0 [+ 0 0 (] 0 0 o o ]
Exposure to communicable disease 0 0 0 [} 9 [} 0 0 ] 0 1 {0.4) 1 0 [} 1]
Stress at work 0 ] 1 (0.2) 1 0 1] [ ] 13 0
SURGICAL AND MEDICAL PROCEDURES 11 (2.3) 8 2 1 0 2 (1.8} 4 2 2 1 3 {1.1} 1 1 1 4]
Abscess drainage [t} I} o [+] Q 1 (0.2} 1 0 a [ Q 0 o 4] ]
Ancrectal cperation 1 {0.2) 1 1] o 9 ] o 0 1] [ i} 0 0 ] a
Arterial bypass operation 0 ] ] [+] 0 1 (0.2) <] 0 a 1 ] [ o [ 0
Cataract operation 0 0 0 o b o a 0 ) 3 1 {0.4} 0 1} 1 0
Central nervous system stimulation 1 {0.2) 1 o ] Q [ 0 0 ] 1] 0 0 o [ o
Endodontic procedure 0 0 [ [} 0 [+] [ 0 a a 1 {0.4} 1 4] o Q
Foot operation 0 0 [+] [¢] ] 1 (0.2) 4] 1 1] 0 a ] 1} (] 1]

* If the sama subject in a given treatment had more than one occurrence in the same preferred term event category, only the most savere occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which meverity was recorded.

In this case, the reported severity is summarized. Miesing baseline saverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 2 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028, A4001025. Date of Table Generation: 14NOV2006 (08:12)
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Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities}

phase 2b/3 Treatment Experienced Studias

Number of Subjects evaluable for adverse events maraviroc QD (n=477) maraviroc BID {n=487) Placebo (n=271)
Severity Grade* Severity Grade#* Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 12} {%) 1 2 3 4

8ystem Organ Clase and
MedDRA {v9.0) preferred tern

Hip surgery a o ] [} Q 1 (0.2} ] 0 1 1] o 1] 0 [} o
Limb ocperation 0 0 0 [} a 1 (0.2) 0 0 1 a 0 0 0 1} ]
Kasgal sinus drainage 1 (0.2) Q 1 [ L) [ a 0 a 0 o 0 [} o o
Rectal lesion excision 0 0 o [+ Q 1 (0.2} ] 1 0 0 0 [’} o [ o
Sinus cperation 5 {1.0) 5 1] ] 0 1 (0.2) 1 0 0 1] i} 0 1) ] o
Skin neoplasm excision a Q o 4] Q 1 (0.2) 1 0 1] 1] 1] 0 o 0 Q
Stent placement 0 Q ] [} Q [} 0 0 a Q 1 {0.4) 0 1 o ]
Suture ingertion 1 {0.2) Q 1 [ 0 [ o 0 9 0 0 0 [+] [} ]
Toe oparation 1 (0.2) Q Q 1 Q =] 1} 0 o 0 1} 0 [} (] 4]
Tooth extraction 0 0 [} 4 Q 1 (0.2} 1 1] a 0 0 0 "] [ o
Wart excision 1 (0.2) 1 o [ Q [+] 0 ] o 0 0 0 0 [ ]
VASCULAR DISCRDERS 23 (4.8) 13 8 2 Q 31 (5.4} 17 10 3 1 9 {3.3) 4 3 1 1
Aortic arterioscleroris 0 Q o [ 0 ] 0 [ q 0 1 {0.4]) 0 o 1 ]
Arterial oecclusive disease 0 0 [+] ] Q 1 (0.2) [1] 1] 1 0 a 0 0 ] a
Circulatory collapse 1 (0.2) 1 4] ] 0 o [} 0 o 0 0 0 1} [ Q0
Flushing 2 {D.4) 2 4] o Q 3 (0.6} 3 ] a a ] 0 [v] ] Q
Baematoma 1 (0.2) 1 o [ 0 2 (0.4) 1 I q 1 1] 0 o o 1]
Hot flush 1 (0.2) 1 0 [v] Q & (1.0} 4 1 1} 0 1 {0.4) 1 [} 1] 4]
Hypertension a (1.7) 3 5 [+ a 13 (2.7} 7 [ a [1] 4 {1.5) 1 3 [} ]
Hypotension S {1.0) 2 1 2 0 1 (0.2} Q 1 Q [ 1 {0.4} 0 o 1] 1
Iliac artery stenosie a ] 9 [ 0 [ o 0 a a 1 {0.4}) 0 o 1 0
Intermitibent elaudication 1 (0.2 1 0 [} bl ¢ 0 0 o Q o] 0 o o a
Orthostatic hypotension 2 {0.4) 0 2 [} a 2 (0.4} 0 1 1 (1] 1 (0.4) 1 o [} [}
Pallor ] ] [+] [+] 0 o o 0 Q Q 1 {0.4}) 1 [} o ]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is takan.
Subjects are counted only once per treatment in each row. For the TESS algerithm any misaing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported sevarity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MadDRA (v9.0) coding dictienary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, A4001029%. Data of Table Generation: 14NOV2006 {08:12)
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Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 2b/3 Treatment Experienced Studies

maraviroec QD {n=477} maraviroc BID (n=487) Placebo (n=271}

Severity Grade*

N (%) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4
System Organ Class and
MedDRA {v9.0) preferred term
Peripheral embolism 3 1] 0 [} 0 1 {0.2) a [} 1 [} 0 (1] 0 [} L]
Phlebitis 0 0 ] [+] ] 1 {0.2) 1 [+] 0 Q 0 ] 1} Q Q
Raynaud’s phenomencn 1] 0 Q [+] 0 1 {0.2) 1 ] 0 o [s] 0 a o] 4]
Thrombophlebitis Q 0 Q [+] Q o] Q ] 0 [+] 1 (0.4) 1 [} [+] [s]
Varicose vein 1 (0.2} 1 Q o 0 1 {0.2) ] 1 9 ] 9 0 s} o Q
Vagculitie 1 (0.2} 1 o] [+] 0 o] [+] (] 0 ] 1] '] [+] [+] Q
Venous thrombosis 4] 0 ] [¢] 0 1 (0.2) 1 [ Q [+] 0 0 Q [ 0
Total preferred term events 2346 1457 6846 141 62 2407 1452 715 160 80 1130 638 372 83 37

* If the Bame subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once par treatment in each row. For the TESS algerithm any missing severities have besn imputed as grade 4 unless the subjact
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing bapeline geverities are imputed as grade 1.

Includes data up to 7 days after last dope of study drug.

ACTG grades estimate severity as : Grade 1 = Milg, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENRTIAL Includes Protccols:in4001027, A4001028, A4001029. Date of Table Generatjon: 14NoOV2006 (08:1%)



Table 3.4.3.1 Page 1 of 1
Maraviroc Summary of Clinical Safety

Treatment-Emergent Adverse Events (All Causalities)

Phage 3 Treabtment Experienced CCRE Tropic Studies

maraviroc QD maraviroc BID Placebo

Number (%) of subjects:

Subjects evaluable For adverse events 414 426 209

Rumbar of adverse evaents 2080 2160 884

Subjects with adverse events 368 (828.4) sl (89.9) 175 {83.7)
Subjects with serious adverse events 58 {14.0) . 67 (15.7) 34 {16.3)
Bubjects with grade 3 adverse events 77 {18.8) 92 (21.6) 43 {20.6)
Subjects with grade 4 adverse events 33 (8.0]) 42 (2.9} 13 (6.2}
Subjects discontinued due to adverse events 20 (4.8) 17 (4.0} 8 (3.8}
Subjects with dose reduced or temporary discontinuation due to adverse events 20 (4.8) 28 (&.6) 13 (6.2)

Includes data up to 7 days after last dose of study drug.

Bxcept for the Humber of Adverse Events subjects are counted only once per treatment in each row.

Serious Adverse Events - according to the investigator’s aseesement.

For the grade 3/grade 4 rows, if the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the wmost
severe (grade 4) occurrence is taken. If the same gubject had two different preferred term events, one classified as grade 3, one ag grade 4, they will be
present in both rows.

ACTG grades estimate peverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dicticnary applied.

PFIZER CONFIDENIIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O01HOV2006 {01:15}
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Maraviroc Summary of Clinical Safety

Treatment-Emergent Adverse Events by System Organ Class (All Causalities)

Phase 3 Treatment Experienced CCRS Tropi¢ Studies

maraviroc QD maraviroc BID Placabo
n (%) n (%) n (%}
Kumber (%) of Subjects:
Evaluable for adverse events 414 426 209
With adverse events 366 (88.4} 383 (82.9) 1715 {83.7)
Discontinued due to adverse events 29 (4.8) 17 (4.0) ] (3.8}

Humber {%) of Subjects with Rdverse Events by System Organ Class:

Being queried 1 (0.2} 0 ]

Blood and lymphatic system discrdere . 22 (5.3} 3 (7.3) is (8.6}
Cardiac disorders 12 (2.9} a {1.9) 3 (1.4}
Bar and labyrinth disordera 13 (3.1) 17 (4,0) 8 (3.8}
Endocrine discrders 8 (1.9} 5 (1.2) 2 (1.0}
Eye disorders 34 (8.2} 42 (9.9) 18 (7.7
Gastrointestinal disorders 199 {48.1} 208 (48.8) 106  {50.7})
General disorders and administraticn sita

conditions 137 (33.1) 157 {36.9) 79  {37.8)
Hepatobiliary disorders 2 (2.2} 17 {4.0) 7 (3.3}
Immune system disorders 14 (3.4) -] (2.1) 7 (3.3)
Infections and infestations 198 {47.8) 214 (50.2) 80 {38.3)
Injury, peisoning and procedural complications 34 (8.2} 32 {7.5) 12 (5.7}
Investigations 74 {17.9} 85 (20.0) 26 {12.4)
Metabelism and nutrition disorders 47 {11.4} 51 {(12.0) 24 {11.5}
Musculoskeletal and connective tissue disorders 93  (22.5) 82 (12.2) 38 {18.2)
Neoplasms benign, malignant and unspecified

{incl cysts and polyps) . 26 (6.3} 20 (4.7) 14 (6.7}
Nerveus system discrders 136 (32.8} 135 (31.7) 83 (30.1)

Pregnancy, puerperium and perinatal conditions
Paychiatric disorders

Renal and urinary discrders

Repreductive system and breast disocrders
Respiratory, thoracic and mediastinal digorders
Skin and subcutanecus tissue disorders
Sccial circumstances

Surgical and medical procedures

Vascular disorders

subjects are only counted once per treatment for each row.

Includes data up to 7 days after last dese of study drug.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: OINOV2006 (01:22)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Bvents (All Causalities)

Phase 3 Treatment Experienced CCR5 Tropic Studies

N %) 1 2 3 4 N (%) 1 2 3 4 N (%) 1 z 3 4

System Organ Class and

MadDRA {v9.0) preferred term

BEING QUERIED 1 {0.2) 0 o] 1 1] [+] [1] 1] Q o] 4] 0 a [+} 0
WORSENING OF CANDIDIASIS 1 {0.2) [1] o 1 [+] Q 1] 0 [} ] ]

BLOOD AND LYMPEARTIC SYSTEM DISORDERS 22 (5.3} 12 5 2 3 a1 {7.3) L 2 a8 5 18 (8.6} 6 7 4 1
Anaemia 3 (2.2} 4 2 1 2 12 {2.8) 3 6 2 1 L (2.9) 3 a [+] ]
Bone marrow failure 1 (0.2 0 1 [+ L] ) 0 0 0 [} a 0 0 ] Q
Coagulcpathy 1 {0.2) 1 Q o ) o o o 0 G o 0 [} o Q
Febrile neutropenia (1] 0 0 [+ 0 1 (0.2} o 1 o [} 1 (0.5) 0 ] [+ 1
Haemoglobinaemia [1} 0 9 [+] 0 [+] 1] 0 Q [ 1 (0.5) 1 o [ Q
Baemolytic anaemia 13 0 1] [} 0 1 (0.2) [ [ [+ 1 Q@ [1] o [+ Q
Iren deficiency anaemia [ 0 ] o ] 1 (0.2) 1 1] L] [ Q 0 1] [+] ]
Leukopenia [ 0 Q [+] [1] 1 {0.2) Q 1 Q (] 2 (1.0) [1] 2 (] 4]
Lymph node pain 1 {0.2) 1 ) o 0 1 (0.2) 1 0 0 6 o 0 0 [ [}
Lymphadenopathy 7 (1.7} 5 2 [} [1] 8 (1.5} 5 3 [} [} ] (2.3} 3 2 1 ]
Neutropenia 3 {0.7) 1 4] 1 1 a {1.9) [ 0 5 3 4 (1.9) [1] 1 3 [+]
Pancytopenia 1 {D.2) 0 1 [] 0 2 (0.5} ] 0 z G a 0 o [ 0
Splencmegaly 1] 0 Q [+] 0 1 (0.2} o 0 0 1 1 (0.5} 0 o 1 ]
Thrombocytopenia 0 0 ] o a o o ] 0 ] 1 (0.5) 0 [} 1 Q

CARDIAC DISORDERS 12 (2.9) 6 1 3 2 8 (1.9} 2 3 2 1 3 (1.4) 1] 1 2 1]
Acute myocardial infarctien 1 (0.2) 0 ] 1 0 o Q 0 0 [} aQ
Angina pectoris 2 (0.5) 2 0 ] 0 1 (0.2) o 0 1 ] a 0 0 [+ 0

* If the same subject in a gilven treatment had more than cne occurrence in the same preferred term event calegory, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algerithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the sawme event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severitiea are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:31)



Table 3.4.3.3 Page 2 of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events {All Causalities)

Phase 3 Treatmant Experienced CCRS Tropic Studies

Number of Subjects evaluable for adverse events maraviroc QD (n=414) maraviroc BID (n=126) Placebe (n=20%)
Severity Grade* Severity Grade*
N {%) 1 2 E 4 R {%) 1 2 3 4 by [&1] 1 2 3 4

System Organ Class and
MadDRA (v9.0) preferred term
Angina unstable 1 {0.2) 0 9 1 ] 1 {0.2) 1 o 0 0 0 ¢ a V] 0
Aortic valve disease [+] 0 Q ] [ 0 L] [+] 0 o 1 (0.5) [ ] 3 0
Arrhythmia [+] 0 Q Q ¢ 1 {0.2} 0 ] 1] 1 D] ¢ a o ]
Atrioventricular block first degree 1 {0.2) 1 b 0 1] 3 {0.2) 1 [+] 0 o b [ a 0 ]
Bradycardia o] 0 0 1] ¢ 2 {0.5) Q 2 0 0 0 Q o [+] L]
Cardiac fallure acute 1 {0.2) [t} k] 1] 1 [ 0 [ 0 ] 0 o 0 0 9
Corcnary artery disease 2 {0.5) 0 1 i [ Q o [+ 1] ] Q [ a o 0
Corenary artery occlusion 2 {0.5) o 1 i [} o Q [+ 0 o bl [} 0 o o
Mycocardial infarction 1 {0.2) 0 o ] 1 0 0 [+] 1} o L] [ q Q 9
Myocardial ischaemia [+] 0 Q [ [ 2 {0.5] 1 [ 1 ] 0 [ ] L] ]
Palpitations 1 {0.2) 1 ] 1] o 1 {0.2) 1 [} 0 ] 1 {0.5) [} 1 [} 0
Prinzmetal angina ] 1] 0 o ¢ 1 {0.2) Q 1 0 [} 0 4] aQ Q 0
Sinue pradycardia 1 {0,2) 1 ] ] (1] o ] [ (] s} L] ¢ a o L]
Supraventricular tachyarrhythmia o 0 Q o ] o 0 [ 0 1} 1 {0.5) ¢ a 1 9
Tachycardia 1 {0.2}) 1 0 [} 13 2 {0.5) 1 1 0 ] 0 [} Q [+] b

EAR AND LABYRINTH DISCRDERS 13 {3.1) 10 2 1 Q 17 {4.0) 10 6 1 Q a (3.8) 3 4 o 1
Cerumen impaction o 0 Q o 0 2 {0.5) 1 1 0 [} 0 ¢ aQ ) 0
Deafness 1 {0.2) 1 0 o 1] 0 9 ] 0 *] 1 (0.5) [+ o ] 1
Ear congestion [+] 0 Q Q [ 2 {0.5) 1 1 0 Q 1 {0.5) [ 1 4] L]
Ear discomfort [+] 0 Q ] o 2 {0.5) 1 1 0 1} 0 ] aq Q 0
Ear disorder [+] 0 a ] [ 0 ] [ 0 0 1 (0.5) [ 1 o 0
Ear hasmorrhage o 1] Q o 1] i {0.2) 1 o 0 0 9 o a o Q
Ear pain 2 {0.5) 1 1 ] [ 2 {0.5) 2 [ 0 o b [1] 4] [+] Q
Hyperacusisg 1 {0.2) 1 2 o Q o L [} 0 [} 0 [} 0 [} bl

]
1
3
¢
'
'
i
]

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algerithm any miseing severities have been imputed as grade 4 unless the subject
experiencad another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is pummarized. Misging baseline severities are imputed as grade 1.

