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RAZXRE LE 1 HEBR (A-J101 RBRY)

A-J101 FBRIZ, 20 LA E 40 BRI D B AN A B A xtg & Ui B—hgk, B—MAE, Fs
B, FETBRAABR (BIEWBREEL : 104) T, EAN® 1 R TEM L7-, DTaP-IPV DEREE - R
FEiX. 18 0.5mL % ERaflAlEIic R THERE L Lz,
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27 ABBRMREME DD-687

1.1.3 FHEAE

1.1.31 REUFBEERVUZTOESR

A-1201 R KR O A-J301 REBR T, FRBRCHE LEFROBREKOTHIEE & L OB 288MIcE
S, RRU I/ FUBEBRICRRALEAESSY [ANMAEESESR) | (BEAESES . [EEE
BFESFZ RO TEERFEER] OEBICHEL THE LT,

BT 7 F 888 L O RRBRIL, IBRECEMIERSEEM [BER L) T TEHEH Y |
THEL., BEHV ] LHEINEEEESY RIS CERLE. EFHMBERBICEIT S TRIK
Ja) AT DWTHEHEE L7z,

FEFROMMIER., ERRUBEMHE X 21077,

R2-AERROMERE. ERERUHERAM (A-J201 FER. A-J301 EHER)

£ HMHEE OREEM
HEEE %
A-J201 A-J301

ENEMEEEER ABRUIFUEEBERI0UNICEBELEEE & EEfER & EEER

ELBEUEEER 30 AR 30 LI
BEEEER ERREERUVHERERRICHONLOHERSE &EEER £ EIEER
GIstEpf. £8 ARBShTWAERTHY. I DREDIF 7 HELA 7 BRLRE
%) CEBYANSERB7THRETIZRBELE-FE

%3

BEINNUEEES (MedDRA EXEE)

SESTERGIAASRE., SESTERAIAIBE. EHTERGIIERR.

SESTERRIRERS

BELEMEEESR (MedDRA EAKEE)

FE. EH., E, MER. BEER. S50,

TH. £5ERBL. &5 %S5 EEL. RBC.

F S EREC, ERPC. M. 8iF
ERTEEEER BEEEERUNOEZRELT. BBIIFY EEEER £EiEER

BEYAMERBRTHEEL-BETIZEEL 30 BN 20 BLA

-HEEZR
BEELAEES  ABRPEDCRBLE-HLDIEEEZNS 5, BB SAEREARS

EIZED3D]. TE@mzENT IO, TA
BOLOARIIEIARPEROERNBDEL LS
L) . TKEMRISEELES - HETE(C
fEdtDl. TERXREREREXRTHO). XEFTE
BELEFHER] (CRALE-FEER

a IEMEEEZRUVEEINSEUEEERIL. A-J301 HERTIE DTaP-IPV XL DTaP {EEBOA EXE E L -,
b £BMRBRULEMFSEEIL. ARV BB TOAMEEEESOEEE L.
¢ BE. FOERERUVERSIE. ARV RBTOXSEEEEZOERE L=,

13



274 BENREEMN DD-687

A-J201 B R N A-1301 BRBATIX, V27 FUBERORERIG L LTHLNTWSELR% CRF KUK
BREASHCHONUDRERL, WRUV 7 FUEBLYANLERE T AR ETINE L, ZThoDHREL
FESEOSL, BRELEMUIBROEEMICI VEEERL LTRESN-EL2FEAEER
CEEL, FREASEFRIEFTMEAOEEFMOBFEREFFRIISEL. 205 bIFEEHEE
EHEBIZOVWTIIIRRY 7 F U EEHBMICER L BER2 255 & Liz, 728, CRF RUOWHRER
HICHONUDERHEINEEROI L, IFRUY 7 F U ERS AR P LERBRTRELZAE (A-J201 5%
BRCIIBEEfE 30 Af%. A-J301 RERTIIEETE 20 A1) F CICHBLLIZERIL. CRF RUMHERE AFEICH
ENUDREH LD ERL AL G ERESFSRE L TEF Lz,

A-J201 RRKR N A-J301 RBR Tl EARAEFROBERVOIFRFEAEEROBEHRIHRRRAT
—MBERDERH DI EERE, AROFMAFETER L, 28, A-J301 RERTIX, RIREEESE
& T O B ST A E 53 DTaP-IPV XX DTaP B0 L 2% & Lz,

A-J101 RBRTid, FEEL, BEARE., M F0 4 (R, mE. IR ROMEEZFME
B& L, AEFZIL. BIRS EHEMM) RO2HMRISICHE U TRHME LT,

1132 HEeHT—2OREFE
A-J201 REE R N A-I301 RERTiL, RO FIETHESRYNE LT, FEFERIIOVT, RO
B, EEE. RRU 7 FUER L ORRER, OE. REBRPIE S ORBEMEEZIE LT,

BNRsEA EER .

TEBRE(EEM ISR HEEMIL, RELIRR Y 7 F 8% 30 HRBE L., BBtAEEESD
HiE%R CRFICEEH L7, 728, A-J301 RERCTIL. DTaP-IPV X DTaP RO L AIFE R EE R %
IV L7z,

BEAEER:

BIRBR Y 7 F RS, FOIREEL, BEREYAOLERE T BRE T, TOHOEREER L KR
BIESEAL, SR O2HMOBTRORKERUIEEERUEFRICATH0E (A LiziaE
EE) Z0WTC, FHERE BRICR&E L, SRR, IRREEEM USRS ER I IRRE
EFREL, IREEC LI > THRE R R INZFEERIIOWVWTHRL, 7—F % CRFIC
FEER L7,

ERBRCTHE L FEENTNAEFR2R VR ELFHAEFLOMBRUOEREEREY ThT
R 3K UER 4ITRT,

14



2.7 4ABRKRMREM DD-687
RI-FEIHNBHNEEEZOHERVEEEREE (A-J201 RER. A-J301 BER)
MedDRA REEER REEOSERUER
X DORE
(A-J201/A-J301) Grade 1 Grade 2 Grade 3 Grade 4
ST ERE/CESTEME  ESEMIEHI oS ESEGIEALS  ESLBZE EEXIEHER
(Injection site [E9% EFIZEBMARE REEFISHELE AT EILTLWE 0OES. XiTE
pain) R&H D Y. BoUT2 O%ZIEHD)EN B XEIFEHEE
< T3
SESTERLATRE BFGEFEE  REASOMNDS EEMN 20D E&H=250 mm BEXITEGTE
(Injection site #IBE <20 mm <50 mm OEF. XIXE
erythema) EXIEFHEE
T3
FESTER ML ERR IERR.ESTERE  REBAAOMDS EEMN 205 E&H=50 mm BEEXIS R
(Injection site FERR <20 mm <50 mm mER. XIEE
swelling) ERITFHEE
ERA)
SEFHERRIRESE B X5 RENOAS EEMN 20,5 EEH250 mm BEREXTHHEYE
(Injection site EsE <20 mm <50 mm 0EE. XIE
induration) R XEFHEE
T5

a EEEEEORAETANRBRE AL RBRTRENARLGIA . GRBTCOEEEOAERUEREIRA—TH 5.
b A-J201HERTIL Grade A, B, C, D ZHl = (BEIXA-J301 HEREH£E) .

R4-BELENATEROABRVEEEEE (A-J201 5B, A-J301 EHER)

MedDRA lgz)ggat REEOHERUER
EXHE (A-J201/A-J301) Grade 1 Grade 2 Grade 3 Grade 4
FEn 158 %8 37.5°CLlE 38.0°C L.k 39.0°C LED4E  39.0°C LLED
(Pyrexia) 38.0°C ki 39.0°C k35 BNTHUTO EBA2BULEOD
gt EMNERt 24BMIIZ1IEY 24BfIc25T 246 Il £HEEHMT
(Vomiting) —-F Ev— FOIE V— FLLDIE
i 24 BRI B 24 BFRGLLE
DERNELEE  OBRIRNEEX
BYT5% xEhRY—8
BEETD
ME BEENBY 1ERBUR 1~3 B IBEEEZS -
(Crying) B
{EER {EER .~ {BHR BELVEERE BEOBMLE FCERLTL -~
(Somnolence) ARL, BE~0 BRLTWS.BE . 8KIESC
B A AT LY ~FERRIL & AR

15



2.7.4 BBERHMIR M DD-687
MedDRA lﬁgéﬁ REEODERUEEK
EXR (A-J201/A-J301) Grade 1 Grade 2 Grade 3 Grade 4

BAUEHE BETERBY BEENLELE BEOFSOEB [FLAERSEL -
(Decreased iR W3 B gAY

appetite)

S TR GHRE FTCBHOHONADE SSHICEENL BHOEShEL -
(Irritability) 13 BEThd

T# TH. TH S5ELUT HNH 6-8E HOMHE 9ELUEHO LEHEEHNT
(Diarrhoea) {EEISEmM Bl %t HEEEZE M

2B%KYS (Rash R$ /%5 BEEEILGL BEETETS EIEEBIER -

generalised) &/ S

%% (Rash) b

EWD BERT/BERE CREREEILV 1BUTO®RE 2BLEDRE —
(Urticaria) ? BT £ET3

EBHZ S EiE FOERGESE BEXXXEBRMO BLOXIEILEE BLOXIIEE -
(Pruritus LN S ES5E FS5E BEoZSHE BEDZSETH

generalised) 2  fE YEEEFEICX

% 5 ERE [EHy
(Pruritus) ©

o7 1790 BEXTAEZ2E RERORE:X EBMNAEZE -
(Cough) =3~ 4 BE¥3 )

2R Bk BR BEXIAEZE EBERBOARZE ESBENAREZE -
(Rhinorrhoea) e B35 EE)

a REBEMEPRUVLEMFSEEK. AR EBRTOAITEEEELKOERE L,
b BB, F5EE. RUBRSIE. AV R TOAMEEEEESOEE L L.

HERAEFR
BOUIRFER L. CRF RUHBRE REEICH O UDRHENT-FLRUNTEU 7 F UEREY ANS
ZHRBRTHE LB (A-J201 RBATIIEERE 30 B, A-J301 RBRCIIEFE 20 HE8) ETIIRHALLE
EELLHBRE BFSICTH&E L,
BRI, IERBELEMIIERSBEEMIIERE ZZE L. BUIREEIC L > THERE B
ICREB SN A EFRICOWVWTHR L, 7—# % CRFIZF& L7z,
ERBRCTHE LILEREREFROBEREEREELE SITFRT,
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274 BERAREM DD-687
®5-EBFCHESEROEEEEE (A-J201 FRER. A-J301 HER)
an EFEOSERVEN
Grade 1 Grade 2 Grade 3 Grade 4
A-J201 SRER
RERSFROEEEEE(CEHS HEINNCEEEROEEEREE (R3) IZELD
HHIBRFRE (EESHE) OFEE
%
TEUNOBERRE (BEHRKL 0 2 BEOBRRE hEEORER BEORRRRE EEXIIEGY
FEER (EEHM) 0F b EEHG) o 2 (EEHG oF 0BF. XiTE
BER BEEER BEZ ., XIFFEHEE
35
2ENRRIGOEEER (BEEEE BEOHEEZR FEEODEEE EEOEEEZR £%%8H,T.X
RERO BERICAREE Aommnn ol
SHLRITERS BEBOAR. B ity ¢
BWEERREY BRFRAE.JE  Interventional
SREERE BEMAEEE radiology (IVR) SHTEHGEE
ER-) SEOCGERE TR0 BT
RRE/FHE  HDOEROS
EEETIHEE fgHELLS £0E
HEREET S BEORBLE (B
& VR AEN
NREE Filvia
E) 28T 3
A-J301 SRER
BEOKESOERDOEBENAET RBEGESSROEEERE (R3. R4) IT#LB
BTEEER
FERUNDEEER BEOEEER hTEEOEEE EEOHEER £&H%8HIH
BiE BERED ABEX B8R g"??gﬁ‘;ﬁﬁ
BESEEFRT. BEROKE- AR /BEEE ﬁgﬁggg
BEOVENELY  BFTMAERE RS @Wmn
0., RFEEERE SEMAAENY REEARFEN /B DMDEE
HoHO = NREBELEED 4L, Edhhk
SEIR RITRRAE
(Bl REFES
[EEREEIE. MR
ABERUES N
MELRSEMND
EHEENTE
%
BEELREEESR .