Includes data up to 7 days after last dese of study drug.

ACTG grades estimate severity as : Grade ] = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocole:R4001027, A4C01028. Date of Table Generation: 03HOV2006 (08:31)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverge Events (All Causalities)

Phasae 3 Treatmant Expariencad CCRS Tropic Studies

Kumber of Subjects evaluable for adverse events maraviroc QD (n=414) maraviroc BID [(n=426) Placebo (n=209)

N (%) 1 2 3 4 N () 1 2 3 4 N i%) 1 2 a 4

System Organ Class and

MedDRA (v5.0) preferred term

tiotion sickness 0 [+] [ ] [4] 1 (0.2) 0 1 0 a 0 0 ()] ] 1]
Otorrhoea 1 (0.2) 1 o 1] Q 1 (0.2} 1 L] Q a 0 o 0 Q ]
Tinnitus 2 (0.5) 2 ] 0 Q 2 (0.5) 1 1 ] 1] 2 (1.0} 1} 2 o o
Tympanic membrane hyperaemia Q [+ [ o [+] 1 (0.2} 1 o [} 0 0 ] 0 o [}
Vertigo € (1.4) 4 1 1 o 4 (0.9) 2 1 1 i} a3 (1.4} 3 0 [+] ]
Vertigo positional o o o ] Q 1 (0.2) 1 0 [ a [i] 1] 0 4] o
ENDOCRINE DISORDERS 8 (1.39]) 4 4 a o 5 (1.2) 2 a [} Q 2 {1.0} [} 2 Q [
Adrenal insufficiency 1 (0.2) 0 1 o 0 o 0 0 [ 9 0 I’ 0 a [
Adrenal mass 1 (0.2) kS ] 0 o o 9 o [ a 1] 1] 0 0 [}
Basedow’'s diseasa 1 (0.2) 1 [ ] 0 ] 0 1] [ a 0 o 0 a [
Hyperparathyroidism o o [+ o Q aQ [ 0 ] a 1 (0.5} o 1 0 [+
Hypogonadism 2 (0.5) 1 1 o 1] 4 (0.9) 2 2 [} a9 1] 1] 0 ] [}
Hypothyroidism k] (0.7) 1 2 0 o 1 (0.2]) [ 1 [+] [+] 1 (0.5} 1} 1 [+] [+]
EYE DISORDERS 34 (8.2) 24 a 1 1 42 (9.9]) 20 10 1 1 e (7.7) 11 5 0 [+
Amblyopia o o [ o 1] 1 (0.2) 1 a o 0 [} 0 0 Q [+
Blepharitis 1 (0.2} 1 [+] [s] o 0 [+] Q Q Q 2 (1.0} 1 1 Q [+]
Blindness unilateral a 0 ] L] ] 1 (0.2) [ ] [+] 1 a 0 0 0 ]
Cataract 1 {(0.2) 1 o Q9 0 1 (0.2) 1 a o [+ o 0 0 0 o
Chalazion aq o Q Q Q Q Q o 4] 4] 1 (0.5} 1 0 [+] [¢]
Conjunctival irritation 1 (0.2) 1 [} 0 0 ] [} a [} 0 1} [i] 0 ] [+]
Conjunctivitie 5 (1.2} 3 2 0 1] 8 {(x.9) [ z [+] ] 3 (1.4) 1 2 0 [+]
Conjunctivitis allergic [} 0 ] [+] [} 1 (0.2) 1 o ] 1] ] 1] 0 [4] [+]

* If the same subject in a giwven treatwent had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed ao grade 4 unless the subject
exparienced another cccourrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA [v%.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03HOV2006 (08:31}




Table 3.4.3.3 Page 4 of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhage 3 Treatment Experiencad CCRS Tropic Studies

Number of Subjects evaluable for adverse events maraviroc QD {n=414) maraviroc BID [(n=426) Placebo (n=209)

] (x) 1 2 3 9 H (%) 1 2 3 4 N (%) 1 2 3 4

Syatem Organ CTlasa and
MedDRA {v%.0) preferred term

Dacryvadenitis acquired 1 (0.2) 1 [+ 0 o Q [} 0 [} ] a 0 1] o [}
Dacryostenceis acquired o o o L] 0 9 o o o 9 1 (0.5} 1 0 o o
Dipleopia i} 1} [+] [s] Q 2 (0.5] 1 0 1 aQ 1 {0.5} 1] 1 0 o
Dry aye Q [} o] Q Q 7 {(1.8) 3 4 [+] ] 1 (0.5} 1 0 [+] (]
Erythema of eyelid 1 (0.2) 1 o ] 0 0 [ i} ¢ a 1] 4] 0 ] o
Exophthalmos 1 (0.2) o [+ 1 o L] ] 1} ] Q 0 [} 0 ) o
Eye allergy o o [ 0 0 1 (0.2) [ 1 ] ] 0 o 0 ] 4
Eye discharge i} 1] o o o Q c 1] ] a 1 {0.5} 1 0 0 [
Eye disorder 1 (0.2) 1 o [+] Le) 9 o o ) Q 1] o 0 a ¢
Eye irritatien 2 (0.5) 2 Q Q a 5 (1.2) 5 1] ] Q 0 [} 0 [+] [+
Eye cedema 1 (0.2} 1 [+] [+] Q 4] ] 0 [+] 4] a 0 0 [+] [s]
Eye pain 1 (0.2) 1} 1 Q Q 3 (0.7} 3 0 [¢] 4] Q ] 0 Q [+]
Eye pruritus 1] 1] o 4] [i] 1 (0.2) 1 "] [+] a 1} o 0 ] <)
Eyelid disorder o o [+] ] L] 1 (0.2) 1 1] [+] [1] Q o 0 [ [}
Eyelid oadema 2 (0.5) 2 o] Q L] Q o 1} o ] 0 [} 0 ] ]
Eyelid ptosis i} o [ 0 o 1 (0.2) 1 o ] ] 1] o o 0 [
Glaucoma 1 (0.2} 0 1 o 0 o] [+] ] [+] 0 (1] 0 0 0 [+]
Halo vision 9 0 [+] Q ] 0 [+ ] [} a 1 (0.5} 1 1] 0 o
Keratoconjunctivitis sicca a ] Q Q [} 1 (0.2) 1 o [+] Q 1] 0 0 4] [+]
Lacrimation increased 2 (0.5} 2 [] 0 o 0 [ ] 0 0 [ o 0 0 [+]
Ocular hyperaemia 3 (0.7} z 1 9 a 1 (0.2) 1 I\ o ] 1 {0.5) 0 1 0 o
Ceular icterus 2 {0.5} 2 o Q 1} 2 (0.5) 1 1 Q [+] ¢ Q 1] Q [+]
Photophobia 1 {0.2} 1 [+] Q o Q [¢] o] [+] ] ] 1] 0 0 o]
Presbyopia 0 o o 0 i} 1 {(0.2) 1 Q [+ 9 ] [} 0 ] o
Punctate keratitis o o [] Q 0 1 (0.2) 1 ] 4] ] 4] o 0 L] []
Retinal tear 1 (0.2} [} 1 Q Q Q o o [s] Q ] 1} 0 ] [+]

* If the same subject in a given treatment had more than one occurrence in the same praferred term event category, eonly the most sevara occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the game event in a given treatment for which severity was recorded.

In thig ecage, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDERTIAL Includes Protocole:A4001027, A4001028. Date of Tabla Gensration: 03NOV2006 (08:31)
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Maraviroc Summary of Clinical Safaty

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCREF Treopic Studies

Number of Subjects evaluable for adverse avents maravires QD {(n=4l4) maraviroc BID (n=426)

Severity Grade* Severity Grade* Severity Gradet
N (%} 1 2 3 4 N (%) 1 2 3 4 N (%) 1 2 3 4
8ystem Organ Class and
MedDRA {v9.0¢) preferred term

Scleritis 1 (0.2) 1 Q [+] 9 [+] o 0 [1] [ Q 0 1} ] 4]
Strabismus ] 0 0 [ 0 1 (0.2} 1 0 o 0 0 [ o [ Q
Vision blurred 6 (1.4) 5 1 [¢] ] 4 {0.4) 4 0 4] [] 4 (1.9} 4 0 ] Q
Visual acuity reduced 2 (0.5) 1 1 [ 0 1 (0.2} Q ] 1 0 1 {0.5] 1 o [ 1]
Visual disturbance S (1.2) 3 1 o 1 1 (0.2) 1} 1 a 1] 1 {0.5) 1 o o ]
Vitreous floaters 2 {0.5) 2 o [ L] 2 (0.5) 1 1 ] 0 i] [} o 1] 1]
vitritia 0 2 Q [+] ] 1 (0.2} o 1 1] Q Q 0 L1} ¢ [+]
Xerophthalmia a 0 o ] a L (0.2) 1 1] ] [ li] 0 1] [+ a
GASTROINTESTINAL DISCRDERS 159 {48.1) 109 TF 10 3 208 {48.8) 113 73 i2 3 106 (50.7) 52 46 7 1
Abdonminal discomfort 1 0.2) 1 ) [ ] 5 (1.2} 3 2 9 0 2 {1.00 0 1 1 ]
Abdominal distensicn 14 {3.4) 10 3 1 Q 10 (2.3} 9 1 aQ Q & {2.9) 3 3 o 4]
Abdominal pain 18 {4.3) 8 9 1 a 1% (4.5) 11 3 2 Q 7 (3.3} 2 3 2 ]
Abdominal pain lower 3 {0.7) 3 9 ] Q9 2 (0.5} 2 0 ] 1] 1 (0.5} 1 o [ a
Abdeminal pain upper 20 (4.8) 14 5 1 a 14 (3.3) 8 4 1 1 7 (3.3} 6 1 o 0
Abdominal rigidity 0 0 ] [} 0 [} ] 0 L] 3 1 {0.5) 0 "] 1 0
Abdominal tenderness 2 {D.5) 2 0 4] 0 1 0.2) ] 1 0 [ 2 (1.0} 2 0 [+) ]
Abnormal faeces 0 0 a o L] 2 (0.5} 2 0 Q [ ] 0 1] [} ]
Anal fistula 1 {0.2) 0 1 [+] 0 [+] a 0 o [ 0 0 0 [ o
Anal inflammation 0 1] [+] [+] 1] ¢ o] 0 Q (] 1 (0.5} 0 1 [+] Q
Anal ulcer 1 (0.2) 1 o [ ] ] ] 0 ] "] 1 (0.5} 1 o [ ]
Ancgenital dysplasia 1 {0.2) 0 1 [+ 0 o ] 0 9 1] 1 {0.5) 0 1 [} ]
Aphthous stomatitis 7 (1.7) 5 2 [+] 0 5 (1.2} 4 1 [+] Q 1 (0.5) 1 o [} [}
Ascites 0 ] Q o] 0 1 (0.2} 1] 0 [+] 1 1} 0 [} (] [+]
Bowel sounds abnormal 0 0 [+] [+] Q 1 (0.2} 1 0 4] Q a 0 o [] [+]

* If the same subject in a giwven treatment had more than one coccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per trsatment in ¢ach row. For the TESS algerithm any missing severxities have been imputed as grade 4 unless the subject
experienced anothex occurrence of the same event in a given treatment for which severity was recorded.

In thie case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug. .

ACTG grades estimate severity as : Grade 1 = Mild, Grades 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v2.0) coding dictiopary applied.