BFORMEERE T, WRIBEEZE L TEERAESFRICETOHFREINE L. FHE L7

17



2.7 4 BEERHAIREH DD-687

A-J101 FRBRCIL, DTaP-IPV#FEE ) L ERBREK TRFE CTOFEFLITONT, & - i, &
Bl A ZAYA 2 (IE, BRI, FBEROEE) | BERRE, TOCRERERFSICLIVAEL
72, DTaP-IPV #2758 R OBBERF I CHBRE \CRBERAE B i 2 22f L, HBRE I BRE D b BERRE (R
14~17 BH1%2) ORIE £ TORATKG., 2FEREE MERROFEBICOW TREAERFEIEREZT
B L7, RREEEMUIBRSEEMIT, BERAERFLSB MR EZTV. AEFROFELH
LT, 72, RFTRIGOERB O 5 HIEFEMIALEE, EFEAER R CVEFEARERFSIZ OV Tt &
KER% CRFIZFH L7z, BIC OV T, | BIZEHKERHE SN TV IEE. KEAE% CRFIZET
#HL7,

P -2, LE. PREOEREBORIEIZ, BREBRTR ., BEA OB R O 30 5% (R
30BN OERE 0 %) B2 B (BRE2 A OEE 3 BR) RUEHRER (B 14~17
R#) OFRFRFRICER Lz, FEORERVERAREIZ. BEEAMB, B2 BRERUEERERIC
EhE LTz, '

11.3.3 T—45EF
FRET SRR AR
FERBR COREMEMITHIRERADERZ U TITRT,
o A-J201 RABR
BRICEFESNIHEREO I B IBRU 7 F o2 IRLER SN - HRERVEEES
DOFRE - BEE LS ITO T ENTERD S LHBREZ RO TZHBRE O2E

o A-J301 RBR
HEAILENTZHRRED I b, IBRY 7 F % | B THERE SN HHREDOLEK

e A-J101 RBR
BBRICEGINTHERED Y B, IRRU 7 F L 2B INZHREO2(K

— AR R R Tk
ETORROZEMFATI, REMITNRERIC OV TREBRFFANTIT o 7o,

BBEOANR

A-1201 RBER N A-J301 RERTIE, WIRIGEZE T LoEBRE. WBRe Pk LagBRELT NP Ik
i, #ESRE L BEMREORMOBMICEREZ PIE LRET N H BB R OEMGRELET L
THEBRE ORI EEN L VIR CEBICER I NIRRT 7 F U 2SR E SV THIF LTz,

18



27 AR DD-687

RERI

A-1201 SRR R N A-J301 RER T3, RIBBRY 7 F o OHFER 2 L ICIRE SN -5 OEELEH
L7z, F£72 A-J201 RERCIZ DTaP-IPV @ | EIB#EfE L 2 B H#ERE, 2 RIB B L 3SR B, 3R
L 4EBEROMOERERMRE (B3 . A-J301 3B CIX DTaP-IPV it DTaP @ 1 BIB#RE & 2 8
HiZfE, 2EBERE 3R BHEE, 3EAEREL 4EEEROMOERERR (B ¥z oPV 75
EARXIZOPV O | BIEERE L 2B EEEOMOEERR (A% oW TERHtEZEH L,

A DRERHFER R B E R

A-J201 BB N A-J301 RRBR Tld, N— R T A VRO A DHFHERESE (R, FHLOMER) 12
OWTRERFEFEZE N Lz, 72 A-J301 :RERTid, DTaP-IPV X% DTaP & Hib UV 7 F > D [RFF#E
B2 HREORS %, RNFERORY R UER T LIz | B BEER, 2 F BEERE, 3B BiEE
B, WIEISE (3 EIFFFEERE) BF, 4 [ R GEMGE) REROEEIR 4 BIRRERE) TEHLE,

ZeMEFE

A-J201 BB R N A-J301 RBR Tl AEIEER 7 A UNICRA LZHFEAEERE O ERIRGIC
DN, FIESRER R ONBINGE R ORI BRI TORBRELZE N Uiz, £z, RIREH
B BRI N B CORBRE LB Uiz, R ER EF R R OIERFERIFNZ DUV T,
A-J201 RBR TIXEEHERER 30 BUNICRB L-HEELRAESR. A-J301 R CIIAEBERER 20 B
URNIZHBE L ZHEERVBEERAEER YRS L L, FIEIGRER K OBINGEER OFIREN
WCEREERNTORRELZEH Lz, A-J301 B TIE, BEZ L ORI 2 T DTaP-IPV XX DTaP #
FERFOFE R N OPV 7T AR XL OPV @ 2 BIEERFOFRE R Z R LT,

BRHEPICRBE L ZEERAEERIIOVWT, BEERUHBREDO—BE Lz, £/, BT
IEZEAIFEBFRICOVWTHREEAERUHERED—BEZR LTz,

ERICR U2 RERION A T, EEREEFR2 L2 TOREFRO—ELR LT,

A-J201 EER K N A-J1301 BBRTlE, AEFLOTARZITILZEN L1 MedDRA version 14.0 BT
MedDRA version 13.0 & V72, ARBRIRAVZ MR T, BB CTHEBZ M —7 5 72® . MedDRA(/))
version 15.0 ZFAVWTH I —F 4 V7 LIzfERER LTz,

A-J101 RRERTid, #BRE OWR, BERI., ARREFH R OEEERF TR OZ2ETHME O X EE
IZOW TRt EZ N LTz,
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274 BRERAREH DD-687

12 2RMTERERR
1.2.1 HEREBEDOAR

1.2.1.1 /hNR
A-1201 RERTIL, BERENTZETOWHERED DTaP-IPV 2072 < &4 1 EiERE & /-, DTaP-IPV %

B SN2 TOHEERE 115 0l ZeMMT st EH & L7-[Module2.7.6 X 8], MBI THREMRE
AEBRE 0L, FIEIRE T 115 F, BMEE IR 11 fITHo7 (FT76. F£77) .

REMMBITR REROWERE ONFRIIR 6D LR THY . 115HIF 114 4] (99.1%) 1FIEHREE
SET L. 11161 (96.5%) A BMGEEZFET Lz,

1RBRZ L L BRERIZ461CThH Y . PILRBIONERIZ, PIESRE 1 6], FEGRE & EMRE
OEOHM 3B TH o7z, 2EMZEL TAEERORIICI 2H I AR» -T2,

F6-HBREOAR - REHMBITHRER (A-J201 RER)

A-J201
(N=115)
Subjects completed primary series . 114 (99.1%)
Subjects discontinued during primary series 1 (0.9%)
Subject's/Legal representative's decision 0
Reason for permanent discontinuation
Adverse event 0
Poor compliance to protocol 0
Lost to follow-up 0
Other 1 (0.9%)
Subject discontinued between the end of primary series and
booster vaccination 3 (2.6%)
Subject's/Legal representative's decision 2 (1.7%)
Reason for permanent discontinuation
Adverse event 0
Poor compliance to protocol 1 (0.9%)
Lost to follow-up 0
Other 2 (1.7%)
Subjects completed booster series 111 (96.5%)

Primary series: Visit 1 to Visit 7, Booster series: Visit8 to Visit10

Visitl: 1 B B #58, Visit73 BIEBERE D 1 » A%, Visits: 4 Bl B #H, Visit10: Visit8§ O 1 » A

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_dis_dispo_j201 s t.sas
OUT=REPORT/OUTPUT/274_dis_dispo_j201_s_t_i.rtf (160CT2012 - 19:00)

20



274 BBENESH DD-687

A-J301 RERTIE, EIER(L SN T-EBRE 377 ] (ARE248%], B 12941) LV BREEOREER 14
TR ARE 248 ). B RE 128 Bl 2 BRAMMITHRER & L7z [Module 2.7.6 & 5], #iBIToREME
SR ERE ST, AIESRE T ABE 248 B, BEE 128 5, BISRE TIT ABE 244 61, BEE 12561 TH
o7 (E81., £82) ,

RN RERMOERE ONFRITR 71O LBV THY, ABETIT 248 6% 2451 (98.8%) . B
BECIX 128 BilH 125 151 (97.7%) BFIEIFIZEZFET L, A BETIL 242 6] (97.6%) | B BT 125 61 (97.7%)
PIBMGEEET L.

1RBRZ WL L7 9B HuT, AR 6Bl BEE3BITH Y, FILEEIBIOWNRIL, A B TIEIAIERE 3
B, WEfE L BMREOR ORI 1§, BinfkE (BEE%R) 246, BECIIEREZEIfITHo T,
EHMEZEL CHEFRORRICLAFIEIT. AB 26, BE1HITHoT,

R7-HBREOAR - REMBTHRER (A-J301 HER)

A-J301
Group A Group B
(N=248) (N=128)
Subjects completed primary series 245 (98.8%) 125 (97.7%)
Subjects discontinued during primary series 3 (1.2%) 3 (23%)
Subject's/Legal representative's decision 1 (0.4%) 1 (0.8%)
Reason for permanent discontinuation
Adverse event 1 (0.4%) 1 (0.8%)
Poor compliance to protocol 1 (0.4%) 1 (0.8%)
Lost to follow-up 0 0
Other 1 (0.4%) 1 (0.8%)
Subject discontinued between the end of primary series and
booster vaccination 1 (0.4%) 0
Subject's/Legal representative's decision 0 0
Reason for permanent discontinuation
Adverse event 1 (0.4%) 0
Poor compliance to protocol 0 0
Lost to follow-up 0 0
Other 0 0
Subject discontinued after booster vaccination 2 (0.8%) 0
Subject's/Legal representative's decision 1 (0.4%) 0
Reason for permanent discontinuation
Adverse event 0 0
Poor compliance to protocol 0 0
Lost to follow-up 1 (0.4%) 0
Other 1 (0.4%) 0

21



274 BBERMREH DD-687

A-J301
Group A Group B
(N=248) (N=128)
Subjects completed booster series 242 (97.6%) 125 (97.7%)

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV
Primary series: Visit 1 to Visit 6, Booster series: Visit 7 to Visit 8
Visit 1: DTaP-IPV %7213 DTaP o 1 [B| B8, Visit 6: OPV £721Z OPV 77 ¥ R0 2 EBERERED 1 » A#,

Visit 7: DTaP-IPV F 7213 DTaP & 4 [E| B #5%&, Visit 8: Visit 7D 1 % B4

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_dis_dispo_j301_s_t.sas
OUT=REPORT/OUTPUT/274 dis dispo_j301_s_t_i.rtf (160CT2012 - 19:00)

1212 EA
A-T101 FRERTIE, BHEINT-ETOWEBRED DTaP-IPV Z EER TERE SNIERE2ET L.

DTaP-IPV 2 SN 7= & TOHRE 10 Fle B2V SEM & L7 [Module 2.7.6 X 6],
122 BERR
1.2.21 /pR
A-J201 FRBR T DTaP-IPV OBRBHBREIIIR D LBV THY . 1 FBERE 1156 (100%) . 2/

BHEEFE 114 8 (99.1%) . 3EIEBERE 114 41 (99.1%) . 4 [BIEHBEFE 111 61 (96.5%) T -7z, DTaP-IPV
DEBRRKIIE TR TERE ThH- -,

% 8- DTaP-IPV OEERA TOREWHREY - REUHETHRER (A-J201 HER)

A-J201
(N=115)
Primary series
1* vaccination 115 (100%)
2" vaccination 114 (99.1%)
3" vaccination 114 (99.1%)

Booster series

4™ vaccination 111 (96.5%)

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_cdc_exposure_j201 s t.sas
OUT=REPORT/OUTPUT/274_cdc_exposure_j201_s_t i.rtf(160CT2012 - 18:13)

A-I301 RER TORIBRY 7 F o DRBHRERZ R IR,

A BT DTaP-IPV OHFEE T 7o BRE L. | [B] B HEFE 248 451 (100%) | 2 [5] B #2758 247 51 (99.6%) .
3 [B] B HEfE 246 5] (99.2%) . 4 Bl B HEFE 244 5] (98.4%) . BEET DTaP DML 2T /- 9BrE L.
1 BB #7E 128 5] (100%) . 2 [B] BHEFE 126 61 (98.4%) . 3 [B] B #57E 126 45 (98.4%) . 4 [E]BHEFE 125

22



27 ABKRNREH DD-687

Bl (97.7%) . DTaP-IPV Xi% DTaP OHFE % 52 1) 1= 4BRE OB IZEERE TR EREWVIT R 2o 77,
DTaP-IPV X iZ DTaP OEERRIT. E TR THEEThH o1,

ABETOPV 7' 7 B AR OFAE 252 7= 4R BRE 203, 1 5] B 8278 245151 (98.8%) . 2 [6] B 258 245 151 (98.8%) |
BT OPV DB % 2T 7- SRS 0T, | [ HHAE 1256 (97.7%) . 2 [E1 B 448 125 6] (97.7%) .
OPV 77t AR it OPV DEFEZ Z T 7R E OFIGICHB CRERBEWNIR o7, 2B, BET
i 1B B EERERFIZ OPV 7' T RN | fllCRERE Sh Tz,

RO-FRRVIVFUOOEEBOANTORERBREY - TR KRER (A-J301 HER)

A-J301
Group A Group B
(N=248) (N=128)

Primary series
1* vaccination

DTaP-IPV 248 (100%) 0
DTaP 0 128 (100%)
Not injected 0 0

2™ vaccination

23

DTaP-IPV 247 (99.6%) 0

DTaP 0 126 (98.4%)

Not injected 1 (0.4%) 2 (1.6%)
3" vaccination

DTaP-IPV 246 (99.2%) 0

DTaP 0 126 (98.4%)

Not injected 2 (0.8%) 2 (1.6%)
1** administration

OPV Placebo 245 (98.8%) 1 (0.8%)

OoPV 0 125 (97.7%)

Not adminisitated 3 (1.2%) 2 (1.6%)
2™ administration

OPV Placebo 245 (98.8%) 0

oprV 0 125 (97.7%)

Not administrated 3 (1.2%) 3 (23%)



274 BREHELME DD-687

A-J301
Group A Group B
(N=248) (N=128)
Booster series
4™ vaccination
DTaP-IPV 244 (98.4%) 0
DTaP 0 125 (97.7%)
Not injected 4 (1.6%) 3 (2.3%)

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_cdc_exposure_j301 s t.sas
OUT=REPORT/OUTPUT/274 cdc_exposure_j301 s t i.rtf (160CT2012 - 18:14)

A-1201 FHER K N A-J301 BRBRIC BT 2 HEREHIREZ . THENER I0RDER 1HITRT,

A-1201 FER T DTaP-IPV DO#FERINE (B3 OFHE (R/-&KX) 13, |EEEREL 2B EERE
i 39.60 (30.0-56.0) H. 2 [EIB#EME & 3 6] B BER] 37.65 (30.0-53.0) H. 3[EIBEHE L 4 BB &R
231.79 (181.0-396.0) HTH -7z,

A-J301 FRBR T DTaP-IPV (A #f) XiX DTaP (B#) OEFERR (BE) OFHE (F/h-F&X) i1,
ABETIT | BIB & & 2 [B] B B8R 34.95 (21.0-94.0) B, 2B BHFE & 3 [0 B EFERM 32.34 (21.0-56.0)
B, 3[EB#M L 40 B EER 234.26 (181.0-376.0) B, BEETIX | [EEEME L 2 [0 B #RERM 34.34

(21.0-60.0) B, 2[EIB##E L 3 [0 B 2R 32.96 (21.0-52.0) H. 3 BB & 4 [0 B EFER 225.53

(181.0-371.0) H T, DTaP-IPV X|X DTaP O#REMIBIZEERE CRE BV T 2ho T2,

£z, OPVF IR (AR XiT0PV BE) OHEEME (A OFHE (B/N-KKR) T, A
BCIX I EHER S 2 B EEEMER 49.16 (42.0-71.0) B, BE T3 | BB L 2 BB EAER] 48.56

(42.0-69.0) BT, OPV 7 Z &R XL OPV OEBRIIBICEHB TRERBEWIIR -1,

& 10 - #EMR - TEHETAIRER (A-J201 HER)

A-J201
(N=115)
1st vaccination - 2nd vaccination (Days)
Number 114
Mean (SD) 39.60 (5.86)
Median 38.00
Min : Max 30.0:56.0
Q1:Q3 35.00 : 42.00
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2.7 4 BRIT SN DD-687
A-J201
(N=115)
2nd vaccination - 3rd vaccination (Days)
Number 114
Mean (SD) 37.65 (5.26)
Median 35.00
Min : Max 30.0:53.0
Q1:Q3 35.00 : 40.00
3rd vaccination - 4th vaccination (Days)
Number 111
Mean (SD) 231.79 (54.50)
Median 217.00
Min : Max 181.0:396.0
Q1:Q3 195.00 : 245.00
PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274 cdc_interval j201_s t.sas
OUT=REPORT/OUTPUT/274_cdc_interval j201_s t i.rtf (160CT2012 - 18:13)
® 11 - EHERER - RLERTNERER (A-J301 HEB)
A-J301
Group A Group B
(N=248) (N=128)
1st vaccination - 2nd vaccination (Days)
Number 247 126
Mean (SD) 34.95(11.43) 34.34 (10.65)
Median 30.00 31.00
Min : Max 21.0:94.0 21.0:60.0
Q1:Q3 27.00 : 42.00 26.00 : 42.00
2nd vaccination - 3rd vaccination (Days)
Number 246 126
Mean (SD) 32.34 (10.15) 32.96 (9.78)
Median 28.00 28.00
Min : Max 21.0:56.0 21.0:52.0
Q1:Q3 24.00 : 40.00 26.00 :42.00
Ist administration - 2nd administration (Days)
Number 245 125
Mean (SD) 49.16 (7.24) 48.56 (7.09)
Median 49.00 48.00
Min : Max 42.0:71.0 42.0: 69.0
Q1:Q3 42.00 : 55.00 42.00 : 53.00
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274 BRERAREN DD-687

A-J301
Group A Group B
(N=248) (N=128)
3rd vaccination - 4th vaccination (Days)

Number 244 125
Mean (SD) 234.26 (47.12) 225.53 (39.54)
Median 219.00 214.00
Min : Max 181.0:376.0 181.0:371.0
Q1:Q3 196.50 : 263.00 194.00 : 245.00

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274 _cdc_interval j301 s t.sas
OUT=REPORT/OUTPUT/274 cdc_interval j301 s t irtf (160CT2012 - 18:15)

1.2.2.2 FEA
A-J101 FRBR TiE, BEINT=2TOHEERE 10 FZ DTaP-IPV M E[EIF FTHE Iz,

1.3 EBRMREEOAOMEFHFERVEOHmORE

1.3.1 /MR
A-1201 RER KL Y A-1301 RER O R 2T RIRERIZRIT A2 X— X 7 A VEEO N DR
= 1212777,

A-J201 RBx

WERE OMRITOEISIXBE IR 574% (66 B)) | IR 42.6% 49H]) Thotr, N—RATA VEFDE
B (B OFBWE (B/h-HEK) 11405 (3.0-80) »H., BEOFEHE (B/BK) 11699 (5292)
kg TH -7z,

A-J301 B

PeBRE ORI TOEIGIE, ABETIIE IR 56.0% (13941) | &2 44.0% (109 #) . B BETIZE T 46.9%

(60 #1) . %R 53.1% (68H) Thotz, N—XT7 A VEOFHE (Al OFHE E/M-&K) XA
R£430 (3.1-7.6) #H, BEE4.18 (3.0-7.7) » A, KREOFHE (F/h-H&K) X AR 6.81 (4.6-10.2)
kg, B#£6.65 (4.9-8.5) kg TH Y, Fip R UMEEICHB CTRE BV o7,
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27 A BRERNREM DD-687

DTaP-IPV OEFE %2 = T 72408 E O N DRI T, A-1201 FRBR L A-J301 SRABRORABRRE
TREREBEWNI R o7,
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2.7.4 BT eH

DD-687

R 12- A= 54 VEHEOANOFEENRYE - REMEBITEIRER (A-J201 HER. A-J301 FHER)

A-J201 A-J301
Group A Group B All
(N=115) (N=248) (N=128) (N=376)
Gender [n (%)]
Number 115 248 128 376
Male 66 (57.4%) 139 (56.0%) 60 (46.9%) 199 (52.9%)
Female 49 (42.6%) 109 (44.0%) 68 (53.1%) 177 (47.1%)
Age (Months)
Number 115 248 128 376
Mean (SD) 4.05 (0.98) 4.30 (1.05) 4.18 (0.92) 4.26 (1.01)
Median 4.00 4.10 4.00 4.10
Min : Max 3.0:80 3.1:7.6 3.0:7.7 3.0:77
Q1:Q3 3.00:5.00 3.50:4.90 3.40:4.70 3.40:4.80
Weight (kg)
Number 115 248 128 376
Mean (SD) 6.99 (0.80) 6.81(0.94) 6.65 (0.78) 6.76 (0.89)
Median 7.10 6.70 6.60 6.70
Min : Max 52:92 4.6:10.2 49:85 4.6:10.2
Q1:Q3 6.40 : 7.50 6.20:7.40 6.10:7.20 6.15:7.30

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV

Q1 and Q3 are the first and third quartiles

PGM=PRODOPS/SAR245688/OVERALL/CTD 2012 01/REPORT/PGM/274_dem_demo_s_t.sas
OUT=REPORT/OUTPUT/274_dem demo s t irtf (170CT2012 - 10:06)

132 RKA
A-J101 REROZ MM REMICEIT 5 X— 2 7 A VB0 N OFEHEASE 2 FR 131077,
FWEE 27.0 (5.7) % GEWRNEHE E¥EREZ) . LLTRER) . HRIZ174.86 (4.49) cm, {KEX 70.07
(6.58) kg, BMI1%22.87 (1.47) Th-o7z,
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27 4ABERNREH DD-687

R13-A—XS54 VO AOMEHENEE (BEE) - TeHEEER (A-J101 5B

=] Bl BT ESE B RE g fE B/ME BERME
E‘%g)% 10 27.0 57 250 21 38
ifﬁ 10 174.86 4.49 17475 167.8 182.0
ﬁzi; 10 70.07 6.58 72.00 56.9 776
(fgi‘gz) 10 22.87 1.47 2325 19.7 243

A-J101 #iEHEE R 11.2-1 (Module 5.3.5.2-1) &Y B|FH
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2. 7.4 BBERMIR SN DD-687

2 FHEBR

21 EEBZROEWN
IR
A-1201 B K N A-J301 BR COFEFROMES | Tk 4RUFE I5IT7T,

A-1201 FRERTIL, 115619 11341 (98.3%) (272 < &b 1 HhOFEELR, 10441 (90.4%) 1272
&Y 1 HFORIBERRD b, BIFMEEERRIIRD bhRnoTz,

BEAEEZIT 1056 (91.3%) . HERBIKSIL 10461 (90.4%) 1ZRH bz, HEERIONRIL,
BEERTMAEEERY 9461 (81.7%) . FFELEFHEETFEN 956 (82.6%) . FrEEFEILEIK
JE3 94 51 (81.7%) RUMFEEF RIS 86 B (74.8%) ThHoTz,

BEERBMNAESRICGZY T 2F8L,. WTINLIEREEEM ISR HEERIC X W IERY 7
FUER L OREEREBEED Y LHEIND, HEEFNAESR L FEEREIRIRGD

il

RRIIFRCThHo Tz,

HREAEFRIZON (86.1%) . FEFERIKIIT 1465 (122%) |
134 (11.3%) IRH NN, WTIGRREBRIZEEZ: L EHE SN, RIERTIX

IHCELFEFRRUETITRD b2 7,

R14-AEEROBE - REMATNRER (A-J201 HER)