PFIZER CONFIDENTIAL Includer Protocols:A4001027, A4001028. Date of Table Generation: O03NOV2006 (08:31)
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Maraviroc Summary of Clinical Safaety ’

Incidence and Severity of Treatment-Emergent Adverge Events (All Causalities}

Phase 3 Traatment Experienced CCRS Tropic Studies

maraviroec QD (n=414) maraviroe BID {n=4236} Piacebo (n=20%)

Severity Grade* Severity Grade* Severity Grade*
N {%) 1 2 3 1 N €3] 1 2 2 4 ] {%} 1 2 3 4

System Organ Clase and
MedDRA (v2.0) preferred term

Chapped lips [} 0 0 0 0 1 (0.2} 1 [} 0 0 0 0 [+ 0 [}
Cheilitis 2 {0.5) 2 Q 0 0 0 o Q o 0 1 {0.5) 1 [+] 0 Q
Celitis a 0 0 0 Q 1 (0.2} 1 ] 0 0 0 ] [+] 0 1]
Constipatien 19 i1.6) 12 5 1 Q 23 (5.4} 17 5 1 0 6 {2.9) 4 2 0 o
Diarrhoea 94 (22.7) 52 as 3 1 89  (20.9} 1 a1 2z 0 45 (21.5) 26 is 0 Q
Diarrhoea haemorrhagic 1 {0.2) a 0 1] 1 0 o Q 0 0 [} 4] ] 0 o
Diverticulum intestinal 0 a o 0 9 0 ] ] o 0 1 {0.5) 1 o o 0
Diverticulum intestinal haemorrhagic 1 {0.2) a 0 0 1 [1] o o i} 0 1} 0 [ 0 o
Dry mouth 3 {a¢.7) 2 1 0 Q 1 (1.2} 3 2 o 0 3 {1.4) 3 [+] 0 Q
Dyspepsia 10 {z.4) a8 2 0 0 11 (2.6) g 5 7] 0 5 {2.4) 2 3 0 1]
Dysphagia 3 {0.7) 1 1 1 0 a (0.7} 1 1 0 1 1 {0.5) 0 [ 1 o
Enteritis 1 {0.2) 1 o 0 Q 0 o a 0 0 1 {0.5) [+] 1 0 Q
Eructation 2 {a.5) 1 1 1] 0 1 (0.2} i ] 0 [1] 1] 0 [+] 0 L]
Faecal incontinence 1 {g0.2) a 1 0 0 0 ] 0 0 0 o Q [} 0 ]
Faeces discoloured a ) 0 0 ] 1 (0.2} [+] 1 0 0 0 ] 1] o ]
Facces pale Q i} L] 0 [s] 1 (0.2} i Q 1} 0 1} o 1] 0 ]
Flatulence 14 {3.4) 1z 2 0 Q 16 (3.8} 13 3 0 0 9 {4.3) 7 2 ] [+]
Feod poisening 0 a o 0 0 0 4] L] o 0 1 {0.58) 1 Y 0 ]
Gastritis 5 {1.2) -4 3 0 ] 2 (0.5} 1 1 0 0 o ] [ L] o
Gaptrointastinal disorder 0 ] o 0 0 1 (0.2} ] 1 o 0 o o [ ] 0
Gastreintestinal pain 4] 1] v} 0 Q 1 (0.2} 1 0 1] 0 1 {0.5) 1 a 0 1]
Gastrooescphageal reflux disease 5 {1.2) 3 2 0 ] [ (1.4} & Q '] 0 2 {1.0) 1 1 0 o
Gingival kleeding a 0 o 0 ] 0 [+ Q "] 0 1 {0.5) 1 [} 0 1]
Gingival pain a ] 0 0 ] 1 (0.2} 4] 1 1] 0 [1] a a ] o
Gingivitis 4 {1.0 1 3 0 Q 4 (0.9} 1 Q 1} 0 2 {1.0) 1 1 bl o
Glogsitis Q 0 0 0 o 1 (0.2} 1 Q 0 0 1} o [+] ] 4]

'
t
i
i

* If the sama subject in a given treatment had more than cne occurrence in the same preferred term event category, only tha most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed am grade 4 unlese the subject
sxperienced another occurrence of the same event in a given treatment for which severity was recorded.

In thie cape, the reported severity is summarized. Misging baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderats, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: O©3INDV2006 {08:31})
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Fhase 3 Treatment Experienced CCRS Tropic Studies

Rumber of Subjects evaluable for adverse aevents raviroc QD {(n=414) maraviroce BID (n=426} Placebo (n=209)
Sevaerity drade* Severity Grade¥ Severity Grade*
u (%) 1 2 3 A iy (%) 1 2 3 4 N (%) 1 2 3 4

Syatem QOrgan Class and
MedDRA (v9.0} preferred term

Glossodynia 1 (0.2} 0 1 Q 0 1 {0.2) 1 L} o 0 [} [+] 0 Q [+]
Haematochezia 3 (0.7} 1 1 1 [} 0 ] ] o ] L {0.5) 1 0 0 0
Haemorrhoids s (1.4} a 3 Q 1} 4 (0.9) 2 2 0 0 o 1] 0 0 ]
Hiatus hernia 1 (0.2} 1 [+] ] a ] [ ] ] b [+] ] 0 ] [+]
Hypraesthesia oral 5 (1.2} 4 1 ) a 1 (0.2] 1 0 o 0 ] 0 1] 9 ]
Inguinal hernia Q 0 o a o Q [ [+] L)) 0 1 {0.5) 1 0 ] o
Intestinal spasm Q [} ] Q o 1 {(0.2) 1 4] ] ] [s] [+] ] 9 ]
Lip blister [} ] 4] 0 Q i {0.2) 1 [ [+] 0 o a a 0 o
Lip dry o o o o 0 Q 4] a o ] 1 {0.5) a 1 0 o
Melaena Q [} [+] 1] a 0 o 0 Q 2 1 (0.5) Q 1 Q Q
Magenterie artery ostenosis Q 0 [} Q a ? [+ o 0 b 1 {0.5) o 1 0 [+]
Mouth ulceration 1 (0.2} 1 4] a o 7 {1.6) 6 1 o L] 2 {1.0) 2 0 Q [+]
Naugea 75 (18.1} 51 18 4 0 73 (17.1) 4% 20 3 1 3¢ (18.7) 24 14 1 0
cdynophagia 1 (0.2} 1] 1 Q g 1 {0.2) [+ o o 1 o [} 1] b [}
Desophagitis 0 0 [} b 0 1 {0.2) 1 ] o 0 1 {0.5) 1 0 Q [+]
oral pain 1 {0.2) 0 1 0 1] 0 o] Q o] ] [+] 1] 1] Q9 Q
Oral soft tissue disorder 1 (0.2} 1 Q ] Q 3 {0.7) 3 0 0 0 1 {0.5) 1 a 9 Q
Painful defaecaticn i} 0 0 L] ] 1 {0.2) 1 ] o b [+] ] o ] o
Pancreatitis 1 (0.2} 1 ] ] 1] 1 {0.2) [} 1 [} [} 2 {1.0) Q 1 Q 1
Paraesthesia oral 5 (1.2} 5 Q 0 Q 3 {0.7) 3 o ] 0 1 {0.5) 1 1] 0 [}
Parotid duct cyst [+] a <] a a ] ] [s] 1} 0 1 {0.5) 1 Q Q Q
Parctid duct chstruction 1 (0.2} o 1 o a 0 ] ] o ] [+] o 0 Q L]
Parotid gland enlargement 1 (0.2} o 1 ] 1] 1 {0.2) 1 a "] ] +] 0 0 a ]
Perianal erythema ] 0 Q Q Q Q o o o Q 1 (0.5) 1 0 0 o
Proctalgia 2 {0.5} z o a Q 2 {0.5) 1 1 o 0 1 {0.5) 9 1 Q [+]
Rectal haemorrhage 2 (0.5} o 2 Q a 0 ] ] o b L {0.5) 1 Q 0 o

1
¥
:
]
{
i

* If the same subject in & given treatment had meore than one occurrence in the same preferred term event category, only the most severs occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any misesing severities have been imputed as grade 4 unlese the subjact
experienced another occurrence of the same event in a given treatment for which severity was racorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENRTIAL Includes Protoceols:h4001027, A4001028. Date of Table Generation: 03ROV2006 (08:31})
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Bmergent Adverse Events (All Causalities}

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjecte evaluable for adverse events maraviroc QD {n=414) maraviroc BID (ns426) Placebo (n=202)

Severity Grade+ Severity Grade*

N {%) 1 4 3 4 N (%) i 2 3 4 12} {%) 1 2 3 4
Bystem Organ Clage and
MedDRA (v3.0) preferred term
Rectal ulcer 1 {o.2) 0 Q o 1 1 (0.2} 0 0 1 0 o ] 0 0 o
Retching Q Q 1} o Q 1 (0.2} 1 0 1} 0 1 {90.5) 0 1 ¢ o
Sengitivity of teeth L] o <] o ] 2 (0.5} 2 0 a 0 1 {0.5) 1 o [ 1]
Small intestinal obstructicn 0 ] o [ 9 1 (0.2} o ] 1 a o 0 o o v
Stomach discomfort 1 {0.2) 1 0 [} aQ 1 (0.2} 1 ] a 0 1 {0,5) 1 [} o o
Tangue black hairy Q 0 0 0 0 ¢ 0 Q 1} 0 1 {0.5) 1 ) 1] o
Tongue coaked a o 0 3 Q 3 o 0 0 0 1 {0.5) 0 1 [} o
Tohgue digsorder 1 {0.2) 1 0 3 0 1 (a.2} b1 0 Q 1] [} 0 o o o
Tongue ulceration Q Q 0 [} 0 1 (0.2} 1 0 Q 0 Q 0 [+] [/ 0
Tcoth discrder 0 0 0 [ ] 1 [0.2}) 1 0 9 Q Q 0 ] [} 0
Teothache 1 (0.2) Q 1 (4] Q 4 (0.5) 1 3 Q 0 a {1.4) 0 a (] (1]
Urbilical hernia 1 {0.2) 1 0 L] ] 1 (0.2} 1 0 i} 0 o 0 o ] Q
Varices oesophageal Q a o 1] 0 1 (0.2} 1] 0 a 1 0 0 o o 0
Vemiting a8 (95.2) 22 11 4 1 31 (7.3} 22 6 a Q 20 {9.8) 13 3 1 o]
GENERAL DISORDERS AND ADMINISTRATION SITE
CONDITIONS 137 (33.1) a1 35 10 1 157  {36.9) 95 42 19 1 79 (37.8) 39 32 7 1
Adverse drug reaction 2 (0.5) [s] 1 1 ] ] [} 0 a 0 a V] ] ¢ 4]
Asthenia 18 i3.9) 11 E 2 Q 11 (2.6} 4 4 3 0 5 {2.4) 1 3 (1] 1
Axillary pain 1 (0.2) 1 1] Q a ¢ 1} 0 i} 1] a 0 o [ Q
Catheter related complicaticn 0 0 Q 1} Q [ 0 0 Q 0 1 {0,5) 1 [+] [ o
Chest discomfort ] 0 ] [ 2 1 (0.2} 1 0 0 0 1] 0 o [ a
Chest pain 8 (1.9) 2 2 4 Q 6 (1.4) 2 a 1 0 2 {1.0) 0 [} 2 1]
Chills 5 (1.2) 5 ] [+ Q 5 (1.2} 4 0 1 0 3 {1.4) 2 1 ] 4]
Cendition aggravated 1 (0.2) 1 ] [ 9 c o a o 0 0 0 0 ¢ a

* If the same pubject in a given treatment had more thar one cccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in sach row. For the TESS algorithw any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Miesing baseline ceverities are imputed as grada 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, 8rade 4 = Lifa-threatening.

MedDRA {v3%.0) <oding dictionary applied.

PFIZER CONFIDENTIAL Includas Protocols:R4001027, A4001028. Date of Table Ganeration: 03NOV2006 (08:31)
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Maraviroc Summary of Clinical Safety
Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)
Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects evaluable for adverse events

maraviroc QD (n=414)

Severity Gradet*

1 2 3 4 N

maraviroc BID [(n=426)

Severity Grade*
(%) 1 2 3 4

Page % of 38

%) 1 2 3 4

System Organ Class and
MedDRA (v9.0) preferred term

Cyst
Orug intolerance

Fat tigsue increased
Fatigue

Feeling abnormal
Feeling cold

Feeling drunk
Feeling hot

Gait disturbance

General physical health deterioration

deneralised ocedema

Hernia pain

Hunger

Hypertherwmia

Hypothermia

Inpaired healing
Induraticn

Inflammation

Influenza like illness
Infuglion site reaction
Injection site erythema
Injection site haemorrhage
Injection site induration
Injection site inflammation
Injection sita masg
Injection site necdule

+* If the same Bubject in a given treatment had more than one occurrence in the sama preferred term event category, only the m
Subjects are counted only once per treatment in each row. Fer the TESS algorithm any m:
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experienced apother occurrence of the same event in a given treatment for which severity was recorded.
In this case, the reported severity is summarized. Missing kbaseline severities are imputed as grade 1.
Includes data up to 7 days after last dose of study drug.
ACIG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028.

Date of Table Generation:

D3NOV2006 (08:31)
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ing severities have been imputed as grade 4 unless the subject



Table 3.4.3.3 Page 10 of 38
Maravirog Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCRS Tropic Studias

Kumber of Subjects evaluable for adverse events maraviroc QD (n=414) maraviroc BID (n=426) Placebo (n=2039)
Severity Grade+ Severity Grade+ Severity Grader
N (%) 1 2 3 4 2 (%) 1 2 3 4 N i%) 1 2 3 4

System Organ Class and
MedDRA (v3.0) prefarred term
Injection site pain 1 (0.2) 1 4] o o 4 ©.9 2 1 1 a 2 {1.0} 1 1 0 4]
Injeckion site pruritus 0 [+] [ a o ] 0 0 [ a 1 {0.5} bl 1 ] o
Injection site reaction 28 (6.8) 18 8 1 Q 31 (7.3) 25 3 1 4] 18 (8.6} 11 7 (] [+]
Injection site swelling 1 (0.2) 0 1 a o 1 (0.2) )] 1 0 [} 0 o 0 a 4]
Injection gite urticaria 0 o o ] o 2 (0.5) 2 0 ] Q 1] 1} 0 o o
Irritability 2 (0.5) i 1 o ] 1 (0.2) 1 o 1] ] 0 o 0 ] [
Local swelling o o [} Q 0 1 (0.2} 1 o [} Q 1] [+) 0 4] o
Malaise € (1.4) 4 2 0 Q 3 0.7 1 1 1 Q 6 {2.9} 3 2 1 ]
Hodule 2 (0.5) 2 4 [} s} 1 (0.2) 1 1] [} L] 1 (0.5} 1 0 ] [
Oedema 4] [+] [ Q Q Q 0 Q o Q 1 {0.5) 1 0 4] (1]
Oedema peripheral 14 (3.4) 13 1 0 [} 9 (z.1) 4 4 1 1] 6 (2.9} 3 3 ] [}
Pain 5 (r.2) 4 1 a 0 Bl (z.1) [ 2 [ Q 4 {1.9} 2 2 Q [}
Pitting cedema 1 (0.2) 1 o 0 0 ] 0 0 [ 0 0 o 0 ] 1]
Pyrexia 3o (7.2) 23 6 0 1 51 {1z.0) 239 13 3 1 17 (&.1} 8 7 2 (1]
Thirst o [+] ] Q 1] 2 (0.5) 1 1 G a a 0 0 9 ]
Upper extremity mass 1 (0.2) 1 ¢ 0 0 Q ] ] [ 9 0 [} 0 0 o

HEPATOBILIARY DISORDERS 9 (2.2) 4 2 Q ] 17 (4.0) [ 2 7 2 7 (3.3} 2 ] 3 2
Cholecystitia o [+] 1] 4] Q 1 (0.2} 0 a 1 Q9 0 o 0 Q [+]
Cholecystitis acute o o [ o ] 1 (0.2) 0 0 1 a 1] 1] 1] o ]
Cholelithiasis 1 (0.2) o 1 Q Q 3 (0.7 1 z 1] Q 1 {0.5]} [} 0 1 ]
Cytolytic hepatitis 0 0 ] 9 0 a 0 1] [ ] 1 {0.5} o 0 1 o
Hepatic cirrhosis 0 ] ] o o 2 (0.5) 0 0 1 1 1] o 1] 0 o
Hepatic failure 1 (0.2) [+] [} 0 1 0 0 [+] [ Q 0 0 1] 0 [+
Hepatitis toxic o ] [ o o 0 1] 0 [ a 1 (0.5} o 0 o 1