\—D'LJ &J 6“7‘;0

BERELAEER
. BB

Subject with at least one event n/M (%)

A-J201
(N=115)

Adverse event
Adverse reaction

Immediate unsolicited systemic adverse event
Immediate unsolicited systemic adverse reaction

Solicited adverse event
Solicited injection site adverse event
Solicited systemic adverse event

Solicited adverse reaction
Solicited injection site adverse reaction

Solicited systemic adverse reaction

Unsolicited adverse event
Unsolicited adverse reaction

30

113/115 (98.3%)
104/115 (90.4%)

0/115
0/115

105/115 (91.3%)
94/115 (81.7%)
95/115 (82.6%)

104/115 (90.4%)
94/115 (81.7%)
86/115 (74.8%)

99/115 (86.1%)
14/115 (12.2%)



27 ABBERMRSM DD-687

A-J201
Subject with at least one event n/M (%) (N=115)
Adverse event leading to study discontinuation 0/115
SAE 13/115 (11.3%)
Related SAE 0/115
Death 0/115

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD 2012_01/REPORT/PGM/274_ae_overview j201 s t.sas
OUT=REPORT/OUTPUT/274_ae_overview_j201_s t_i.rtf (160CT2012 - 18:05)

A-J301 BERTiL, ARET 248 248 451 (100%) . BEET 128 Bl 12741 (99.2%) 124 72< % 1
HOBEESR, ABE2426) (97.6%) . BEE 12561 (97.7%) 12472< &b 1 FOBIRISHFRD bz,
BN EEERD AT 1A (04%) [ZROLNTZR, 1BRY 7 F U8 L ORRBEKRIT R o7z,
B CIZARMEEERIIEO b hoTz,

FHEAEEZIT AR 24341 (98.0%) . BEE 12761 (99.2%) . FFERBIKIGIE A BE 242 1 (97.6%)
B #1256 (97.7%) \Z@RD bz, HSEHOWNRIL, FFEERNETIA EERM A 2304 (92.7%) |
BEE 1196 (93.0%) . FELIMEREEEFLN AR 2224 (89.5%) . BE 1144 (89.1%) . FFEHE
BHERNL RIS A3 A B 230 51 (92.7%) . B Bf 119 451 (93.0%) B O E 2 H HRIFIG 7S A BE 189 1] (76.2%) .
BEE 93 f5] (72.7%) Th-o7z,

F#E TR DN FEEFBMASERICZYE T5ERIL. WINLIERELEM IR HEE
BIlZ L DR T 7 Fr8@E e ORRBERPEES D LHE SN0, FEEFRMNEEERLFTE
ESBMRIGORRIZFE L Th o7z,

JERFER EF ST ARE 22561 (90.7%) | B &E 109 1] (85.2%) . IERFERIRISIL A B 36 1] (14.5%) |
BEf 13 (102%) 230 biiz, IRBRPILICELIFEFRITARB 24 (08%) . BEE 14 (0.8%)
Thole, BEERAEFFRIIAITH (149%) . BE 1241 (94%) ZRBDbi, 205 LIERY
IFUEREL ORRBEEAGETERVEERAETFRITAB 16 (04%) . BE 141 (0.8%) TH
27z,

AIRBRTIL, FETIERBO LR 0T,

FR15-FEBROBE - RE2MBITNRER (A-J301 HER)

A-J301
Group A Group B
Subject with at least one event n/M (%) (N=248) (N=128)
Adverse event 248/248 (100%) 127/128 (99.2%)
Adverse reaction 242/248 (97.6%) 125/128 (97.7%)

Immediate unsolicited systemic adverse event 1/248  (0.4%) 0/128

3]



27 ABRKHR SN DD-687
A-J301
Group A Group B
Subject with at least one event n/M (%) (N=248) (N=128)
Immediate unsolicited systemic adverse reaction 0/248 0/128
Solicited adverse event 243/248 (98.0%) 127/128 (99.2%)
Solicited injection site adverse event 230/248 (92.7%) 119/128 (93.0%)
Solicited systemic adverse event 222/248 (89.5%) 114/128 (89.1%)
Solicited adverse reaction 242/248 (97.6%) 125/128 (97.7%)
Solicited injection site adverse reaction 230/248 (92.7%) 119/128 (93.0%)
Solicited systemic adverse reaction 189/248 (76.2%) 93/128 (72.7%)
Unsolicited adverse event 225/248 (90.7%) 109/128 (85.2%)
Unsolicited adverse reaction 36/248 (14.5%) 13/128 (10.2%)
Adverse event leading to study discontinuation 2/248  (0.8%) 1/128 (0.8%)
SAE 37/248 (14.9%) 12/128 (9.4%)
Related SAE 17248  (0.4%) 1/128 (0.8%)
Death 0/248 0/128

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV
n: number of subjects experiencing the endpoint.
M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_overview_j301_s_t.sas

OUT=REPORT/OUTPUT/274_ae_overview_j301_s_t_irtf (160CT2012 - 18:04)

BRA
A-JI01 BRER COFEFTLHOWMER XK 161T7R”7T,

AEEGL. 106IF 76 144RI L, 2 TRITRIS R Tholz, £FMRIER U
RRERFEIZLDATERIIRBO LN o7z, £, T, BEERAEFRRVAEEFLROEEIC

L DIBBRPILITBD o neh o7,
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274 BRKRHMREN DD-687
® 16 - HEEROME - REMBTRRER (A-J101 HER)
JBETERG -0 ar

L % 3 AR % % A% % i
FHEGIEL 10 - - - - - - -
BFEEZ (&/F) 7700 14 7700 14 0 0.0 0
HEEZSR (BEHY) 7 700 14 7 700 14 0 0.0 0
EELREEER (25 0 0.0 0 0.0 0 0.0 0
EERAEES (BEHY) 0 0.0 0 0.0 0 0.0 0
BEBLRORBRITL5FIE (24) 0 0.0 - -

A-J101 BIEHEE £ 14.3.1-2 (Module 5.3.5.2-1) & Y BB

BEFZOWRIIR 17O LB ThH Y, EFERAALEE 7 6], HEHEAERS 2 B, ESHEAER 3 5
ROVEREMIER 2 Bl Ch o7z, BEFZOEEEIL, EHEBAAEED Grade A T3 i, GradeB T4
il JEFEAIIERE S Grade A T2 #l, FHERAIEE A Grade A T3 B, FESEALIEIEDS Grade A T 1
FIR T Grade BT 1 Bl TH o7, AEFROFEHFIL, WINLEER 2 BUNTH 72, £TO
BFEERT, MBZMNELETICEBRBLZED T4 BUNICHE Lz, EFEAIEE OEFERAE
I 4 BUN, FEFHEALEERS R O EMIERRIL 2 BURNIZEEL L., WTNOFEESRL, RRE
FEEMIZ X VIERY 7 F o L ORRBEEVEEDH Y & HIE Sz,

R 17 - EEE. REFRARUHRAENTOREERO—E - REMBMARER (A-J101 5B

(#)

- BE RBAE HEETORK MWLiE ESEEslE
=N ~ N

B OD | irmestt | GradeA” | GradeBY | 8987 |1 A [2R% |17 |28 |38 |48 | 2L |5y %% fff
VESTERATALEE 7 3 4 2 2 3 3012101 2 7 0 0 7

be AT 2 2 0 0 2 0 ol2101]o0 2 0 0 2

AR 3 3 0 0 3 0 0 1 1 1 3 0 0 3

VRS EBARERR 2 1 1 0 1 1 1 11010 2 0 0 2

1) Grade A

FESTERIAET - FEFTENTERE - EHEALER : R <2cem
EHEAER  BAPREUIRBIIEIT R B2,

2) Grade B

TESTERALALEE - EAEALAERR - REE 2~5cm

A-J101 BIEHREE £ 12.2.3-1 (Module 5.3.5.2-1) &K YBIH
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27 4 BRERAREH DD-687

211 HEBHNICRONDZFEER

DTaP-IPV % BARNNRICE THRE L7 & 2 0 ESER AIRMRIRS22.1.1. 115, fFERE
EBRBFERIRINE2.1.1258, IFFERERES/ ERERIRIGZ2.113ETRNS, 2, EELREE
FEREBUDETCOREERO—BEL, K16 bR 86 IR LT,

2111 BEMHEREERARMLEEIR T

A-1201 REBRTi, BIRFERERERIIBD ootz

A-J301 FERTiZ. ARET DTaP-IPV @ 1 [B] B #7887 30 53 LANIT Grade | O B ZRRE KL (PT)
B 1FNCRD b, KEZLIBRY 7 F U8R L ORRBERIZBEER L L HE I,

2112 BEEESER BHTEEIRL

2.1.1.2.1 DTaP-IPVIEROFEIFNBUEETER FE LR RE

A-J201 SRR TN A-J301 ABR T DTaP-IPV OF)EISE (3 [E B R TH:fE) ReRUNBMAE EE
BRTERE I (SEEERER 7 BURN) OREEFNPMEISHERELR 18I T, £z, BERRIT
DOFRERZRASITTT, 2B, WTNORBRTY DTaP-IPV HERERFO S EEF M A EETSIT, HEE
fRd 0 LHE SN, AR TIHFFEENEMIRIR S OFREROZER Lz,

DTaP-IPV BT OO K5 EEHERALBI SO 13, #IEIS RS Tl A-J201 FABR T 77.4% (89/115 1) L A-J301

ARBRT 92.3% (229248 ) | BINFRERE Tt A-J201 ABR T 68.5% (76/111 41) . A-J301 FRBRT 67.1%

(163/243 i) 12389 bivlz, FIEISIERTIT A-J201 RERITH AT A-J301 BB CREE T HEMIBIR G
FHREPREFREN o705, BMGER CIERBRE TR ERBEWVIZ 2D o7,

FIEISR AR Tl A-J201 BT A-T301 FABRD W F N OFRER T b IS ERALALHE (A-J201 FRER: 75.7%,
A-J301 3B 90.3%. LL T RIE) 238 b % < IRV CHESERALEER (60.0%. 69.8%)  ESHERALIERR (48.7%.
52.8%) ROVEREIDER (12.2%., 15.7%) ONETED bl

IBINGERTIX, YIEIGRERE & RIRRICESALAEE (A-J201 3BR: 61.3%, A-J301 3BA: 56.4%., LA
TRNE) 2EbE< . WO TEFEALAER (45.9%, 43.2%) . EHNEAIER (37.8%. 33.7%) RUYVE
SERAIETE (15.3%., 13.2%) ODIETERD 57,

Grade 3 L LD EEFEIBIFUG L, HIEIGRERFCIX A-J301 3RER T 248 Bl 5B (2.0%) IZ58®
B, A-1201 FRER TITRRD b2 h o 7o, IBINSRERE Tid A-J201 FERT 111 #1534 (2.7%) . A-J301
BT 243 Bl 8 5 (3.3%) IRD BN, A-J201 FRER T A-1301 FREROWF L DFRBR T 2% £

2RO HATZER Grade 3 LEDFS (PT) 1%, FIEIGIERF CIIENTALALEE (A-J301 38R 2.0%) |
BN R CIIEREAALEE (R 2.5%) R OVERTALER (F2.5%) Tho'z,
HERHRIOFEREE 5412, FRBBRORREER 62 1TR7,
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274 BRKRHREMN DD-687

A-J201 FRER & OV A-J301 FRABREEIZ DTaP-IPV D FIEI S B K USBINGRE R 2586 b= B E I HERAL
BI D2 < X, BEfE% 3 BUPICRE L, BEA2E5DTT7 BREIUMICHEELE L, 2B, 8 BEU
LEE Ui e AL RI R S & U T R ER AR RS 2 A D ALz

# 18 - BEESSBMUBEIRIGREE - DTaP-IPV O #E R ERE R BN ER -
REMBITNRER (A-J201 RER. A-J301 588 [A®E] )

Primary series Booster series

Subject with at least
one solicited injection
site adverse reaction

n/M (%)

A-J201
(N=115)