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe cccuUrrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlees the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Miessing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v5%.0) ecoding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03INQVZ0Q06 (08:31)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Caugalities)

FPhase 3 Treatment Experienced CCRS Tropic Studies

maraviroc BID (n=426} Placeba (n=203)

Humber of Subjects evaluable for adverse events maraviroec QD {n=414)

Severity Grade+ Severity Grade*

N {%) 1 2 3 £ N {%) 1 2 3 4 N €3] 1 2 3 4

System Organ Class and

MadDRA {v%.0)} preferred term

Hepatomegaly 2 {0.5) 1 1 ] 0 1 {0.2) 1 [+] 0 ] 1 {0.5) (] i} 1 4]
Hepatosplenomegaly [ 0 0 o 1] 2 {0.5) 2 [+ 0 o Q [ a o b
Hyperbilirubinaemia 2 {0.5) 0 Q Q 2 4 {0.9) Q [+] 4 Q 2 (1.0) 1 a ] 1
Jaundice -3 {1.2} 5 Q o 0 2 {0.5) 2 [v] 0 ] 1 (0.5) 1 Q Q Q
Jaundice cholestatic [+ 0 ] 0 [ 1 {0.2) 0 [+ 0 3 Q [ a [} 0
Portal vein thrombomis 0 0 Q 0 4] i {0.2) 0 ] 0 i Q [ a [} 0
IMMUNE SYSTEM DISORDERS 14 {3.4) 9 3 2 (] 9 {2.1) 4 1 4 [} 7 (3.3) 4 2 1 0
Allergy to arthropod bita ] 1] 0 o o 1 {0.2) 1 [+] 0 [} b ] a o 0
Antiphospholipid syndrome 1 {0.2) 0 1 ] ] 0 0 [+] 0 Q 0 [ 1] 1] L]
Prug hypersensitiviky 2 {0.5) 0 1 b [} 2 {0.5) Q [} 2 ] 1 {0.5) [ a 1 0
Food allergy 1 {0.2) 1 Q o o Q 0 [+] o o 1 (0.5) 1 aq [+] L]
Hypersensitivity 1 {0.2) 1] Q 1 [ 1 (0.2) 0 ] 1 1] b e aQ o 0
Immune recenstitution syndroma o 0 ] 0 ] 2 (0.5) 1 [+] 1 o L] [ ] [1] 0
Multiple allergies i {0,2) 1 0 ] [ 0 ] [ 0 o b [+] ] 0 L]
Seazonal allergy 8 {1.9) 7 1 o o 3 (6.7} 2 1 0 0 5 (2.4) 3 2 o 9
INFECTIONS AND INFESTATIONS 138 (47.8) 94 a1l 13 ic 214 (50.2) 99 a2 15 8 ap  (38.3) 33 k14 7 L
AIDS encephalopathy 1 {0.2) a 1 0 [¢] 1] Q ] 0 1} 1] 4] 4] Q 0
Abgeess 2 {0.5) 1 1 1] [+] o Q o] 0 1} 0 4] L) o 0
Abscess of eyelid o 0 b o ] 1 (G.2) L) 1 0 o 0 c a o 0
Acarodermatitis ] [i] 0 /] Q 1 (¢.2) 0 1 0 1] 0 (] 4] [v] 0
Acute sinusitis 1 {0.2) 0 1 ] [+] 1 (¢.2} 1 [+] 0 0 D] ] 0 ] ]
Acute tonsillitis 1 {0.2) 1 0 0 [s] 1] Q [+] [} 1} 0 ¢ o [+] ]

* If the same subject in a given treatment had mora than one occurrence in the same preferred term event category, only the moet severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severitiea have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatmant For which severity was recerded,

In this case, the reported severity is summarized. Missing baselina severities are imputed as grade 1.

Includes data up to 7 days after last doge of study drug.

ACTG grades estimate severity as : Grade 1 o Mild, Grade 2 = Medsrate, Grade 3 = Severs, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: OQINOVZ006 (08:31)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCRS Tropic Studies

maravircc QD {n=41l4} maraviroc BID (n=426) Placebo (n=2039)

Severity Grade+
N (%) 1 2 E] 4 N (%) 1 2 3 4 N %) 1 2 3 4

System Organ Class and
MedDRA {v9.0} preferrad term

Amoebic colitis 0 0 Q [+] Q 1 {0.2) [s] 1 Q o] 1 (¢.5) 1 0 [} Q
Anal chlamydia infection ] 0 Q [+] 0 1 {0.2) [+] 1 1] ] [+] Q o Q 0
Anal fistula infection 3 1] Q o 1] o 4] o b ] 1 @¢.5) 1] 0 1 L]
Appendicitise o 0 Q [+] 0 1 {0.2) Q (1] 1 [+] (4] [} o [+] -Q
Aspergillosis 1 (0.2} 0 Q [+] 1 L {0.2) o 1 L] ) 4] [} o [+] ]
Bacteraemia [} 0 0 o 0 1 {0.2) 0 1 Q o a9 0 0 o [+]
Balanitis candida 1 {0.2) 1 ] <] 0 [+] ] [ Q o 1] 0 0 [+] 0
BElister infected 2 {0.5) 2 0 2] 0 2] ] [ Q [+) Q 0 0 [ o
Body tinea 2 (0.5) 2 o ] 0 1 {0.2) 1 [ D] [+] Q 0 0 [+] ]
Bronchitis 23 {5.6} 13 10 [+] 0 23 {5.4) 14 g 0 [s] a (3.9) 4 4 [+] 1]
Bronchitis acute 2 {0.5) 2 L] ] 1] 2 {0.5) 1 1 Q o 1 (c,5) 1 aQ o Q
Bronchitis bacterial 1 {0.2) 1 ] [¢] 0 [+] Q [+) b] [+] 0 0 1} o ]
Eronchopneumonia [+] 0 Q ] 0 1] 4] ¢ '] 1] 1 (¢.5) 1 a ] 0
Campylobacter infection 1 {0.2) 0 0 1 Q 1 {0.2) 1 [} 1] L] [} 13 0 [} 0
Candidiasis 4 {1.0) 3 1 ] a 5 {1.2) 3 2 0 o 1 {0.5] 1 Q o Q
Carbuncle [s] 1] 0 Q [} 1 {0.2) 1 [+] 0 ] L] Q Q 4] L]
Cavernous sinus thrombeosis 1 {0.2) 0 ] ] 1 0 ] [ 0 0 0 [ 0 0 L]
Cellnlitie 7 {1.7} 2 4 L] 1 5 {1.2) 2 1 2 1] 2 (1.0) [} 2 o 0
Cellulitis orbital 1 {0.2}) 0 1 Q o Q 0 [+] 0 1] 0 ] 1] [} 0
Cervicitis 1 {0.2) 1 Q ] [ ] ] [+] 0 o ] 3 0 [} 0
Clestridial infection Q 0 Q L] ] 1] Q ¢ 0 0 1 {0.5) ] 1 ] 0
Clostridium difficile colitis 1 {0.2) 0 Q 3 [+ 0 ] [+] 0 4 0 [ o ] ]
Condyloma acuminatum [ {1.4) 4 1 o 1 2 {2.1) 5 4 0 o 2 {1.0) 2 ] ] 0
Cystitis i {0.2) 0 1 0 [+ 2 {e.5) 1 1 ] 0 0 o 0 o 0
Cytomegalovirus chorioretinitis 2 {0.5) (1] 1 1 [} o Q [} 0 ] 0 [} L] /] 0
Cytomegalovirus gastrointestinal infection [} 0 Q 0 [« 1 {¢.2) ] 1 (V] [¥] 0 [} Q [} 0

* If the same subject in a given treatment had wore than one occurrence in ths same preferred term event category, only the most severe occurrenca is taken.
Subjects are counted only once per treatment in each rew. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrance of the sama event in a given treatment for which severity was recarded.

In this case, the reported severity is summarized. Missing baseline geverities are imputed as grade 1.

Includesa data up te 7 days after last dese of study druy.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderata, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Data of Table Generation: 03NOV2006 (08:31)
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Maraviroe Summary of ¢€linical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phage 3 Treatment Exparienced CCR5 Tropic Studies

Humber of Subjects evaluable for adverse evente maraviroc QD (ns=414)

Severity Grade*
R (%} 1 2 3 4 R (%) 1 2 3 4 N {%) 1 2 3 4

8ystem Organ Class and
MedDRA {v5.0) preferred term

Cytomegalovirus infection 0 L] o [ a 1 (0.2) a 1 q 0 0 0 D [ o
Diverticulitis [1} ] ] [ Q [+] 0 0 a 0 1 {0.5) 0 =} 1 0
Bar infection 2 (0.5) 2 Q [+] 9 [ (1.4) 1 4 1 0 1 {0.5) 1 0 ] 4]
Endocarditis ] ] 0 [ ] 1 (0.2} o o a 1 0 0 o [ o
Eryeoipelas 1 (0.2) 9 1 o 9 o 0 b aQ 0 0 0 o o o
Bye infection 2 (0.5) 2 ] [V ] 1 (0.2} 0 1 1} 0 o (] o o o
fyelid infection 0 Q Q [+] Q 2 (0.5} i} 2 ] 1] 1} 0 1} (] 4]
Felliculitis 7 (1.7) 4 3 o Q 14 (3.3) 8 3 Q 0 4 {1.9}) 3 1 [ a
Fungal infecticn 2 {D.5) 1 1 [ a 1 (0.2} 1] 0 ] 1 +] [} o [+) ]
Fungal rash 1 (0.2) 1 0 o Q [+ 0 0 a [1] o 0 o [ o
Fungal skin infection 1 (0.2) 1 [+] o 9 4 (0.9} 3 1 (] (] a 0 '] [+] Q
Furuncle 1 {0.2) 1 o] [¢] b o ] 9 Q Q 1 {0.5) 1 [} [+] [+]
Gangrene 1 (0.2) Q 1 [ ] [+] o 0 ] 0 0 0 0 [ o
Gastric infectieon 1 {0,2) 9 1 [+ i} [+] 0 0 ] [ 1] 0 0 [ L]
Gagtritis viral 0 0 0 [ 9 1 (0.2} 1 0 a /] 0 0 o 1] ]
Gastroenteritis [ {1.4) 1 3 2 i) 2 (0.5} Q 2 Q Q 2 (1.0} 1] 1 1 ]
Gastroenteritis bacterial 1 (0.2) 0 1 ] L] [+] 1] 0 ] 0 0 0 0 [ a
Gastroenteritis cryptosporidial 0 0 0 [+] 0 [} i} 0 0 [ 1 (0.5) 0 0 1 0
Gastroenteritis viral 3 (0.7} 3 ] ] ] 2 (0.5} 1 0 1 0 a 0 "] [ Q
Gastrointestinal infecticn 1 (0.2) 1 o [¢] o 1 (0.2} ] 1 ] 0 1 {0.5} 0 1 [ 0
Genitourinary chlamydia infection 0 ] ] [ a [] 1] 0 o 0 1 (0.5} [1} 1 ] a
Genitourinary tract infection 0 0 [+] Q ] 1 {0.2) 1] 0 [+] 1 a 0 0 [¢] 4]
Giardiasis 1 {0.2) ] 1 [+] Q 1 (0.2} a 1 Q Q 1} 0 0 [¢] [+]
Gonorrhoea 1 (D.2) b 1 [} ] [ o 0 o 0 0 0 o ] 0
Grein abscess 0 0 o o ] ] o 0 ] [ 1 0.5) 0 1 ] Q
HIV wasting syndrome 1 {0.2) 0 1 o 0 o ] 0 0 o a 0 0 o Q

* If the same pubject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algerithm any misaing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which peverity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1,

Includes data up to 7 daye after last doee of study drug. .

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Proteocols:h4001027, A4001028, Date of Table Generation: O03NOV2006 (08:31)



Table 3.4.2.3 bPage 14 of 38
Maraviroe Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities}

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects evaluable for adverse events maraviroc Q0 (n=414) maraviroc BID {n=426) Placebo [n=209)

Severity Grade* Severity Grade* ' Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 N {%) 1 2z 3 4
System Organ Class and

MedDRA {v9.0) preferred term
Helicobacter gastritis 1 {0.2) 0 1 [ Q ¢ i} 0 a [1] 1] 0 o o Q
Hepatitis C 2 (0.5) 1 1 [+ i) ] o L] <] 0 o 0 o o o
Herpes simplex 14 (3.4} 7 5 2 Q 28 (6.1} 17 9 ] 0 & {2.9) 2 4 1] 1]
Herpes virus infection 4 (1.0} 4 0 [ Q 2 (0.5} i} 1 1 1] 3 {1.0) 2 o o 0
Herpes zoster & {1.4) 2 4 ] 4] T (1.6} 2 5 a 0 a {1.4) 0 2 1 o
Rordeolum 2 {0.5) 2 o [+ Q [ 0 0 a 1] [} ] [} 0 o
Incision site infection 0 Q ] c 9 1 (0.2} 1 0 Q 0 0 0 o [ o
Infected gebaceous cyst 0 L) o [ Q o aQ 0 a 0 1 {0.5) 1 o o o
Infected skin ulcer 0 L] o [} 0 [+ 0 b 9 Q 1 {0.5} 0 1 [ ]
Infective myositis a 0 o ) Q0 1 (0.2} ] 0 g 1 a 0 ] [ 0
Influenza 14 (3.4) 8 & c Q 6  (1.4) 4 2 < 1] a ] o o [
Injection zite abscess 2 (0.5} 0 2 [+] 0 [+] 0 0 1] 0 0 0 [\] 1} 0
Injection site infecticn 1 {0.2) 1 0 o 0 o 0 1] a a a 0 o o o
Klebsiella sepsis 1 {0.2) 0 0 [+ 1 [+ o 0 0 [} 0 0 o [} a
Laryngitis 0 0 o] [¢] 0 1 (0.2} 0 1 0 0 o 0 o [ 9
Laryngcpharyngitis 1 {0.2) 1] 1 o 0 o o 0 a 1] 1 {0.5]) 1 [} o )
Lobar pneumonia 1 {0.2) 1 4] [+] ] 1 (0.2} 1] 1 Q [ i {1.0} 0 1} 1 1
Localised infection 2 {0.5} 1 1 [+ 0 2 {0.5) Q 2 0 1] 1 (0.5} 1 [} [ [
Lower resplratory tract infectien 4 {1.0) 2 2 [+] 0 2 (0.5) 1 1 o 1] 1 (0.5) 0 1 [ Q
Lymph gland infection 13 0 b [} 0 1 (0.2) o 1 ] [} 1] 0 [+] [} Q
Lymphangitis 2 {D.5) 1 0 1 ] o o [ 0 [ ] 0 0 o 0
Malaria 1 {0.2}) 0 1 o 0 o 0 o Q ¢ 1} 0 1} [¢] [+]
Mastitis ] 0 Q [+] 0 1 {0.2) Q 1 [+] G Q 0 1} [¢] [+]
Meningitis viral o 0 a o 0 2 {D.5) Q 1 0 1 1} 0 1} ] Q
Molluscum contagiosum 2 {0.5) 2 0 4] 0 1 {0.2) 1 ) Q [ a 0 o [+ 0
Mycohacterial infection 4] 0 Q [+] 1] 1 {0.2) 4] o 1 [+] a 0 1} [+] [s]

* 1f the same subject in a given treatment had wmore than one occurrence in the me preferred term event ¢ategory, only the most severe occurrence ie taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
exparienced another occurrence of the same event in a given treatment for which severity wae recorded.