A-J301
Group A
(N=248)

A-J201
(N=111)

A-J301
Group A
(N=244)

Injection site adverse
reactions

Any
> Grade 3

Injection site pain
Any
> Grade 3

Injection site
erythema

Any
> Grade 3

Injection site
swelling

Any
> Grade 3

Injection site
induration

Any
> Grade 3

89/115 (77.4%)
0/115

14/115 (12.2%)
0/115

87/115 (75.7%)
0/115

56/115 (48.7%)
0/115

69/115 (60.0%)
0/115

229/248 (92.3%)
5/248 (2.0%)

39/248 (15.7%)
0/248

224/248 (90.3%)
5/248 (2.0%)

131/248 (52.8%)
3/248 (1.2%)

173/248 (69.8%)
1/248 (0.4%)

76/111 (68.5%)
3111 (2.7%)

17/111 (15.3%)
0/111

68/111 (61.3%)
2111 (1.8%)

42/111 (37.8%)
2111 (1.8%)

51/111 (45.9%)
0/111

163/243 (67.1%)
8/243 (3.3%)

32/243 (13.2%)
1/243 (0.4%)

137/243 (56.4%)
6/243 (2.5%)

82/243 (33.7%)
6/243 (2.5%)

105/243 (43.2%)
2/243 (0.8%)

Group A: DTaP-IPV injection part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solinj_ar_dd687_s_t.sas
OUT=REPORT/OUTPUT/274_ae_solinj_ar dd687 s _t irtf(160CT2012 - 18:12)

B : A-J301 BRBRD ABETiX, BNGERFORZEMETFMEBRER 240 LV BEAEELT —F1EDL
niaholz 1 Bz 243 Fl%, BIGRESOBEREELOFESR L LT,
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27 ABRKMREME DD-687

2.1.1.2.2 DTaP-IPVXIEDTaPEER OB EIFNHUEEER /S EETHAEE RIE
A-J301 BABR T D DTaP-IPV X3 DTaP O FEI%E (3 A2 THAE) FER MBS (4 BB R TEE)

BF (FEEEFER 7 B LN O EESTRIKGRIREZ R 19Z7-T, £ BEERRITORBREE 49
\ZRT, 7238, DTaP-IPV Xif DTaP DWW T OB THLAFEEFECA EERIL. REBRS Y L ¥
EEINT®, RIETIIEEEFREARIR G DFRERO IR Lz,

REEEFEARI L, PIESRE (3 EEERE) BFCIiL DTaP-IPV T 92.3% (229/248 f5l) . DTaP T
91.4% (117/128 1) | BINFRERE T DTaP-IPV T 67.1% (163/243 f5) . DTaP T 76.8% (96/125 {51)
RS b, FIEISRE R K ONBINGRRE R DR E A LRI R SR EIZ DTaP-IPV & DTaP TR E 72
BV TR o7z,

WEISERE TIE, DTaP-IPV ik DTaP DWW O TS IEHEMIALBE (DTaP-IPV: 90.3%, DTaP:
89.1%. LLFRIE) 238 b2 < . IRV THEEHEMLIERE (69.8%. 78.9%) . EHEALIER (52.8%. 57.0%) .
ESEATER (15.7%. 18.0%) DIETRD bz,

IBINFERE T, PIEGER & FRRICESEAIALBE (DTaP-IPV: 56.4%. DTaP: 69.6%. LLTFEIIE)
DEHE L, ROV THESTNER (43.2%. 56.8%) . VEFEMIMEIR (33.7%. 48.0%) . VESEMIER

(13.2%, 12.8%) DIETRD bz,

Grade 3 LAk OB E SRR RIS, FIEI S0 Tld DTaP-IPV T 248 il 541 (2.0%) . DTaP
T 128 Bl 8 B (6.3%) . BINFESERF Tl DTaP-IPV T 243 #4 8 5l (3.3%) . DTaP T 125 #H 8 #i
(6.4%) ZFBD B LTz, DTaP-IPV XId DTaP DT 3L OEEFE T 2% L0 EIZFE® b7z E 72 Grade 3
UEnES (PT) X, FIEISEZER CIIEFTAABE (DTaP-IPV: 2.0%, DTaP: 6.3%. LATFRIE) | B

NG TIXESFEBALALEE (2.5%. 5.6%) RUNEREMIER (2.5%. 4.8%) ThH-oT-.

HHFRERORREZ K 5512, KR O R L& 63 ITFR7T,

DTaP-IPV XX DTaP DV AL OEFE T b HI[EIRERE K UNEMAE R ® b IV frEEFEHARIK
ISP L, BEE 3 BURICRERL, BRAZEOTT7 HEUNIZEEA L, 228, WTIhoEERE
T 8 BRELLERRGE L2 R EEREMIBISIS & U CHEEREMIERE Y 4 5 vz,
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274 BERNREHE DD-687

& 19 - FEESMBEIRGFEEE - DTaP-IPV [AB] XX DTaP [B#] O#IEKERE UVBMRER -
REMBITARER (A-J301)

A-J301
Primary series Booster series
Subject with at least
one solicited injection
site adverse reaction Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Injection site adverse
reactions
Any 229/248 (92.3%) 117/128 (91.4%) 163/243 (67.1%) 96/125 (76.8%)
> Grade 3 5248 (2.0%) 8/128 (6.3%) 8/243 (3.3%) 8/125 (6.4%)

Injection site pain
Any
> Grade 3

Injection site
erythema

Any
> Grade 3

Injection site
swelling

Any
> Grade 3

Injection site
induration
Any

> Grade 3

39/248 (15.7%)
0/248

224/248 (90.3%)
5/248 (2.0%)

131/248 (52.8%)
3/248 (1.2%)

173/248 (69.8%)
1/248  (0.4%)

23/128 (18.0%)
0/128

114/128 (89.1%)
8/128 (6.3%)

73/128 (57.0%)
2/128 (1.6%)

101/128 (78.9%)
1/128 (0.8%)

32/243 (13.2%)
1/243 (0.4%)

137/243 (56.4%)
6/243 (2.5%)

82/243 (33.7%)
6/243 (2.5%)

105/243 (43.2%)
2/243 (0.8%)

16/125 (12.8%)
0/125

87/125 (69.6%)
7125 (5.6%)

60/125 (48.0%)
6/125 (4.8%)

71/125 (56.8%)
1/125 (0.8%)

Group A: DTaP-IPV injection part, Group B: DTaP injection part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.
PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solinj_ar_dtap_j301 s t.sas

OUT=REPORT/OUTPUT/274 ae_solinj ar_dtap j301_s t i.rtf(160CT2012 - 18:08)

BIYE : A-J301 RERD ABETid, BN EROZ2 T MERER 244 0LV EEAEELRT — 21150
Nhhotz 1528\ 243 %, BINGEREOBREEEEZOTME L Lz,
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274 BRHETEH DD-687

HE

DTaP-IPV % H AR N/NRIZ R THRE L7z & & OFIEIHIZERE K OB MAER ORFE RS E EFR K
U E SRS DR BRET N EROEHEIL, DTaP 2R FTHEE L L ZOBREELHLTE
D BEEEFEMNAEESR R S EEREARI ROV T OREM 7 1 7 7 A WZDTaP-IPV & DTaP
THRICKE BT b o7z, E7-. DTaP-IPV EERFOFERIC A-1201 B L A-J301 REA TR E
TRBNX R Do T,

UEXY ., FEESHMNAEFR KO EEHTABIIS IOV T O DTaP-IPV DZ2MT e 7 7
AZDONT, BRLT N EFRIIR o7,

2.1.1.2.3 DTaP-IPViEREROHELEMEETER HELBHEIRE
A-J201 B KL N A-J301 BBR TP DTaP-1PV O#)EI%E (3 EIR THERE) REAUNBENAEE @ EBRZ

THRE) B (BEEREE 7 BLURN) ONE2EMAERRREAF LR 201, BELFERIRKISHKIRER
ER2QUTRT, EEERR CORELFMREEFSRUEFESEFHRIGOREREZNENE S0 &
VE 51 ITRT,

DTaP-IPV BB OB ELHHAEER !

DTaP-IPV B:fERF DR E 2 MR FF LI, FIRIGRERF Tik A-J201 RBR T 75.7% (87/115 f) | A-J301
BT 75.0% (186/248 B) . BANGIERETIE A-J201 BRERT 42.3% (47/111 ) . A-J301 SRERC 40.3%

(98/243 i) IZFD H AL, VIESRERF R ONEMAER O ELFMA EERERARICHREBRE cRX 2
BT 2o T,

A-1201 FABR T A-J301 FREBR DO WS DOFRBR T 10%L LIZBD b= E R EL SR EES (PT)
IE, PIEISRAERETIEFEEL (A-J201 3ABR: 38.3%, A-J301 3ABR: 21.8%. LATREIE) . SHIEME (33.9%.
33.1%) . fEER (25.2%. 22.6%) . THI (22.6%. 25.0%) . PLx (20.0%. 17.7%) . &I (15.7%.
25.4%) . BHK (13.9%., 13.7%) . BEIBEE (13.9%., 13.3%) . MEH: (12.2%. 11.3%) RO%E (A-J301
HERD L 11.7%) Th D | BIMNGERF TIXTRABEE (16.2%. 6.6%) . THT (14.4%, 6.6%) . FE (12.6%,
13.6%) ROSZREME (8.1%. 14.0%) Th o7z, FIEIGERKR CEINGREROFELEFIEEEERD
FRFLOBRERUBRHARIIRBEA TRE BT 2o Tz,

Grade 3 LA EORFEEF MR ERRIT, FIEFERF T A-J201 REAT 115614 2461 (1.7%) . A-J301
FRERT 248 IR 2 ] (0.8%) . BINGRAERFTIX A-J201 RABR T 111 FIF 261 (1.8%) . A-J301 RER T
243 B 4 5] (1.6%) IZRR® BTz, WTFHOFRERTH Grade 3 L EOFELROREBRIT V-T2, TR
BIOWER (PT) 1, FIEIFERFCIX A-1201 RER THEL 2 F, A-J301 RER CTHRE2 F, BMGERFT
I3 A-J201 FREBRTHRE 26, A-J301 RBR THE 3 FIR OBAREGR 1 flTh o7z,

FHERFER CORERE K 56 12, F#ifEBI CORREE 64 1R,

A-J201 FBR L N A-J301 FRABREIZ DTaP-IPV D FJ[EIRE R K UNBIIFAERHIFR O b EE T Ha
FEFELHOL L, EEE3 BUNICERL, BEAZEDT7 BRUNIZHER L,
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27 4ABERHREN DD-687
R20-BELHAMEEERRRE - DTaP-IPV OFEIGRER R VBN R IEE -
REMBMARER (A-J201 RER. A-J301 RER [A#] )
Primary series Booster series
Subject with at least
one solicited systemic A-J301 A-J301
adverse event A-J201 Group A A-J201 Group A
n/M (%) (N=115) (N=248) (N=111) (N=244)
Systemic adverse events
Any 87/115 (75.7%) 186/248 (75.0%) 47/111 (42.3%) 98/243 (40.3%)
> Grade 3 2/115 (1.7%) 2/248 (0.8%) 2/111 (1.8%) 4/243 (1.6%)
Pyrexia
Any 44/115 (38.3%) 54/248 (21.8%) 14/111 (12.6%) 33/243 (13.6%)
> Grade 3 2/115 (1.7%) 2/248 (0.8%) 2/111 (1.8%) 3/243 (1.2%)
Vomiting
Any 14/115 (12.2%) 28/248 (11.3%) 6/111 (5.4%) 7/243 (2.9%)
> Grade 3 0/115 0/248 0/111 0/243
Crying
Any 23/115 (20.0%) 44/248 (17.7%) 6/111 (5.4%) 14/243 (5.8%)
> Grade 3 0/115 0/248 0/111 0/243
Somnolence
Any 29/115 (25.2%) 56/248 (22.6%) 9/111 (8.1%) 16/243 (6.6%)
> Grade 3 0/115 0/248 0/111 0/243

Decreased appetite

Any
> Grade 3

Irritability
Any
> Grade 3

Diarrhoea
Any
> Grade 3

Rash
Any
> Grade 3

16/115 (13.9%)
0/115

39/115 (33.9%)
0/115

26/115 (22.6%)
0/115

NA
NA

33/248 (13.3%)
0/248

82/248 (33.1%)
0/248

62/248 (25.0%)
0/248

29/248 (11.7%)
0/248

39

18/111 (16.2%)
0/111

9/111 (8.1%)
0/111

16/111 (14.4%)
0/111

NA
NA

16/243 (6.6%)
1243 (0.4%)

34/243 (14.0%)
0/243

16/243 (6.6%)
0/243

4/243 (1.6%)
0/243



274 BERHIR Y DD-687
Primary series Booster series
Subject with at least
one solicited systemic A-J301 A-J301
adverse event A-J201 Group A A-J201 Group A
n/M (%) (N=115) (N=248) (N=111) (N=244)
Rash generalised
Any 4/115 (3.5%) NA 7/111 (6.3%) NA
> Grade 3 0/115 NA 0/111 NA
Urticaria
Any NA 7/248 (2.8%) NA 0/243
> Grade 3 NA 0/248 NA 0/243
Pruritus
Any NA 12/248 (4.8%) NA 2/243 (0.8%)
> Grade 3 NA 0/248 NA 0/243
Pruritus generalised
Any 4/115 (3.5%) NA 3/111 (2.7%) NA
> Grade 3 0/115 NA 0/111 NA
Cough
Any 16/115 (13.9%) 34/248 (13.7%) 3111 (2.7%) 3/243 (1.2%)
> Grade 3 0/115 0/248 0/111 0/243
Rhinorrhoea
Any 18/115 (15.7%) 63/248 (25.4%) 6/111 (5.4%) 14/243 (5.8%)
> Grade 3 0/115 0/248 0/111 0/243

Group A: DTaP-IPV injection part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

In A-J201 study, rash generalised or pruritus generalised (widespread rash or pruritus) was collected as solicited
systemic AE, but rash or pruritus (localized rash or pruritus) was not collected as solicited systemic AE.

In A-J301 study, rash or pruritus (localozed rash or pruritus) was collected as solicited systemic AE, but rash
generalised or pruritus generalised (widespread rash or pruritus) was not collected as solicited systemic AE.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012 01/REPORT/PGM/274_ae_solsys_ae dd687 s t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ae_dd687 s t i.rtf (160CT2012 - 18:21)

BIVE : A-J301 SRBRD ABE T, BN ERORZEMIIMEREL 240 L VI BEREESLT — #2345
NEhof 1RV 243 41%, BNMGREFOBFETEEROFTESR L Lz,

DTaP-IPV #FERF DORFE 25 HRIRS

DTaP-IPV BERERF O 5 B2 H MRIRIG L. FIEIEER Tt A-J201 FRBR T 66.1% (76/11561) . A-J301
HERT 61.3% (152/248 ) . BINGERETIX A-J201 3RBR T 31.5% (35/111 ) . A-J301 BT 27.2%
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27 ABRKRHMREM DD-687

(66/243 7)) 1278 v, WIEISRER K ONBMARER O R E 2 H ERIFC R REBICRERE TR & g
W do Tz,

A-1201 FREE X 1T A-J301 REEO VT DOREE T 10%LL EIZFE® b= £ ESE MBI (PT)
. FIEISGRERFTIIREL (A-J201 3ABR: 35.7%, A-J301 3RBR: 18.5%, LATRINE) . SR (26.1%.
242%) | MR (23.5%. 17.3%) . NLE (18.3%. 12.5%) . THI (14.8%. 12.9%) . &iF (12.2%.
14.9%) . BEBGE (122%., 8.1%) . Bk (11.3%., 7.7%) ROWEH (104%., 8.5%) TH Y., BN
FIERFTIIFEE (11.7%., 11.9%) Tholz, FIEIGER R CBINGEERORESEMRIRIGD F2%E
BLORBBEROHBERICRRME TRE NI 2o T2,

Grade 3 UL EORELFMRIRINIE, FIEISFRZER TIL A-201 BT 115604 1 4] (0.9%) . A-J301
REAT 2485 16 (0.4%) . BIFZERFCIT A-201 RERT 111 IR 26 (1.8%) . A-J301 FRBRT
243 B 4B (1.6%) IR BT, WTHNOREBRTY Grade 3 LA EOEZROREF IV e oT-, FL
BIDOWER (PT) I, FIEIRERFTIEL A-J201 FRERCHRE1 #], A-J301 RERTHEL 1 Fl, BINSEZERT
X A-J201 RERTHEB 2 6], A-J301 RBRTHE 3 B R OEARBLR 1 FlTh o 72,

FEEFFHRITOMRE R 5712, BB CORREE 65 1TF T,

A-1201 B K U A-J301 FABREIC DTaP-IPV O HI ISz K OSBRI 30D b L7z B E 2 5 MR
RISDZ% ik, BEZ3 BUNICEB L, BEB 25O T7 BRURNIZHEER L=,

R 21 - BELHMRIRICHERE - DTaP-IPV O #EI% &K BN EE -
REMBITHRER (A-J201 HER. A-J301 58k [AE])

Primary series Booster series

Subject with at least

one solicited systemic A-J301 A-J301
adverse reaction A-J201 Group A A-J201 Group A
n/M (%) (N=115) (N=248) (N=111) (N=244)
Systemic adverse
reactions
Any 76/115 (66.1%) 152/248 (61.3%) 35/111 (31.5%) 66/243 (27.2%)
> Grade 3 17115 (0.9%) 17248 (0.4%) 2/111 (1.8%) 4/243 (1.6%)
Pyrexia
Any 41/115 (35.7%) 46/248 (18.5%) 13/111 (11.7%) 29/243 (11.9%)
> Grade 3 17115 (0.9%) 1/248 (0.4%) 2/111 (1.8%) 3/243 (1.2%)
Vomiting
Any 12/115 (10.4%) 21/248 (8.5%) 3/111 (2.7%) 4/243 (1.6%)
> Grade 3 0/115 0/248 0/111 0/243
Crying
Any 21/115 (18.3%) 31/248 (12.5%) 5/111 (4.5%) 9/243 (3.7%)
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274 lRRHEEH DD-687
Primary series Booster series
Subject with at least
one solicited systemic A-J301 A-J301
adverse reaction A-J201 Group A A-J201 Group A
n/M (%) (N=115) (N=248) (N=111) (N=244)
> Grade 3 0/115 0/248 0/111 0/243
Somnolence
Any 27/115 (23.5%) 43/248 (17.3%) 7/111 (6.3%) 11/243 (4.5%)
> Grade 3 0/115 0/248 0/111 0/243
Decreased appetite
Any 14/115 (12.2%) 20/248 (8.1%) 9/111 (8.1%) 6/243 (2.5%)
> Grade 3 0/115 0/248 0/111 1/243 (0.4%)
Irritability
Any 30/115 (26.1%) 60/248 (24.2%) 6/111 (5.4%) 21/243 (8.6%)
> Grade 3 0/115 0/248 0/111 0/243
Diarrhoea
Any 17/115 (14.8%) 32/248 (12.9%) 9/111 (8.1%) 117243 (4.5%)
> Grade 3 0/115 0/248 0/111 0/243
Rash
Any NA 21/248 (8.5%) NA 3/243 (1.2%)
> Grade 3 NA 0/248 NA 0/243
Rash generalised
Any 2/115 (1.7%) NA 5/111 (4.5%) NA
> Grade 3 0/115 NA 0/111 NA
Urticaria
Any NA 6/248 (2.4%) NA 0/243
> Grade 3 NA 0/248 NA 0/243
Pruritus
Any NA 4/248 (1.6%) NA 2/243 (0.8%)
> Grade 3 NA 0/248 NA 0/243
Pruritus generalised
Any 3/115 (2.6%) NA 17111 (0.9%) NA
> Grade 3 0/115 NA 0/111 NA

42



274 BRERAREM DD-687

Primary series Booster series
Subject with at least
one solicited systemic A-J301 A-J301
adverse reaction A-J201 Group A A-J201 Group A
n/M (%) (N=115) (N=248) (N=111) (N=244)
Cough
Any 13/115 (11.3%) 19/248 (7.7%) 3/111 (2.7%) 2/243 (0.8%)
> Grade 3 0/115 0/248 0/111 0/243
Rhinorrhoea
Any 14/115 (12.2%) 37/248 (14.9%) 4/111 (3.6%) 3/243 (1.2%)
> Grade 3 0/115 0/248 0/111 0/243

Group A: DTaP-IPV injection part
n: number of subjects experiencing the endpoint.
M: number of subjects with available data for the relevant endpoint.

In A-J201 study, rash generalised or pruritus generalised (widespread rash or pruritus) was collected as solicited
systemic AE, but rash or pruritus (localized rash or pruritus) was not collected as solicited systemic AE.

In A-J301 study, rash or pruritus (localozed rash or pruritus) was collected as solicited systemic AE, but rash
generalised or pruritus generalised (widespread rash or pruritus) was not collected as solicited systemic AE.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ar_dd687 s t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ar_dd687 st i.rtf (160CT2012 - 1822)

FIYE : A-J301 RBRD A BETIL, BIREROLZEETHEHRREL 244 BI XV BEREERT — 1B D
N 7o 1 BIZ RNz 243 B %2 SBIMGRERF DR ER EFR OISR L Lz,

2.1.1.2.4 DTaP-IPVXIIDTaPEERDOEELEMEEER BEL MR
A-J301 BRER T DTaP-IPV XX DTaP O#IEI%ZE (3 Bl THERE) R OEMGE (4 BB K TEE)

B (BZEEER 7 BUN) ORELFHAERELRARLR NI, TLIHRIRISHREAEELE 23
WY, £, BERERR TOHEEEHAEFRRUBEEIHRBICORERE., TNENE 2 KW
% 53 1R T,

DTaP-IPV XX DTaP R OB ELFUEEER

BESEMEEESIT, VIEGEER T DTaP-IPV T 75.0% (186/248 f51) . DTaP T 75.0% (96/128
) | BINGEERF Tl DTaP-IPV T 40.3% (98/243 f5l) | DTaP T35.2% 44/1256)) IZ@BH L. )
B SRR & ONB ISR DR E2H A EFRFEHFEIZ DTaP-IPV & DTaP TR E 2B WIE 2o T2,

DTaP-IPV X% DTaP DWW F N DR T 10%2L EICRD bR EEe A EES (PT) 13,
WIE R T B &M (DTaP-IPV: 33.1%, DTaP:32.8%. LA TFEIE) . &K% (254%. 164%) . T
F (25.0%, 25.8%) . fHER (22.6%. 28.1%) . F&EL (21.8%, 19.5%) . Nrx (17.7%. 21.9%) . BX
Wk (13.7%. 17.2%) . BAGBEE (13.3%. 164%) . 2 (11.7%., 11.7%) LOEHE (11.3%, 17.2%)
TH V. BMEERF TSR (14.0%, 152%) KUOFEE (13.6%. 8.8%) Th-olz, HIEIGLZR
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274 BERMREE DD-687

ROSEMGEERORFEEF R EFROEREROBER OB RIZ DTaP-IPV & DTaP TKE 2E
WXz Tz,

Grade 3 YA EDRE2H MR EFRIL, HEIFELERECTIL DTaP-IPV T 248 #5412 45 (0.8%) . DTaP
T 128 Bl 241 (1.6%) | BANESERETiX DTaP-IPV T 243 #9445 (1.6%) . DTaP T 125 % 2 4

(1.6%) 123D BTz, DTaP-IPV Xi& DTaP DWW OEEFRE TS Grade 3 LA EOFERDOREBIID 727>

o7z, BEBIONER (PT) X, FIEISHER T DTaP-IPV THE\ 2 ], DTaP TH RN 1 51 O TH
1 5, JBINFHSERTIX DTaP-IPV THRE 3 | R OBARELE 1 I, DTaP TRAABGR | fIR OFEMRS 1 i
THoT,