In thig case, the reported severity is summarized. Misaing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doee of study drg.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severa, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2Z006 (08:31)




Table 3.4.3.3 Page 15 of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Rdverse Events (All Causalities)

Phage 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects evaluable for adverse events

maraviroc BID (n=426) Placebo (n=209)

Severity Grade+ Severity Grade* Severity drade*
N %) 1 2 3 4 N (%) 1 2 3 4 2 (%) 1 z 3 4

System Organ Class and
MedDRA {v9.0¢) preferred term

Mycobacterium avium complex infection 0 [s] 4] ] 0 2 (0.5) [+] 1 [«] 1 3 {1.4}) 1 1 [+] 1
Mycoplasma infection 0 b o [+] ] 1 (0.2} ] 0 1 o -] [1} o [ L]
Kail candida 0 Q Q [+] Q 1 (0.2) 1 0 Q ] a 1] 1} (] 1]
Nasepharyngitis 30 (7.2) 25 5 ] a 30 (7.0} 20 10 ] 0 3 (4.3) 3 2 [ a
Reurosyphilis 0 a 0 [ [} 1 (0.2) o 1 [+ 0 0 0 D 13 1]
Oegophageal candidiaseis 12 (2.9) 1 a 1 2 2 (0.5) 1 0 aQ 1 2 {1.0} 0 1 1 o
onychomycosis 4 (1.0) 2 2 ] 0 8 (1.4} S 3 o ] 1 {0.5) 0 1 o 0
Oral candidiasia 13 {3.1) & [ 1 [} ic (2.3} & 4 9 0 7 {3.3) 3 4 [ i}
Oral fungal infection 1 (0.2) o 1 ] 0 [+] aQ 0 o Q 1 {0.5}) 1 1] o ]
Oral hairy leukoplakia 1 (0.2) 1 ] [} Q [+ o] 1] 1] Q 1] 0 0 [} ]
oral infection 1 (0.2} 0 1 [} a [+ o 0 a Q 0 0 o 4 ]
Orcpharyngeal candidiasis 2 (0.5 2 o [ L] [ 0 0 ] 0 1 (0.5} 0 1 [ ]
Osteomyelitis 1 (0.2) 0 1 [ [} [} a 1] 0 0 Q 0 0 13 1
otitis externa L] o o [ Q 2 {0.5) 2 0 o 0 2 {1.0} 1 1 4] o
Otitis madia 1 (0.2) kil 1 o ] 6 (1.4} 5 1 o 0 1 {0.5) 1 [} ¢ 4]
Papilloma viral infection 0 L] 0 [+] 0 3 (0.7) k3 0 a a 2 {1.0) 2 o [/ Q
Paronychia 0 a 0 [ 0 1 (0.2) 0 1 L] 0 1 {0.5}) 1 1] [} ]
Parotitis 1] 0 0 [+ Q 1 (0.2} 1} 1 Q 1] ] 0 [} ] 4]
Perianal abscesa 1 (0.2) 0 1 [} Q o 0 0 a 0 0 0 0 [ a
Perirectal abscess 0 0 ] [ Q 1 (0.2) o 1 a ] 0 0 o [ o
Pharyngeal candidiasis 1 {0.2) 1 o [ ) [ i} 0 aQ 1] a 0 0 o o
Pharyngitis 4 (1.0 2 1 1 Q9 [ (1.4} 3 3 0 0 2 {1.00 1 1 1] 4]
Pneumococcal sepeis 0 Q 9 [} Q 1 (0.2} o 0 1 0 0 0 o [} ]
Pneumocyetis jiroveci pneumeonia L 0 ] ] Q 2 (0.5) 0 1 a 1 0 0 o o a
Pneumonia 11 (2.7) 4] 6 3 2 & (1.4} 2 2 [} 2 7 {3.3) 2 2 1 2
Pneumonia bacterial 1 (0.2) 4] Q [+] 1 2 {0.5) 1 1 a 0 1 {0.5) 0 7] ] 1

* If the same subject in a given treatment had more than cone cccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any misaing severities have been imputed as grade 4 unless the subject
experiencad another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is pummarized. Miseing baseline severities are imputed as grade 1.

Includers data up to 7 days after last dome of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Lifa-threatening.

MedDRA {v9.0) coding dicticnhary applied.

DFIZER CONFIDEHTYAT Includes Protoceols:A4Q01027, A4001028, Date of Table Generation: O3INOVZOO06 (08:31)



Table 3.4.3.3 Page 18 of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Ewergent Adverse Events (All Causalities)

Phase 3 Treatment Bxperienced CCRE Tropic Studies

Number of Subjects aevaluable for adverse events maraviroc QD (n=414) maraviroc BID (n=426) Placebo (n=202)
Severity Grade* Severity Grade#* Severity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 N {%) 1 2 3 4

System Organ Class and
MedDRA (v9.0) preferred term

Postoperative wound infection 0 ] 4] a 4] 2 (0.5) 1 1 [ q 0 o 1} ] 1]
Proctitis herpes v} [+] [ ] [+] 1 (0.2) 1 0 [} Q 0 0 0 a [}
Progressive multifocal leukoencephalopathy L] o o 0 Q 1 (0.2) ] 1} 1 a [1] ] 0 Q o
Pyelonephritis a (0.7 1 2 o o 1 0.2} 0 o 1 Q 1 {0.5} 1 ] Q 1]
Byothorax o o 4} L] Q Q 0 1] Q a 1 {0.5} 0 0 1 (]
Rash pustular 1 (0.2) o 1 9 Q 1 (0.2) 1 0 o o 1 {0.5} 0 1 a [
Ractal abscess o o [+ 0 o 1 (0.2} [ 0 1 ] 1] o 0 o [+
Respiratory tract infection 4 (1.m 3 1 a 0 3 (0.7) 2 1 [+ Q 2 (1.0} 1 (1] [+ 1
Rhinitis . (2.2) 7 2 o o 4 (0.9) 3 1 V] o 2 (1.0} 1 ] 1 [+
Secondary syphilis [} o ¢ Q o 1 (0.2} o 1} 1 L] 0 o 0 0 o
Sepsis 1] o o a o L] o a o Q 1 (0.5} 0 1] ] 1
Septic shock 1 {(0.2) o [} Q 1 ] [} o [+ 0 0 0 0 a [}
shigalla infecticon a o [+] [+] Q o ] 1} [¢] 1] 1 (0.5} 0 1 9 []
Sinobronchitis a o [ a 0 1 (0.2) 4] 1 [+] 0 0 0 0 0 [
Sinusitis 15 (2.86) 7 [ 1 1 25 (5.9) 11 14 Q [ 7 (3.3} 1 a Q [+]
Skin infection 0 o [+] Q o 1 (0.2) ] o 1 ] a 0 0 Q [+]
Staphylococcal akbecess 1 (0.2) 1 o 0 o 0 [ 0 4] a (] o 0 0 [
Staphylococcal infection 4 (1.0) 3 1 [} 1} 3 (0.7) [} a [} L] 1 (0.5} 0 1 ] [}
Subcutaneous abscess 3 (0.7) o 3 Q 0 2 {0.5) 1 1 [} ] 2 (1.0} 1 1 0 [}
Syphilis 2 (0.5} 1 1 0 o 1 (0.2] 1 4] [+] Q Q [} 0 Q [+]
Tinea cruris 4 (1.0} 2 2 Q 1] 2 (0.5) 2 1] [e] [¢] 1 (0.5} 0 1 [+] ¢
Tinea pedis 4 (1.0} 1 o] Q Q 2 {0.5) o 2 [¢] ] 1 (0.5} 1 0 [+] [¢]
Tonsillitis 1 (0.2) 1 [+] Q Q 1 {0.2] 1 i} [+] 4] a 0 0 ] ]
Tooth abscess 2 {0.5) 1 [+] 1 Q Q ¢ 0 ] 1] 2 (1.0} [} 2 [+] [¢]
Toeth infection 2 (0.5) 1 1 ] o 0 [} aQ [+] Q 2 (1.0} [} 2 Q o
Upper respiratory tract infection (g.2) 24 14 Q o 44 {10.3) 26 17 1 o 11 (5.3} i} 2 Q o

* If the same subject in a giwven treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only onca per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity ip summarized. Missing baeeline geverities are imputed as grade 1.

Includes data up to 7 daye after last dose of study drug.

ACTG grades ectimate severity as : Grade 1 = Mild, Grads 2 = Moderate, Grade 3 = Severe, OGrade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Takle Generation: O03HOV20G68 (08:31)



Table 3.4.3.3 Page 17 of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects evaluable for adverse avents maravircc QD (n=414) maraviroec BID (n=42§) Placebao {n=2039)

Beverity drade*

Severity dGradev

N (%) 1 2 3 4 ) {%) 1 2 3 4 N (%) 1 2 3 4
System Organ Clasg and

MedDRA {v9.0) prefarred term
Urethritisg 4] 0 Q Q Q 1 {0.2) [+] 1 0 o 1 (0.5) ] 1 ] ]
Urethritis geoncococcal 1 {0.2) 1 0 [+] 0 o 0 o 0 V] 0 [ a [+] 0
Urinary tract infection 6 {1.4}) 2 3 1 a 3 {0.7) 2 1 0 0 2 (1.0) 2 1] ] 0
Vaginal candidiasis 2 {0.5) 2 L] o 0 ] Q [ 0 [ 0 o :] [+] Q
Vaginitis kacterial 1 {0.2) 0 1 Q 0 o Q [ 0 o 0 0 1} o L)
Viral infection ] 0 Q Q 1] 1 {0.2) 1 (4] 1] ] Q 0 a ] ]
Viral upper respiratory tract infection 2 {0.5) 2 0 [} Q 3 {0.7) 3 [ 0 [} 1 {0.5) [} 1 [} Q
Vulvitis 1 {0.2) 0 1 o a [ o [ 0 o ] [ a o o
Vulvovaginal mycotic infection [+] 1] 9 1] o o Q [ 0 '] 1 {6.5) o 1 Q Q
Wound infection 1 {0.2) 1 0 ] [ [ 0 [+] ] ] L] [ 0 [+] o
INJURY, POISONING AND PROCEDURAL COMPLICATIQNS 34 {8.2) 16 17 1 0 32 {7.5]) 1s ] 5 ] 12 {(5.7) & 3 1 Q
Animal bite 4] o Q ] ] 1 {0.2) 1 [s] ] o Q [ a o 0
Ankle fracture 1 {0.2) 0 1 Q 0 o 0 [} 0 o ) o [} [+] 0
Arthroped bite Q 0 Q ] Q i {0.2) 1 4] 0 [+] 1 (¢.5) 1 i} ] 0
Back injury [ 0 Q 1] 0 2 {0.5) ] 2 L] [+] 1 {0.5) 1 0 o 0
Bite 1 {0.2) 0 1 ) 0 Q Q [+] ] ] 0 L] Q Q Q
Burns first degree ] 0 Q v} [ 1 {0.2) 1 [+] 0 1] 0 ¢ a 1] 0
Burns second degree 1 {0.2}) 0 1 o 1] 0 ] ] 0 4] 0 [+ o o 0
Contugien 5 {1.2) 4 1 [v] (] 1 {0.2) 1 o] 0 ] 1 {0.5) 4] 1 [+] 1]
Corneal abrasion 1 {0.2) 0 1 ] [ 0 ] [ 0 o Q [ ] [+] ]
Ear injury [+] 0 Q Q Q 1 {0.2) 1 [+] 0 ] Q ] a ] ]
Epicondylitie 2 {0.5) 2 Q 1] (1] 3 {0.2) 0 1 0 ] 1 {0.5) 1 a Q /]
Excoriation 1 {0.2) 0 1 o [ 0 Q [+ 0 o k3 {0.5) [} 1 o 0
Facial bones fracture 1 {0.2) 0 0 1 [} o 9 [+ 0 1] 0 [+ o ] 0

* If the same subject in a given treatment had more than one occurrence in the same preferred term avent category, only the mogt severse occurrenca is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment For which severity was recaorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed ae grade 1.

Includes data up to 7 days after last deose of study drug.

ACTG grades estimate severity ag : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:31)




Table 3.4.3.3 Page 18 of 38
Maraviroc Summary of Clinical Safety

Incidence and Saverity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=414) wmaraviroe BID (n=426) Placebo (n=2039)

Severity Grade* Severity Grade* Severity Grader
N (%) 1 2 3 4 N (%) 1 2 3 4 N {%) 1 2 3 4

System Organ Class and
MedDRA (v9,0) prefarred tarm

Fall 2 (c.5) [+] 2 Q ] 3 (0.7) 2 ] 1 a 1 {0.5) ] 1 [+] [}
Foot fracture 2 {¢.5) < 2 o [s] 3 0.7} 1 1 1 9 0 ] 0 o ]
Hand fracture L] [+] (1] 1] ] 2 (0.5) 2 '] [} a 0 1] 0 1] o
Heat exhaustion Q o] [ [+] Q 1 (0.2} 0 Q 1 [} 0 ] 0 4] ¢
Heak strcke 1 (0.2) 1 Q ] <] o] 0 L] ] a 1] o 0 Q o
Injury corneal 0 ] o o o o 0 0 a ] 1 {0.5) o 1 4] o
Joint injury 2z [0.5) 1 1 o o o 0 [} 0 0 0 o [} [} [
Joint sprain 3 (e.n 2 1 a o 2 (0.5) 2 o o 0 0 o 0 o ]
Laceraticn 1 (0.2) [ 1 ] o] ] 0 ] 0 0 0 o 0 0 [
Muscle injury o [ [ o o 2 (0.5} 2 [} 1] Q 0 o 0 o o
Muscle strain 3 (0.5) 1 1 ] [+] 0 1] h] 0 0 1 {0.5) 1 [i] a 13
Heck injury L] [+] Q 4] a 1 (0.2) 0 1 a i} 0 o 0 4] [
Open wound 1 (0.2) 1 o 0 o Q 1] 0 0 1} 0 1] 0 a ]
Overdose Q o] (] a ] 4] 0 Q [ 1] 1 {0.5) 1] 0 1 o
Post procedural complication 1 (0.2) [¢] 1 ] o Q 0 0 [ 0 1] 0 [} o o
Pogt-traumatic pain 1 (0.2) 1 [} a [} o 0 0 [} a (1] o o a [}
Progedural pain 1 (0.2) 1 o o Q 1 10.2) 1] L] 1 a 1 {0.5) 1 0 1) ¢
Radiation skin injury 1 (0.2) [+] 1 <] 0 ] 0 ¥] 4] a a o 0 1] 1]
Rib fracture 1 (0.2) 1 [ o o 5 {1.2) 1 a 1 ] 0 o [1} o 1]
Skelaetal injury 1 (0.2) 1 [ 9 [+] 0 o 1] 1] 0 0 o [’} 1] [
8kin laceration 2 (0.5) 1 [} 1 o 3 0.7 3 o 4] a 1 (0.5} 1] 1 a9 [}
Spinal fracturs o ) o o Q 4] 1] o o Q 1 {0.5} 1 0 o [
Sternal fracture 0 Q [ o 4] 1 0.2) 0 [+] 1 Q 1] o 1] 0 1]
Stress fracture 0 [¢] 4] ] o 2 (0.5) 1 1 [ a 0 1] [1} ] [
Sunburn o & [ 0 Q 1 (0.2) 1 o o [} 1 {0.5} 1 1] Q ]
Tenden rupthre 0 [} [} [+ a [ 0 ] i3 [:3 1 {0.5} o 1 0 [

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any miesing severities have been imputed as grade 4 unless the subject
experianced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this ecase, the raported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACIG grades estimate geverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threataning.