FRBRFHIR TORERE K 5812, FreifB] TORER L E 66 ITRT,

DTaP-IPV X{ZDTaP DWW T 1L DOHEFE T b FIEIGER K OB INGEERICE D b E2 I EES
L0EL, BEE3 BUNICERL, BHEAZEHT7 BEUNICHEER L,

R22-BFELEUEESEHEEE - DTaP-IPV [A##] X(Z DTaP [BE#] O¥EGEREUVEBMGEER -
REMBITARER (A-J301 RER)

A-J301

Primary series Booster series

Subject with at least
one solicited systemic

adverse event Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Systemic adverse events :
Any 186/248 (75.0%) 96/128 (75.0%) 98/243 (40.3%) 44/125 (35.2%)
> Grade 3 2/248 (0.8%) 2/128 (1.6%) 4/243 (1.6%) 2/125 (1.6%)
Pyrexia
Any 54/248 (21.8%) 25/128 (19.5%) 33/243 (13.6%) 11/125 (8.8%)
> Grade 3 2/248 (0.8%) 0/128 3/243 (1.2%) 0/125
Vomiting
Any 28/248 (11.3%) 22/128 (17.2%) 7/243 (2.9%) 2/125 (1.6%)
> Grade 3 0/248 0/128 0/243 0/125
Crying
Any 44/248 (17.7%) 28/128 (21.9%) 14/243 (5.8%) 7/125 (5.6%)
> Grade 3 0/248 0/128 0/243 0/125
Somnolence
Any 56/248 (22.6%) 36/128 (28.1%) 16/243 (6.6%) 7/125 (5.6%)
> Grade 3 0/248 0/128 0/243 0/125
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274 BERHREN DD-687
A-J301
Primary series Booster series
Subject with at least
one solicited systemic
adverse event Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Decreased appetite
Any 33/248 (13.3%) 21/128 (16.4%) 16/243 (6.6%) 11/125 (8.8%)
> Grade 3 0/248 0/128 1/243 (0.4%) 1/125 (0.8%)
Irritability
Any 82/248 (33.1%) 42/128 (32.8%) 34/243 (14.0%) 19/125 (15.2%)
> Grade 3 0/248 1/128 (0.8%) 0/243 0/125
Diarrhoea
Any 62/248 (25.0%) 33/128 (25.8%) 16/243 (6.6%) 2/125 (1.6%)
> Grade 3 0/248 1/128 (0.8%) 0/243 0/125
Rash
Any 29/248 (11.7%) 15/128 (11.7%) 4/243 (1.6%) 5/125 (4.0%)
> Grade 3 0/248 0/128 0/243 0/125
Urticaria
Any 7/248 (2.8%) 3/128 (2.3%) 0/243 1/125 (0.8%)
> Grade 3 0/248 0/128 0/243 17125 (0.8%)
Pruritus
Any 12/248 (4.8%) 8/128 (6.3%) 2/243 (0.8%) 4/125 (3.2%)
> Grade 3 0/248 0/128 0/243 0/125
Cough
Any 34/248 (13.7%) 22/128 (17.2%) 3/243 (1.2%) 6/125 (4.8%)
> Grade 3 0/248 0/128 0/243 0/125
Rhinorrhoea
Any 63/248 (25.4%) 21/128 (16.4%) 14/243 (5.8%) 11/125 (8.8%)
> Grade 3 0/248 0/128 0/243 0/125

Group A: DTaP-IPV injection part, Group B: DTaP injection part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.
PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ae_dtap_j301_s_t.sas

OUT=REPORT/OUTPUT/274_ae_solsys_ae_dtap_j301 s t irtf (160CT2012- 18:13)

FE @ A-J301 RERD ABE T, BMRER OREMFHERBRE L 244 I L WV REAEERT — 403556
Mo 7o 1 HIZBRZ 243 Bl IBMMGRER O EAR EFROFMESR L L,
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274 BENREN DD-687

DTaP-IPV X i DTaP SRR D4 E 25 HEBIRUS

BESFMRIFINT, #IEHRLER T DTaP-IPV T 61.3% (152/248 1) . DTaP T 59.4% (76/128
Bil) . BINFEIEEFIC DTaP-IPV T 27.2% (66/243 f5i) . DTaP T 25.6% (32/125 %) 12589 b, FE
o e K ONBINS Ry DR 25 HERIFUGFEEZRZ DTaP-IPV & DTaP TR & I W X720 71o

DTaP-IPV XiZ DTaP DV iU DEFE T 10%LL LIZFE® b vz E RS EEFHRIRE (PT) |
WA E R CII B HEME (DTaP-IPV: 24.2%., DTaP:29.7%. LATRINE) . B (18.5%. 14.8%) . @
R (17.3%, 25.8%) . &% (14.9%, 7.8%) . TH (12.9%, 21.1%) . A& (12.5%. 18.0%) . MEMH:

(8.5%. 11.7%) . BARBGR (8.1%. 102%) . ROMKHK (7.7%. 11.7%) Th V. BINGLER TR
B (11.9%., 6.4%) RUOGHRIEME (8.6%, 11.2%) Th-olz, FIEIGRERK OBMEEROREL2FME
BRSO ERBEROFEFR KR OFIEIZ DTaP-IPV & DTaP TREREWIE 1o T2,

Grade 3 U L O EL2HHRIFIRIE, FIEIHRZER TiX DTaP-IPV T 248 #9415 (0.4%) . DTaP T
128 % 2 1] (1.6%) | 3BNNFIERF Tt DTaP-IPV T 243 9 4 4 (1.6%) , DTaP T 125 1 1 1 (0.8%)
IZFBD A7z, DTaP-IPV XL DTaP DWW ILOEEFEIZIBV T, Grade 3 LU EOERDOFHEIITD 22
o7z, BEBOWR (PT) iX, FEIFRERFTIL DTaP-IPV THRE 141, DTaP THRNEME 1 L O TFH
1], BHINFERFCliL DTaP-IPV THRE 3 Fl K VEBEGR 1 #], DTaP TERZ 1 flTh o 7=,

FEFFHR] TORBRE K 5912, FrFB TORRER 67 17T,

DTaP-IPV X & DTaP DV DOHHFE T b FEIGRIE R L OMBIRIERFIZFR O b EE S HRIFUS
DELIE, EEE 3 BLURNICER L, ¥RBEZEDT7 BRUAITHER L,

R 23 -HELSFMRIRGREER - DTaP-IPV [AF#] XiZ DTaP [B #] O#IEIRER R VBMRER -
REMRITHERER (A-J301 FHER)

A-J301
Primary series Booster series
Subject with at least
one solicited systemic
adverse reaction Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Systemic adverse
reactions
Any 152/248 (61.3%) 76/128 (59.4%) 66/243 (27.2%) 32/125 (25.6%)
> Grade 3 1/248 (0.4%) 2/128 (1.6%) 4/243 (1.6%) 1/125 (0.8%)
Pyrexia
Any 46/248 (18.5%) 19/128 (14.8%) 29/243 (11.9%) 8/125 (6.4%)
> Grade 3 17248 (0.4%) 0/128 3/243 (1.2%) 0/125
Vomiting
Any 21/248 (8.5%) 15/128 (11.7%) 4/243 (1.6%) 0/125
> Grade 3 0/248 0/128 0/243 0/125
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274 BBERHR SN DD-687
A-J301
Primary series Booster series
Subject with at least
one solicited systemic
adverse reaction Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Crying
Any 31/248 (12.5%) 23/128 (18.0%) 9/243 (3.7%) 6/125 (4.8%)
> Grade 3 0/248 0/128 0/243 0/125
Somnolence
Any 43/248 (17.3%) 33/128 (25.8%) 117243 (4.5%) 6/125 (4.8%)
> Grade 3 0/248 0/128 0/243 0/125
Decreased appetite
Any 20/248 (8.1%) 13/128 (10.2%) 6/243 (2.5%) 5/125 (4.0%)
> Grade 3 0/248 0/128 1/243 (0.4%) 0/125
Irritability
Any 60/248 (24.2%) 38/128 (29.7%) 21/243 (8.6%) 14/125 (11.2%)
> Grade 3 0/248 1/128 (0.8%) 0/243 0/125
Diarrhoea
Any 32/248 (12.9%) 27/128 (21.1%) 11/243 (4.5%) 0/125
> Grade 3 0/248 1/128 (0.8%) 0/243 0/125
Rash
Any 21/248 (8.5%) 11/128 (8.6%) 3/243 (1.2%) 4/125 (3.2%)
> Grade 3 0/248 0/128 0/243 0/125
Urticaria
Any 6/248 (2.4%) 3/128 (2.3%) 0/243 17125 (0.8%)
> Grade 3 0/248 0/128 0/243 17125 (0.8%)
Pruritus
Any 4/248 (1.6%) 6/128 (4.7%) 2/243 (0.8%) 4/125 (3.2%)
> Grade 3 0/248 0/128 0/243 0/125
Cough
Any 19/248 (7.7%) 15/128 (11.7%) 2/243 (0.8%) 4/125 (3.2%)
> Grade 3 0/248 0/128 0/243 0/125
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274 BRAREM DD-687

A-J301
Primary series Booster series
Subject with at least
one solicited systemic
adverse reaction Group A Group B Group A Group B
n/M (%) (N=248) (N=128) (N=244) (N=125)
Rhinorrhoea
Any 37/248 (14.9%) 10/128 (7.8%) 31243 (1.2%) 9/125 (7.2%)
> Grade 3 0/248 0/128 0/243 0/125

Group A: DTaP-IPV injection part, Group B: DTaP injection part
n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ar_dtap_j301_s_t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ar_dtap j301_s t_i.rtf (160CT2012 - 18:18)

B - A-J301 RRBR D A BETIE. EBNMGEROZEMEFMEBRER 244 ALV BEFEERT I 0ES
Nhotz 1 5EBRWEZ 243 6%, BIGREROBESERESOTENSRE L,

Ew

DTaP-IPV % B A N/NRICE THRE L7z & & OFIRIGER K BN ER O ESFMHEEESTREV
RHEEF MRS ORBRFWT N ERFROEHEIT, DTaPZETERELZ L EOBREBLLTE
V. BESFUAEESZRUEELFHRIFIGICOWTOREM T 17 7 A VT DTaP-IPV & DTaP
TERRMICKE 2BV AR D -7z, 72, DTaP-IPV BERERF OFERIZ A-J201 RBR L A-J301 RBR TR
REWT o T,

UERY, BREEHFHRAEFRROFERH RIS OWTO DTaP-IPV OZEM% 7T e 7 7 A4 )V
IZBWT, FFtd N EFBE IR o7,

2.1.1.2.5 OPVISEARXIIOPVEEBRKDEFELEMEETER BHELBHEIRE
A-J301 RERTO OPV 7 7 2R XX OPV @ 2 [BIEERERF (REROBEER 7 BLUAN) oRfELT TR

EEHREMREFR 24|12, FELHTMRIRGHERERLE 25IRT, £z, REBINcCOBELIMSR
EEENUOBESTHRIRIGOREREZFNFNE 60 R USE 61 12 . B R TORR Y ZF N FisE 68
RO 69 1377,

OPV 7 7R XX OPV H#ERERDOKELFMHEEESR

BEEEHEAEERIT. OPV 7 TR T54.9% (135246 %)) . OPV T 60.8% (76/125 ) (2588
S, HELFMERAEFSRBERIZOPV TR E OPV TRERBEWNI o7,

OPV 7" ZERNIE OPV OWVTHMDOERE T 10%LL EICRO b - £ Ee S A EES PT)
X, SR (OPV 77 R 17.9%, OPV:24.0%, LATENE) . TH (19.1%. 20.8%) . F&& (13.0%,
16.8%) . L& (12.2%., 12.8%) | MR (11.4%, 12.8%) . fHIR (12.6%. 152%) . BABEE (12.6%.
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27 ABRERMREME DD-687