MedDRA (v%.0) coding dicticnary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: D3NOV2006 (08:31)




Table 3.4.3.3 Page 1% of 38
Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phagse 3 Treatment Experienced CCRS Tropic Studies

Humbar of Subjects evaluable for adverse events maraviroc QD {n=414)

Severity Grade*

N (%) 1 2 3 4 N (%) 1 2 3 4 " (%) 1 2 3 ]
System Organ Class and
MedDRA (v9.0} preferred term
Whiplash injury 1 (0.2} 0 1 0 a 0 [+] 0 o 0 [+] 9 a Q [+]
Hound 1} o] ] 1 {0.2]) 1 Q o 0 1] Q o ]
INVESTIGATIONS 74 (17.9} 28 1s& 23 7 85 (20.90) 27 26 17 15 26 (12.4) & L] 8 3
Alanine aminctransferase increaged 7 (1.7} o 1 5 1 10 {2.3) 1 3 3 3 1 {Q.5) Q 1 0 4]
Aspartate aminotransferasa Q 0 o Q 1} 1 {0.2]) o Q 1} 1 ] 9 0 Q o
Appartate aminotransferase increased 7 (1.7} 0 1 6 [ 15 {3.5) 2 2 3 5 1 {0.5) a ] 1 o
Aspiration bicpsy 0 Q [4] ] o 1 {0.2) o 1 0 0 [+] ] 0 0 o
Aspiration bursa 0 v} 4] 0 a 1 {0.2) [ 1 0 0 ] 0 1] 9 Q
Blast cells present 1 {0.2} 1 [} 2 0 0 [+ a o 0 [} a 1] 0 [}
Bleeding time prolonged 1 (0.2} 1 ] Q o] 0 [} ] o 0 [+] 0 1] 0 [+]
Blood alkaline phosphatase increased 2 {0.5) 1 o 1 a 0 o 9 [} 0 o a 0 0 o
Blood amylase . 1 (0.2} i} 4] Q 1 1 {0.2) 4] ] 1 0 o aQ 1] 0 4]
Blood amylasa increased 4 (1.6} 1 1 2 Q 2 {0.5) o "] 1 1 2 {1.0) 1 0 1 o
Bloed bilirupin 1 (0.2} o [¢] 1 3} L] [+] ] o ] [+] ] a ] [+]
Bloed bilirubin increased a (1.5} 1 4 2 1 4 {0.9) 1 1 3 0 1 {0.5) [+] 0 1 Q
Blood cholesterol increased 2 {0.5} 1 1 0 Q 2 {0.5) ¢ 2 0 Q O I3 Q o o
Bloed creatine increased 1 (0.2} 1} 1 ] a 1 {0.2) [+] 1 1} 0 i {0.5) [+] 1 Q ]
Blood creatine phosphokinase increased 5 (1.2} 3 2 0 a g {2.1) 2 2 2 3 i {0.5) o 1] 0 1
Blood creatinine increased 5 (1.2} 3 1 1 ] [ {1.4) 4 2 ] ] 1 {0.5) 0 1 b] 0
Blood glucose 1 {0.2) ] o 1 a ] [+] a 0 ] o Q 0 Q [}
Blocd glucose increased 4 (1.0} 2 Q 2 a 2 {0.5) 1 1 1} 0 i {0.5) 1 0 Q Q
Bloed iron decreased 0 0 [} L] 0 1 {0.2) [+] 1 1] 0 o 1] 0 0 [}
Blood lactate dehydrogenase increased 0 ] o] 0 o 3 {0.7) 1 1 ] 1 i {0.5) 1 0 aQ [+]
Blood lactic acid increased Q 0 [s] b) ] 0 [+] L) 0 1] i {0.5) o 1 Q Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, conly the most severe occurrence is taken.
subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlese the subject
experienced ancther cccurrence of the same event in a given treatment for which severity was racorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up te 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grads 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-thrsatening.

MedDRA (v2.0) ceoding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:Ad4001027, A4001028. Date of Table Generation: 03NQV2006 (08:31}
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Maravirec Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Evente {All Causalities}

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=414) maraviroc BID {n=426} Piacebo (n=20%)
Severity Grade* Severity Gradev Severity Grade*
H {%) 1 z a 4 ) (%) 1 2 3 4 B {%} 1 2 3 4

System Organ Clase and
MedDRA (v2.0} preferred term

Bloed potassium decreased 4] [} /] ] [«] 2 {0.5} 2 [+] a 0 1 {0.5) 1 (] 0 o
Blood potassium increased 0 1] 1] 0 0 1 (0.2} [} 1 0 0 o ] [} 0 o
Blood pressure diastolie increased Q 1] o 0 a 0 4] 0 1] 0 1 {0.5) 1 o 0 [}
Blood pressure increased 3 (0.7 2 o 1 9 1 (0.2} 1 Q 0 0 [} 0 o 0 o
Blood sodium increaged 4] a /] 0 Q 1 {0.2} 1 Q 1} 0 ] (4] (] Q Q
Blood testosterone decreadged 1 {0.2) a 1 0 Q 0 o 9 0 1] o o [ 0 o
Bloed thyroid stimulating hormone increasad Q aq Q 0 Q 0 [+] < o 0 1 {0.5) ] 1 0 L]
Bleod triglycerides abnormal 1 {0.2) [} o 0 1 1] Q Q 0 0 [} 4] o 0 0
Blood triglyceridea inereased 1 (0.2) a o 1 ) 8 (1.9} 1 4 z 1 1 {0.5) 0 o 1 o
Blood urea increased 3 {0.7) 1 z 0 9 1 (0.2} 1 0 o 0 o 9 [} 0 1]
Blood uric acid increased ] Q 0 0 ] 2 (0.5} 1 1 0 0 2 {1.0) 1 1 0 0
Blood urine present 1 {0.2) 1 0 0 Q 0 o 0 o 0 o o [ 0 o
Body temperature increased 1 {0.2) 1 1] 0 Q 2 (0.5} 1 1 0 0 0 0 [} 0 0
Breath sounds abnormal Q o o o Q 0 [+] L] o 0 1 {0.5]) 9 1 0 "]
Cardiac murmux 1 {0.2) Q 1 0 0 o '] ] o 0 0 0 [+] 0 0
Crystal urinpe Q aQ Q 0 Q 1 (0.2} 1 Q 1} 0 1} ] ] 0 ]
Cytomegalovirus antibedy pesitive 0 L] o 0 0 1 (0.2} i 9 1] 0 [} Q ] 0 Q
Electrocardiogram QT prolonged a 0 '] 0 Q9 1 (0.2} o 1 o 0 o o ] 0 0
Gamma-glutamyltransferace Q [4] /] 0 Q 2 (0.5} [\] 0 2 0 0 o ] 0 0
Gamma-glutamyltransferase increased s {1.4) 1 o 1 4 6 (1.4} [\] 2 2 2 3 {1.4) b [+] 2 1
Haematocrit decreased 1 {a.2) 1 [} 1] 0 1 (0.2} 1 9 0 0 0 0 o 0 o
Haemoglobin decreased 2 {0.5} 2 o 0 0 1 (0.2} ] Q 1 0 1 {0.5) ] 1 0 o
Heart rate increased Q Q o 0 Q 2 (0.5} 2 b 0 0 1} ) o 0 Q
Hepatic enzyme increased 0 Q o 0 aQ 3 (0.7} 1 1 1 0 ] 2 o 0 1}
International normalised ratio increased 1 {0.2) ] o 1 ] [ [ ] 0 0 o o ] 0 o
Lipase ) o 0 o Q 1 (0.2} [+] 9 1 0 [} Q [+] 0 L]

* If the same subject in a given treatment had more than cne occurrence in the same preferred term avent category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced ancther occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Migsing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0} coding dictionary applied.

PFIZER CCNFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: OCINOV2006 {08:31)
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Maraviroc Summary of Clinical Safety
Incidence and Severity of Treatment-Emergent Adverse Eventz (All Causalities)

* Phage 3 Treatment Experienced CCRS Tropic Studies

maraviroc QD {n=414) maraviroc BID (n=426) Placebo (n=203)

N (%) 1 2 3 4 R (%) 1 2 3 4 N %) 1 2 3 4

System Organ Class and
MedDRR (v9.0) prefarred term

Lipaee increagzed 3 {0.7) 0 4] 2 1 3 {0.5) o ] 1 1 1 (e.5) o 1 ] 0
Lipids increased Q ] Q Q Q 1 {0.2) Q 1 0 [\] Q o 0 [+] 4]
Liver function test abnormal 2 {0.5} 1 Q 1 ] 2 {0.5) 4] ] 1 3 2 (1.0) o [} 1 1
Neutrophil count decreasad 1 {0.2) 0 0 1 0 2 {0.5) 1 [+] 0 1 0 0 1] ] ]
Neutrophil count increased 1 {0.2) 0 9 1 13 1 {0.2) o [ b) 1 Q 0 a ] 9
Neutrophil hypersegmented morphology present 1 {0.2) 1 Q o Q o o [+ o [} a 0 1] [} 0
Platelet count decreased [+ 0 L] 0 4] 1 {0.2) ] 1 0 ] 2 1.9) o 1 1 0
Preastate examination abnormal 2 {0.5) 1 1 [ (1] o Q [ 0 o 0 ] a o a
Prostatic specific antigen increased 1 {0.2) 0 1 [+] 1] 0 Q [+] 0 "] L] ] a [ Q
Protein total increased [+] 0 ] ] 1] ] a [ 0 0 1 {0.5) 1 a o 0
Protein urine 2 {0.5) 1 1 ] ) 1 {0.2) 0 1 0 o L] [ a ] L]
Syphilis test positive [+] 0 Q 0 [ b3 {0.2) 1 [ 0 o ] [ q [+] 0
Thyroxine free decreased [+ 1} Q o [} 0 0 ¢ 0 [s] 2 {1L.0) 1 1 o 0
Transaminases increased 2 {0.5) Q 1 1 o 1 (0.2) Q ] 0 1 0 [+ a V] 0
Urine output decreazed 1 {0.2) 0 1 o [ s) 0 o 1] 1] 0 ] ] o 0
Urine output increased ] 1] ) 0 o 1 (¢.2) 1 o 0 0 L] [+ 1] o 0
Viral load increased o 1} 0 o [+} 1 {0.2) 1 [} 1] [s] 0 [} g o 0
Viral test ] 0 Q o o 4 {0.5) 2 [+] o ] 0 ¢ a ] ]
Weight decreaged 17 {4.1) 13 4 0 ] 13 {3.1} 2 [ 0 '] 4 (1.9) 3 1 )] 0
HWeight increased 4 {1.0) 4 ] o [ 2 (0.7} 2 1 0 o ] o ] ] 0
White blood cell count decreased o} Q ] Q [+] 1 (0.2} Q s} 1 [} 1 {0.5) 1 [+] 1] 0
METABOLISM AND NUIRITION DISORDERS 47 (11.4) 23 21 3 ] 51 (2.0} 24 21 5 1 24 (11.5) 13 -3 4 2
Alcohol intolerance 2 {0.2) 1 ] 0 o 0 [ 0 o 0 [+ 1] 0
Anorexia 17 4.1) a 8 1 [ 16 (3.8} 9 7 0 o 8 (3.8) [ 1 1 ]

* If the same subject in a given treatment had more than cone occurrence in the same preferred term event category, only the most severe occurrence is taken.
subjects are counted only once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced ancther occurrance of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied. .

PFIZER CONFIDENTIAL Includes Protocols:A4001C27, A4001028. Date of Table Generation: O03INOV200& (08:31)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Bmergent Adverse Events (All Causalities}

pPhase 3 Treatment Exparienced CCRS Tropic Studias

Number of Subjects evaluable for adverse events maraviroc Q0 (n=414) maraviroc BID {n=426)

Severity Grade* Sevaerity Grader
N %) 1 z 3 4 N (%) 1 2 3 4 N %> 1 2 3 4

System Organ Claas and
MedDRA {v5.0) preferred term

Cachexia 2 (0.5) 1 1 [ 0 1 (0.2} 0 0 1 0 0 [} )] o o
Dacreased appetite 10 (2.4} L] 4 o Q 14 (3.3) 9 5 0 0 5 {2.4) 4 kS [} 0
Dehydration 2 (0.5) Q 2 ] Q 5 (1.2} 1] 2 a 0 2 {1.4) 2 3 1] 1]
Diabetes mellitus 1 (0.2) ] 1 [ Q 1 (0.2} o 1 +] 0 +] [} [+] o o
Diabetes mellitus inadequate control L) Q o 1] 0 ¢ o Q Q 0 1 {0.5) 0 o 1 o
Diabetes mellitus non-insulin-dependent L] 0 <] o Q [ 1] ] a 0 1 {0.5) 1] [+] 1 o
Fluig retentien 1 (90.2) 1 Q ] Q ¢ 1} 0 Q 0 o 0 L] ] 4]
Gout 2 (0.5) 1 1 o Q E] {0.7) 2 0 a 1 2z {1.0) 1 1 [ [
Hyperamylasaemia 1 (0.2} 1 0 [+ 0 [} 0 0 ] 1] 0 0 o -} Q
Hypercholesterclaemia 0 0 o [ 0 [ 1] 0 ] 0 1 {0.5) 1 o [ 0
Hyperglycacmia 1 (0.2) Q 9 1 Q 3 (0.7} o 3 '] 0 2 {1.0]} 1 V] 1 i}
Hyperkalaamia L] Q o] [ Q 1 (0.2} o 1 [} 1] [} 0 o (1] [+]
Hyperlipidaemia 1 (0.2} 1 1] [ 0 1 (0.2) [:] 1 [+] 0 2 {1.0} 0 0 13 2
Hypertriglyceridaemia 0 0 o o Q 5 (1.2) 1 4 a [i] 1] 1] o o o
Hypervitaminosise 0 L] o [ ) 1 (0.2} 1 0 [} 0 0 0 o Q o
Hypocalcaemia 0 0 a ) a 1 (0.2} 1] 0 1 1] 1 {0.5) 1] 1 o o
Hypoglycaemia 2 (0.5 1 1 ] Q [ o L] Q 0 1] 1} o [ o
Hypokalaemia 3 (0.7) Q 2 1 Q 1 (0.2} 1} 1 a Q 1 {0.5) 1 ] [} 0
Hypahatraemia Q Q 1] [+] Q 1 (0.2} Q 0 1 L] a ] 1] (1] [ ]
Hypovolaemia 1 (0.2) 0 1 ] Q [+ /] 0 1] 0 o 0 ] o 0
Increased appetite 2 {0.5) 2 4] [ Q 1 (0.2) 1 0 a 0 1] 0 1] [ 1]
Insulin resistant diabetes 0 ] ] [ Q 1 (0.2} o 1 Q 0 1] 0 o ) o
Iron deficiency 1 (0.2) 1 0 o Q 1 (0.2} 1 0 Q 0 1 {0.5) 1 o [ o
Lactic acidosis 0 4] 1] ¢ Q [+] [} ] Q Q 1 {0.5) 0 ] 1 1]
Polydipeia Q Q Q [+] ] 1 (0.2} 1 0 o 0 1} 0 1} ¢ [+]
Tetany Q Q 1] [+] a 1 (0.2} 1 0 4] Q i} [1] 1] [ Q

* If the sam2 subject in a given treatment had more than one occurrence in the same preferred Gterm event category, only the most severe occurrence is taken.
Subjects are counted only once per treatwent in each row. For the THESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Miseing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug. .

ACTG grader estimate severity as : Grade 1 = Mild, Grade 2 = Mederate, Grade 3 « Severe, Grade 4 = Life-threatening.

MedDRA {v%.0) <oding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Date of Table Generation: 03NOV2006 (08:21)
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Maraviroe Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCRS Tropic Studies

Humber of Subjects evaluable for adverse events maraviroc QD (n=414) maraviroc BID {(n=426} Placebo {n=20%)

Severity Grade+r Severity Grade*
] {%) 1 2 2 4 N {%) 1 2 a3 4
System Organ Class and

MadDRA (v2.0) preferred term
Vitamin B12 deficiency 0 a 1] 0 [:] 1 (9.2) 1 0 o 1} [ ] o k] []
Vitamin D deficiency Q Q 1] o ] ] 0 1 {0.5) ] 1 0 [}
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 93 (2z2.5) 63 24 6 ] 82  (19.2} 50 26 2 3 g (18.2) 22 a5 1 ]
Arthralgia 18 {4.3) 12 8 0 0 22 (5.21 14 7 0 1 § (2.9) 5 1 0 ]
Arthritieg 4 {1.00 2 2 0 Q 0 Q Q [} 0 ] [+] [+ 0 L]
Arthropathy 1 {0.2) 1 o 1] o 0 [+] Q Q 0 0 4] [+] L] 0
Back pain 22 {5.3) 16 s 1 0 21 (4.9} 15 5 1 0 6 {2.9) 3 3 0 0
Bone pain Q 0 o 0 o 2 (0.5} 2 L] o 0 1 {0.5) 1 [ 0 ]
Bursitis Q Q o 0 Q 3 (0.7} 2 1 1} o 2 {1.0) 4] 2 0 [+]
Cestochondritis 0 0 o 0 0 1] [} ] 1] [ 1 {0.5]) Q 1 0 o
Flank pain 4 {1.0} 2 2 0 0 2 (0.5} 1 ] o 1 0 o [+ ] 0
Ganglion i {a.2) 1 o 0 Q 1 (0.2} 1 9 0 0 1] o [ 0 0
Gouty arthritis Q Q ] 0 Q 1 (0.2} Q 1 0 0 [} Q [+] 0 1}
Groin pain Q o o 0 L] 1 (0.2} 0 1 1] 0 '] Q ] 0 0
Intervertebral disc degeneration 1 {0.2) o o 1 0 0 ] Q "] 0 o 9 o 0 o
Joint awelling 3 {o.7) 3 o 0 ] 4 (0.9} 1 3 a 0 o ] [+] ] 1]
Menarthritis 2 {0.5) 2 a 4] Q (13 o Q a 0 1 {0.5) 4] 1 0 Q
Huscle fatigue Q9 Q 0 o 0 1 (0.2} 1 a 0 0 0 L] [+] 0 0
Muscle spasms 13 {3.1) 13 o 1] 0 9 (2.1} 7 2 [} 0 9 {4.3) 7 2 0 [}
Muscle tightuneass Q o 0 o ] 2 (0.5} 2 Q 0 0 o o [+] 0 o
Muscle twitching 1 (0.2} 1 0 o Q [ o o 1] 0 o o 0 0 o
Muscular weaknesg 2 (0.5} 1 [} 1 Q 1 (0.2} 1 ] a 0 a {1.4) 3 [+] 0 1]
Musculcskeletal chest pain 3 (0.7} 2 ] 1 Q o 0 0 i} 0 1 {0.5) 0 1 3 o
Musculoskeletal discomfort 1 (0.2) Q 1 ] 0 o o Q 0 0 o 0 o [1] o

* If the same subject in a given treatment had more than cone occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjecks are counted cnly once per treatment in each row. For the TESS algorithm any miseing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In thie case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate saverity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threataning.

MedDRA (v%.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:R4001027, A4001028. Cate of Table Generation: Q3INOV2006 (08:31)
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Maraviroc Summary of Clinical Safety

Incidence and Severity of Treatment-Emergent Adverge Events (All Causalities}

Phase 3 Treatment Experienced CCRS Tropic Studies

Number of Subjects evaluable for adverse events maraviroc QD {(n=414) maraviroc BID [n=426) Placebo (n=202)
Severity Grade+ Severity Grade* Beverity Grade*
N (%) 1 2 3 4 N (%) 1 2 3 4 H {%} 1 2 3 4

System Organ Clazs and
MedDRA {v9.0) preferred term

Musculoskeletal pain 0 ] i} [\ Q 2 (0.5} 1 1 0 Q ] 0 o [} o
Musculoskeletal stiffness 3 0.7 2 1 1] 0 3 (0.7} 2 1 0 0 3 {1.4) 1 2 4] o
Myalgia 19 (4.6} 14 4 1 0 12 (2.8) 8 4 '] 0 1 {0.5) 1 ] 1] o
Myopathy ] [s] 1] (] 0 1 (0.2} 1 0 aq Q 1 {0.5) 1 [+] o o
Myositis 1 (0.2) Q Q 1 Q 1] o 0 Q 0 1} "] 1] 0 a
Neck pain a {(0.7) 3 9 [ Q 2 (0.5} 1 1 a ] 4 {1.0) 1 1 1] 0
Ostecarthritis 3 (0.7} 2 1 ] Q 1 (0.2} 1 0 a Q Q 0 1] 1] o
Ogtecnacrosis 0 0 0 [+ 0 2 {(0.5) 1 [} 1 a a 1] o [:3 [+
Osteoporosie 1 (0.2) 0 1 [+] Q 2 (0.5} 1 1 a (1] 4] 0 o 3 [}
Pain in extremity 12 (2.9) 2 2 1 1] il (2.6} & 5 o [ 1 {2.4} 3 1 1 1]
Plantar fasciitis Q Q Q [+] Q ¢ Q 0 4] 1] 1 (0.5) 0 1 ] 1]
Rhabdomyolysis 1 (0.2) L] o 1 Q 3 (9.7} 1 0 1 1 a 0 o 4] 0
Rotator cuff syndrome 1 (0.2) 1 Q [+ 0 1 {(0.2) Q 1 1 13 a 0 0 a Q
Shoulder pain 4 (1.0) 0 4 o 1) 1 (0.2) 1 0 Q 1] 4 {1.9) 1 3. 0 a
Spinal disorder 1 (0.2) b o 1 0 o o 0 0 0 Q 0 [} o o
Synovial cyst 1 (0.2) 1 a [ a [+] o 0 g a a [} o o 0
Tendon discrder 1 (0.2 1 ] [ 0 [ 1] 0 0 0 1 {0.5) 1 o o ]
Tendonitis 2 {D.5) 2 [+] o 0 [+] o 0 1] 1] a 0 o o 0
Tenosynovitis 1 (0.2) 1 [+] [+ L] [} 0 0 a 1] 4] 0 "] 3 [}
Vertebral column maes 1 (0.2) bl 1 o 0 [} ] 0 9 0 0 0 o [} o
NEQPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL
CYSTS AND POLYPS) 26 (6.3) 16 5 1 4 20 (4.7} b 5 2 4 14 {6.7) 4 6 3 1
Abdominal neoplasm 0 ] ] [¢] Q 1 (0.2) o 1 Q Q 1 {0.5) 1 o ] 4]
Anal cancer 2 {D.5) 0 1 o 1 3 {90.7) i} 1 a 2 3 {1.4} 0 3 [ ]

* If the same subject in a given treatment had more than cne occurrence in the same preferred term event category, only the most severe occurrance is taken.
subjects are counted only once per treatment in each row. For the TESS algeorithm any migsing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event ih a given treatment for which severity was recorded. ’

In this case, the reported severity is summarized. Missing baseline severities are imputed as grade 1.

Includer data up to 7 days after last dore of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 =~ Life-threatening.

MedDRA (v9.0) coding dicticnary applied.

BFIZER CONFIDENTYIRIL, Includes Protocols:A4001027, A4001028, Date of Table Generation: 03HOVZO06 (08:21)
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Maraviroc Summary of Clinical Safety :

Incidence and Severity of Treatment-Bmergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCRS Tropic Studies

N (%) 1 2 3 4 N %) 1 2 3 4 N i%} 1 2 3 4

System Crgan Classe and
MedDRA (v9.0} preferred term

Anal cancer stage 0 1 {0.2) 9 0 1 0 0 0 Q 0 0 o ] [+] 0 1]
Basal cell carcinoma 1 {o.2} 1 o 0 Q 1 (0.2} b3 ] a 0 o [ 0 0 ]
Benign necplasm of orbit 1 (0.2} 1 0 0 0 o ] Q o 0 o I} o 0 0
Benign oesophageal necplasm 0 o o 0 ] 1 (0.2} i ) [} 0 [} aQ o 0 0
Bowen’s disease ] q 0 0 0 1 (0.2} [} Q 1 0 o ] [} 0 0
Diffuse large B-cell lymphcma 0 ] 0 0 ] 0 ] L] 1] 0 1 {0.5) o [ 0 1
Haemangicma 1 {o.2) 1 o 0 Q 0 o Q 0 0 '] a [ 0 [}
Haemangioma of liver 1 {0.2) 1 o 1] 0 0 ] o o 0 o < ] o ]
Kapoalfe sarcoma 1 {0.2) 0 0 0 1 2 (0.5} 2 0 0 0 2 {1.4) 1 1 1 o
Lipoma 1 {0.2) 1 0 0 0 1] 0 Q '} 0 1 {0.5]) 1 [+] 0 0
Lympheoma 2 {0.5) [+] 1 1] 1 1 (0.2} L] 9 1} 1 1 {0.5) ] [+] 1 1}
Metagtapes to liver 1 (0.2} ] 1 [ Q o D] ] 0 0 o a [ 0 0
Neaplasm Q Q o 0 L) 1 (0.2} L] 1 1} 0 1 {0.5) ] 1 0 Q
Cesophageal carcinoma 1 {0.2) 9 0 0 1 13 1] Q 0 1] 0 0 [} 0 o
Seborrhoeic keratosis 1 {0.2) 1 0 0 0 2 (0.5} 1 1 1] 0 0 Q [+] ] 1]
Skin papilloma 11 {2.7) 10 1 1] 0 a8 (1.9} G 2 1} 0 a {1.4) 1 2 a Q
Squamous ¢ell carcinoma 1 {0.2) o 1 o ] [ 0 ] a 0 1 {0.5) ] [¢] 1 0
Squamoue cell carcinoma of skin 1 {0.2) 1 0 3 ] [} o 0 0 0 ] 0 [} 0 0
Sweat gland tumour 1 {0.2) 1 i} ¢ 0 1 (0.2} o b)) 0 1 0 0 o 0 o
Testicular necplasm 1 {0.2) 1 0 o ] ] o L] o 0 0 ] [+] ] 0
Tengue necplasm malignant stage unspecified 0 o 0 0 L] 1 (0.2} o 0 1 0 [} 9 o 0 o
RERVOUS SYSTEM DISORDERS 136 (32.%) 78 43 6 3 135 {31.7} 83 0 8 4 52 (30.1) a5 24 4 L]
Ageusia a [+] 0 0 ] 1 (0.2} 0 0 1] 1]
Amnesia 2 {0.5) 2 0 13 b 3 (0.7} 3 Q i} 0 ] [+] [+] 0 L]

* If the same subject in a given treatment had more than one cccurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another occurrence of the same event in a given treatment [or which severity was recorded.

In this case, the reported severity is summarized. Mipsing baselinhe severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Sevare, Grade 4 = Life-threatening.

MedDRA (v2.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generaticn: C3INOV2006 (08:31})
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Incidence and Severity of Treatment-Bmergent Adverse Bvents (All Causalities)

Phase 3 Treatment Experienced CCR5 Tropic Studies

Numbar of Subjects evaluable for advarsa avents maravircc QD {n=414) maraviroc BID (n=426) Placebo (n=209)

3 (%} 1 2 3 4 ) (%) 1 2 3 4 N %) 1 z 3 4

System Organ Class and
MedDRA {v5.0) preferred term

Areflexia 3 (0.7} 3 o [+] a 2 (0.5) 2 0 1] (] a 1] o [+] 4]
Balance disorder 2 (0.5) 1 1 4 2 1 (0.2} 1 0 Q [ ] 0 1] [ ]
Burning msensation 3 (0.7} 2 1 [) L] [ ] 0 ] [ ] 1} 1] [¥) o
Carpal tunnel syndrome 1 (0.2} 0 1 [} 0 [+ o 0 4] [} 0 0 0 [} 0
Cerebral haemorrhage 1 {0.2) 0 1 o 0 o o 1] 0 ] a 1] ] ] 0
Cerebrovascular accident 1 (0.2) 0 [+] [+] 1 1 (0.2} 4] 0 ] i [i] 0 0 [+] Q
Convulsion 3 (0.7) ] 1 1 1 1 (0.2} o ] 0 1 0 0 o [ ]
Depressed level of consciousness 1 {D.2) 1 o ] 0 o 0 0 0 L] a 1] s} o aQ
Disturbance in attention 3 (0.7} 2 1 ] ] 3 (0.7} 2 1 ] ] 3 (1.4) k| [ [+] ]
Dizzinaes 39 (9.4) a5 4 o 0 a4 (8.0) 27 [ 1 [+] 14 6.7 Ll 5 [+] [+]
Dizziness postural 5 {1.2) 5 Q o i) 1 {0.2) [+] 1 0 [ 2 (1.0) 2 0 ] 49
Dysaesthesia 1 {0.2) 0 1 o 0 o ] o 9 [ 9 0 0 o 0
Dysarthria a 0 0 o 0 [} Q 0 Q (1] 1 {0.5) 1 0 [+] Q
Dysgeusia a3 {0.7) 1 2 [+] 0 i2 (2.8) 11 1 Q (] 2 (1.0} 2 1} [+] [s]
Dyskinesia Q 0 Q [+] 0 [+] 4] ¢ ] ] 1 (0.5) 1 a ° [+]
Epilepsy 1 {0.2) 0 1 o ] 2 {0.5) ] [\] 2 [] Q 0 a ] ]
Facial palay 0 i} 0 o 0 1 (0.2) 1 o 0 [ o 0 o [ Q
Beadache 61 (14.7) 42 15 3 1 54 {12.7) 47 ? Q [¢] 32 {15.3) 20 11 1 ]
Hyperaestheoia 5 (1.2} 3 2 [+ 0 o o [} ] [} a 1] o [} ]
Bypoaesthesia 10 {2.4) 7 3 o 0 11 (2.6) 10 1 9 ] 2 1.9 1 1} 1 Q
IIIrd nerve disorder 0 0 0 [} 0 [} 0 4 0 [} 1 (0.5) 0 1 [ Q
Lethaxrgy S {1.2) 2 3 [+] 0 4 (0.5%) 3 Q 1 4] 3 (1.4) 1 Z [¢] ]
Loss of conscicusness ¢ 0 [+] Q Q 1 (0.2) [+] 1 Q [+] 1] 0 0 [+] 4]
Mamory impairment 2 (0.5} 1 Q 1 0 ] [+] ] Q [¢] 2 (1.0) 1 1 ] o
Mental impairment 1 (0.2} 1 0 [} 0 [} a 13 L] [+] 9 0 o [+] 0
Migraine 4 {1.0} 0 4 ] 0 1 {0.2) [ 1 Q [+] 1 (0.5) 0 1 ¢} o]

* If the same subject in a given treatment had more than one occurrende in the same preferred term svent category, only the most severa occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experienced another cccurrence of the same event in a given treatment for which severity wae recorded.

In this case, the reported severity io summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last doee of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA [v9,0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028, Date of Table Generation: 03NOV2006 (08:31)
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Maraviroc Summary of Clinical Safety

Incidence apd Severity of Treatment-Emergent Adverse Events (All Causalities)

Phase 3 Treatment Experienced CCR5 Tropic Studies

Number of Subjects evaluable for adverse events maravirec QD {(n=414) maraviroc BID (n=42§)

Severity Grade+ Saverity Grade* Severity Grade*
R (%} 1 2 3 4 N (%) 1 2 3 4 N (% 1 2 2 4
System Organ Clase and
MedDRA {v5.0) preferred term

Nervous system disorder 1 (0.2) o 1 ] o ] o 0 ] [ ) 0 0 ] ]
Neuralgia 1 (0.2) 0 1 [+] ] 2 (0.5} 4] 2 [s] ] i} 0 ] [+] Q
Neuritie 1 (0.2) 1 o V] L] 4] 0 o 0 [ ] 0 0 [ ]
Neuropathy 4 {(1.0) 2 2 (o] 0 4 (0.5} 1 2 1 [+] 2 (1.0} 1 1 [¢] [+]
Neuropathy peripheral 9 (2.2) 4 4 1 0 g (2.1} 3 2 1 4] 4 (1.9 2 2 ] Q
Paraesthesia 11 (2.7) 10 1 o ] il (2.6) 1a 1 [s] (1] 5 (2.4) 4 o 1 Q
Parkinsonism 0 ()] ] ] ] 1 (9.2} ] 1 0 [ g 0 o [ 0
Petit mal epilepsy 1 {0.2) 1] 1 o 0 o ] o a o 9 0 i} o 0
Polyneurcpathy 2 {D.5) 2 o [ 0 1 (9.2) 1 0 ] [ 1 (0.5) 0 1 [ ]
Poor quality sleep 3 {0.7) 2 1 [+] 0 [} ] 3 ] [+] Q9 0 '] [+ 0
Posychomotor hyperactivity 0 0 a o 0 3 {0.7) 2 1 Q [+ aQ 0 0 o 0
Radicular pain 0 0 ] ] 0 1 (0.2} 1 0 ] [ ] 0 o [ ]
fRadiculapathy Q 0 Q [+] 0 1 {0.2) s} 1 Q [ 4] 0 0 [+] [+]
Restless legs syndrome 2 {0.5) 2 Q [+ 0 2 {0.5) 2 o L+ [} a 1] 0 [} 0
Bciatica 1 {0.2) 0 1 [+] Q 2 (0.5) (4] 2 [s] [¢] 1 (0.5} 1 o [+] [
Sedation (1] 0 [+] (] 1] 2 {0.5) 1 (] 0 i 1 (0.5) 0 b o] Q
Senpory disturbance 0 0 0 o 0 1 {0.2) 0 o 1 o 1 (0.5) 1 ] o 4]
Sinus headache 2 {0.5) 0 2 [} 1] 3 {0.7) 3 [ 9 [+] ] 0 1] [} ]
Somnolence 7 {1.7) 6 0 1 0 [ {1.4) % [} 0 [} ] 0 1] ) 0
Speach disorder 0 0 Q [+ 0 1 (0.2) 1 13 o [+ 1 (0.5) 0 0 1 L]
Syncope 2 {0.5) 1 1 [+] 0 3 {0.7) 4] 2 Q 1 2 (1.0) 1 1] 1 ]
Transient ischaemic attack 0 0 Q [+] 0 [+] 0 [ Q ] 3 (1.4) 0 1 2 o
Tremor 5 (1.2} 5 0 [} 0 6 (1.4) 4 3 2 [+] [ 0 1] [ b
Trigeminal neuralgia (] 0 Q ] 1] 1 {0.2) 1 1] 0 [o] Q 0 a [+] ]
Visual field defect 0 0 0 ] o o o 4] L] [ 1 (0.5) 0 1 Q 0
PREGNANCY, PUERPERIUM AND PERINATAL CCNDITIONS 2 {0.5) 2 [+] ] 0 o [+] (1] 0 [+] 0 1] 0 o] 4]

* If the same subject in a giwven treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjecte are counted only once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unless the subject
experiencaed another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the reported severity is summarized. Missing baseline geverities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA {v$.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protecols:A4001027, A4001028, Date of Table Generation: 03NOV2006 (08:31)



Table 3.4.3.3 Page 28 of 38
Maraviroe Summary of €linical Safety

Incidence and Severity of Treatment-Emergent Adverse Events (ALl Causalities}

Phase 3 Treatment Experienced CCRS Tropic Studies

N (%) 1 2 3 4 N (%) 1 2 3 4 N 1%) 1 2 3 4
System Organ Class and
MedDRA (v2.0} preferred term

Pregnancy 2 {0.5) 2 0 [} 9 [+ ] 0 9 0 ] o o ] o
PSYCHIATRIC DISCRDERS 68 (15.4) a5 23 4 Q 68 {(156.0) 44 21 3 Q 27  (12.9) 17 8 2 [
Abnormal dreams 8 (1.9} 4 3 1 0 3 (0.7} 1 2 L] 1] 2 {1.0} 0 2 1] 1]
Affective discrder a 0 ] ¢ ] 1 (0.2} 1 0 0 Q 1] 0 o o ]
Aggression 0 9 Q ¢ Q [+] o 0 Q 0 1 {0.5) 1 0 ] 4]
Agitation Q 0 o [+ Q 1 (0.2} o 0 1 0 1 {0.5) 1 o [ 4]
Alccholism Q Q Q [ Q 1 (0.2} 1 0 Q 0 1} 0 0 ] o]
Anxiety 8 (1.9) 5 2 1 0 12 (2.8} & 5 1 ] 5 {2.4) 5 o o Q
Apathy 1 (0.2) 1 o (] Q [+] o 0 ] 1] aQ 0 [} ] Q
Attaention deficit/hyperactivity disorder 1 (0.2) 1 ] [ ] [+] ] 0 ] 0 1] 0 o [ ]
Confugional state 1 (0.2) b 1 o 0 o 1] 0 Q 1] 1 (0.5} 0 1} 1 0
Cyclothymic disorder 0 0 o ] ] 1 (0.2) 1 0 a a 0 1] o o [}
Depressed mood 1 (0.2) 1 o o 0 1 (0.2} a 1 1] 0 1} 0 1} ] ]
Depresaion 13 (3.1) 4 8 1 9 14 (3.3) 5 8 1 0 & (2.9} 0 5 1 ]
Disorientation 2 (0.5) 1 1 [+] Q 2 (0.5} 2 0 o] [ o 0 1} (] [+ ]
Dissociation 0 ] ] [ Q 1 (0.2} o 1 ] 0 0 0 o ¢ ]
Dysthymic disorder 0 a a o 0 1 {0.2) aQ 1 aQ ] a 0 o o [+]
EBuphoric mood 1 0.2y 1 o ] Q 1 (0.2) 1 0 0 0 a 0 o [ o
Excitability ] a o [+] a 2 {0.5) 1 1 L) o ] 0 0 [+] [+]
Hallucination 2 (0.5) 1 1 ] L] [¢] ] 0 ] a a 0 o ) ]
Hallucination, auditory 1 (0.2) 1 0 [ a [] ] 0 ] ] Q [1} o [ a
Initial insownia 0 Q [+] [o] ] 1 (0.2) 1 0 [+] [ a 0 1] [+] 4]

+ If the same subject in a given treatment had more than one occurrence in the same preferred term event calegoxy, only the most severe occurrence is taken.
Subjects are counted cnly once per treatment in each row. For the TESS algorithm any missing severities have been imputed as grade 4 unlesa the subject
experienced another occurrence of the same event in a given treatment for which severity was recorded.

In this case, the repeorted severity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Mcderate, Grade 3 = Severe, Grada 4 = Life-threatening.

MedDRA (v5.0) coding dictionary applied.

PFIZER CONFIDENTIAL Includes Protocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:31)
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Incidence and Severity of Treatment-Emergent Adverse Events (All Causalities)

Phage 3 Treatment Experilenced CCRS Tropie Studies

Number of Subjects evaluable for adverse events maraviroc QD (n=414)

Placebe (n=209)

Severity drade+

Severity drade+

N (%) 1 2 3 4 X {%) 1 2 3 4 N (%) 1 2 3 4
System Organ Class and
MedDRA (v9.0) preferred term

Insomnia 23 (5.6} 13 @ 1 Q 29 {5.8]) 23 8 o 0 ] {4.3) & 1 Q ]
Likide decreased 4 (1.0} 1 3 ] ] 1 {0.2) 1 ] 0 0 ] ] [\ Q [+]
Losg of libido 1 (0.2} 0 1 b ] 0 o 4] [v] 0 4] a 1] b o
Mental atatusg changes [+] Q Q Q Q 1 {0.2) o] 1 0 0 [+] (4] a 4] ]
Mood altered Q a ] 0 ] 1 {0.2) 1 [s] 1} o Q 9 Q Q [+]
Mood swings 1 {o0.2} 1 o 0 a 1 {0.2) 1 0 4] 0 Q a a 0 o
Nervousness 2 (0.5} 2 o 0 ] 0 [} 0 ] 0 1] ] 0 Q [}
Nightmare 3 (0.7} 2 1 2 a 1 {0.2) o 1 o 0 i {0.5) 1 Q ] ]
panic attack 1 (0.2} a 1 Q o 0 [ o 0 [} o [} a 0 [}
Restlessness 1 (0.2} 1 0 ] ] ] [} 0 [+] "] [+] o ¢ 0 1]
Sleep disorder 9 (2.2} 7 2 i) o 6 {1.4} 5 1 0 0 3 {1.4) 3 ¢ Q 4]
Stress [ 1} Q 0 Q 0 @ Q 0 0 1 {0.5) 1 [+ 0 Q
sujcidal ddeation Q o o 0 Q 1 {0.2} 1 ] o 1] [ Q [ ] o
RENAL AND URINARY DISORDERS 36 (8.7 22 1i 1 2 45 (10.6} 26 15 2 1 1z {5.7) 7 4 0 1
Bladder pain 1 {0.2} 1 o L) ) b o Q 1] 0 [} Q [ 0 o
Chromaturia 2 {0.5) 2 ] ] [*] 3 {0.7} 2 1 o 0 0 ] o Q 1]
Dysuria L] (1.4} & o 0 ] 11 (2.6) g 2 o 0 1 {0.5) 1 ] 0 ]
Haematuria 4 {1.00 3 1 0 1) 2 (0.5} 2 ] 1} 0 2 {1.0) 1 1 bl ]
Micturition urgency 0 0 [} 0 a i (0.2} [} ] 1 0 b {0.5) 1 [} 0 [}
Nephrolithiasis 6 {1.4) 1 3 0 2 3 {0.7]) Q 1 1 1 2 {1.0) Q 2 Q Q
Nocturia 6 {1.4) 4 x 0 0 K {1.5]) 4 3 [} ] 1 (0.5) 1 Q Q L]
Oliguria [s] a [ 0 9 1 {g.2) 1 [+] 1] [1] Q Q ] 0 ]
Pollakiuria 4 (1.0} 4 Q ] Q € [1.4) 3 3 0 0 2 {1.0) 2 (1] 0 Q
Polyuria Q aQ 1] 0 o 3 {0.7) 2 1 1} 1] 2 {1.0) 2 [} Q Q

* If the same subject in a given treatment had more than one occurrence in the same preferred term event category, only the most severe occurrence is taken.
Subjects are counted only once per treatment in each row. For the TESS algorithm any wmissing severities have been imputed as grade 4 unleas the subjact
experienced another cccurrence of the sama event in a given treatment for which severity was recorded.

In this case, the reported ssverity is summarized. Missing baseline severities are imputed as grade 1.

Includes data up to 7 days after last dose of study drug.

ACTG grades estimate severity as : Grade 1 = Mild, Grade 2 = Moderate, Grade 3 = Severe, Grade 4 = Life-threatening.

MedDRA (v9.0) coding dictionary applied. :

PFIZER CONFIDENTIAL Includes Proteocols:A4001027, A4001028. Date of Table Generation: 03NOV2006 (08:31)