14.4%) KO8R (114%, 13.6%) THH, ERFLOBBERUOEEEIZOPV 77 AR L OPV TK
XIRBEWT o T2,

Grade 3 YU EORFELHMAEERIL. OPV 7T R T246HHF 346 (12%) . OPV T 125614 5
Bl (4.0%) 128D B, OPV 7T BRI~ T OPV T Grade 3 L LOEROFEBERNETELRD 5
iz, FLBOWER (PT) X, OPV 7' 7 AR TIEHE 2 PR OERRZ 1 . OPV TIEFEN 4 I, {EIR
1 BIROBARIBEE 1 FITH YD . Grade 3 LA EDOFEED OPV HEREHZICEZ RO BT,

OPV 7 &R X1 OPV ERER OB ELEHRIRKT

BESHMRIKGIX, OPV 77 2R T43.5% (107246 ) . OPV T 51.2% (64/125 ) 12585
. BFESEHRIKSHEERIZOPV 7T R E OPV TRERBEWIRN- 72,

OPV 7’7 £ R Xk OPV OWTNDEERE T 10%LL EIZFE» bz £ 25 RIS (PT) 1%
SHREYE (OPV 7° 77K 13.0%, OPV:20.0%, LATENE) . TH (14.6%., 16.8%) . FE (10.2%\
16.8%) . NLE (102%, 12.0%) . &IF (7.7%. 12.0%) KOMERE (8.9%. 104%) THYH . THrEH
OFEFER OREBRRIZ OPV 7T R E OPV TRE REWEIAR -T2,

Grade 3 LA EORESHMRIRIGIL. OPV 7T ®AR T 246 6% 1 6] (0.4%) . OPV T 125 i 4 4

(3.2%) IZFB® b, OPV 7T B RIZHAT OPV T Grade 3 U L DELORRENRETEHLIRDOHN
2o BRBOWNER (PT) 1. OPV 7' 7R TIIHE 1. OPV TIIHRE4FILUMER 1 I TH Y,
Grade 3 DL E DB OPV ERERZIZEZL B LN,

FE

DTaP-IPV OFJEIFRZEHZIZ OPV 7SR Z 2ERAFERE L7 L T OB ELEFHFEERRVEES
FHRIR S OFRBREL N ERFROEEIL, DTaP OFEREHRIZOPV Z 2B AFEE L &0
FEREBLUL TNV b DD Grade 3 A EDES: (FIZHE) 23 OPVERERZIZEZIBO LN,

VU EZ Y, DTaP-IPV BUM$EREIL, DTaP+OPV BT Grade 3 A O ELHHAEETHZE N
BESYMBIRGORRY 27 BMENEEZZ b,

R2A-BELEUHEEEZREBTER-0OPV IS5+tHR [AH] XIZOPV [BE] 02 EIEER-
REMRITERER (A-J301 RER)

A-J301
Subject with at least
one solicited systemic
adverse event Group A Group B
n/M (%) (N=246) (N=125)
Systemic adverse events
Any 135/246 (54.9%) 76/125 (60.8%)

> Grade 3 3/246 (1.2%) 5/125 (4.0%)
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274 BERNR S

Decreased appetite
Any
> Grade 3

Irritability
Any
> Grade 3

Diarrhoea
Any
> Grade 3

Rash
Any
> Gradg 3

Urticaria
Any
> Grade 3

Pruritus
Any
> Grade 3

31/246 (12.6%)
0/246

44/246 (17.9%)
0/246

47/246 (19.1%)
0/246

13/246 (5.3%)
0/246

2/246 (0.8%)
1/246 (0.4%)

4/246 (1.6%)
0/246

50

A-J301
Subject with at least
one solicited systemic
adverse event Group A Group B
n/M (%) (N=246) (N=125)
Pyrexia
Any 32/246 (13.0%) 21/125 (16.8%)
> Grade 3 2/246 (0.8%) 4/125 (3.2%)
Vomiting
Any 28/246 (11.4%) 16/125 (12.8%)
> Grade 3 0/246 0/125
Crying
Any 30/246 (12.2%) 16/125 (12.8%)
> Grade 3 0/246 0/125
Somnolence
Any 31/246 (12.6%) 19/125 (15.2%)
> Grade 3 0/246 1/125 (0.8%)

18/125 (14.4%)
17125 (0.8%)

30/125 (24.0%)
0/125

26/125 (20.8%)
0/125

7/125 (5.6%)
0/125

2/125 (1.6%)
0/125

7125 (5.6%)
0/125

DD-687



274 BBERNREN

Subject with at least
one solicited systemic

A-J301

adverse event Group A Group B
n/M (%) (N=246) (N=125)
Cough
Any 20/246 (8.1%) 9/125 (7.2%)
> Grade 3 0/246 0/125
Rhinorrhoea
Any 28/246 (11.4%) 17/125 (13.6%)
> Grade 3 0/246 0/125

Group A: OPV Placebo administration part, Group B: OPV

administration part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_so

Isys_ae_plaopv_j301_s t.sas

OUT=REPORT/OUTPUT/274_ae_solsys_ae_plaopv_j301_s_t_i.rtf (160CT2012 -

18:08)

R25-FHELSMBIRICRBEE - OPV 75t [A#] XIXOPV [BE#] O 2 EiEER-

REMETTRER (A-J301 HER)

Subject with at least
one solicited systemic

A-J301

adverse reaction Group A Group B
n/M (%) (N=246) (N=125)
Systemic adverse
reactions
Any 107/246 (43.5%) 64/125 (51.2%)
> Grade 3 1/246 (0.4%) 4/125 (3.2%)
Pyrexia
Any 25/246 (10.2%) 21/125 (16.8%)
> Grade 3 1/246 (0.4%) 4/125 (3.2%)
Vomiting
Any 197246 (7.7%) 12/125 (9.6%)
> Grade 3 0/246 0/125
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274 BRMREH

A-J301
Subject with at least
one solicited systemic
adverse reaction Group A Group B
n/M (%) (N=246) (N=125)
Crying
Any 25/246 (10.2%) 15/125 (12.0%)
> Grade 3 0/246 0/125
Somnolence
Any 22/246 (8.9%) 13/125 (10.4%)
> Grade 3 0/246 17125 (0.8%)

Decreased appetite
Any
> Grade 3

Irritability
Any
> Grade 3

Diarrhoea
Any
> Grade 3

Rash
Any
> Grade 3

Urticaria
Any
> Grade 3

Pruritus
Any
> Grade 3

Cough
Any
> Grade 3

Rhinorrhoea
Any

16/246 (6.5%)
0/246

32/246 (13.0%)
0/246

36/246 (14.6%)
0/246

7/246 (2.8%)
0/246

1/246 (0.4%)
0/246

2/246 (0.8%)
0/246

16/246 (6.5%)
0/246

19/246 (7.7%)
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12/125 (9.6%)
0/125

25/125 (20.0%)
0/125

21/125 (16.8%)
0/125

6/125 (4.8%)
0/125

2/125 (1.6%)
0/125

5/125 (4.0%)
0/125

7125 (5.6%)
0/125

15/125 (12.0%)

DD-687



2.7.4 BEAREM DD-687

A-J301
Subject with at least
one solicited systemic
adverse reaction Group A Group B
n/M (%) (N=246) (N=125)
> Grade 3 0/246 0/125

Group A:OPV Placebo administration part, Group B: OPV
administration part

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_so
Isys_ar_plaopv_j301_s t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ar_plaopv_j301_s t i.rtf (160CT2012 -
18:13)

2113 EHEEEBR EFERIRG

B EAEERROEFTERIRIGIE, A-J20]1 R TIIAEERER 30 BURNICRBR L EBERH
EES A-J30] BB CIIAEEREE 20 BURNIER L-EBEERVEELRFEES»EHISR L L
7=

2.1.1.3.1 DTaP-IPVEEBOEREEEER . IEEERIRE
A-J201 BB KR N A-J301 RER T DTaP-IPV OFIERE (3 [EF TEME) BEOENGE GREK
THRE) FRCRBLZIEFEEEERO—BEL2ER 2610, EBERIGO—BEEEK 27ITRT,

DTaP-IPV RO EFEER !

I EREELRIT, A-J201 REBR TIIUIEGERNT 81.7% (94/115 ) . BINFAERT 50.5% (56/111
#) . A-J301 BB TIIFIEIGERNT 72.6% (180/248 f5l]) . 1BINGIEERT 45.5% (111244 ) (228
LTz,

Z-RBR T DTaP-IPV #ERFIZ 5%, BIZRBD SNz EREENRSE (SOC) 1. UTnEEBY Th
7.

A-J201 3Bk (K- [EIHEFER 30 B LAN)

o WIEIGRERE . RPMERB L OFARIE] (66.1%) . THEB IR THEBEZ] (28.7%) .
(PR ES, MERE L UMEHREE) (43%) . TIREE] (7.8%) . [BBEE] (6.1%) .
[—i% - EHEEB LR EGENMOREE]  (5.2%)

o BINGRIERF . URUYWER X OFARIE] (36.9%) . [FPRER. MEik JUWEHRIEE] (15.3%)
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2.7.4 BENESH DD-687

A-J301 3B (& EIEEFER 20 HLIN)

o VIEISRIERF : [RYUERB L OFABRE] A72%) . [EERBIVCE THEMEE] (254%) .
(PR Es,. HERE L OWHREE]  (16.9%) . TEREE] (0.7%) . [—f#% - 2FEES IV
BEIAIOWRE] (89%) . [BIBEZE] (6.9%)

o BINSER . [RYYERB X OFARIE] (344%) . [MEESE. M5B L OWHREE] (74%) .
(RER IO THBREE] (7.0%)

&-FBR T DTaP-IPV HERFIZ 5% RICRRD OGN ERFERFEREES PT) X, UTOLEDH TH
277,
A-1201 RBR (& [EIEEFER 30 H LAN)
o WIEISRER : BIHEER (28.7%) . EREDRE (16.5%) . [EXRK (13.0%) . B oK
% (11.3%) | 2B23MERZ (11.3%) | HEEL (8.7%) . VA VAMEF S (8.7%) | 185 (7.0%) .
RS UANVARELE (6.1%) | #EER (52%)

o BINSRAERF  BIFEALR (11.7%) . FREORIE (8.1%) . [REXZLK (72%) . HEESR (6.3%) .
2R (6.3%)
A-J301 B (FEIEFE 20 HLA)
o WIEIGRERE : BIFBER (32.7%) . EPRGEDORIE (10.5%) . 8% (6.9%) . k’éﬁpo&*%ﬁé (6.5%) .
HLIRBE (5.6%)

o BINARERF BIEEELX (21.3%) . FPREOKE (7.0%)

HEER COHFEREFROBRER 70 1277,

Grade 3 L EDIEREREERIT. A-1201 RBR TIIVBIGRERHICERERES, REL, 71 VAM
BREZS. TR KR ORENE 1 ], BMGERFICR S VA LV AKETRN 1 IR bz, A-J301 3R
BATIX. Grade3 L EOIFEREFTRIIBO NN -T,

DTaP-IPVZ B ANPNRICE TEE L L X ICRB D ONHEBEEAEEEL0L 1T, [RYWERB LW

FEME | (VPR MRS L UWIRREE] | RER L O THRREE) BT AR THY,
BT NRINC X< B BN B EETH T2,
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274 BBERNRSH DD-687

% 26 - DTaP-IPV O #EIRERE VL EBMAERICERE L -EEEEEERO—E (FEEE% 0B UA
[A-J201] XIF20 BUR [A-J301] ) - REMMBITIRER (A-J201 HKER. A-J301 Bk [AE] )

Primary series Booster series

Primary System

Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)

Any class 94/115 (81.7%) 180/248 (72.6%) 56/111 (50.5%) 111/244 (45.5%)

BEES S UFER

fiE 76/115 (66.1%) 117/248 (47.2%) 41/111 (36.9%) 84/244 (34.4%)
SIRGEHR 33/115 (28.7%) 81/248 (32.7%) 13/111 (11.7%) 52/244 (21.3%)
[EXR 15/115 (13.0%) 11/248 (4.4%) 8/111 (7.2%) 6/244 (2.5%)
TREHKD 13/115 (11.3%) 71248 (2.8%) 4111 (3.6%) 2/244 (0.8%)
BE& 5/115 (4.3%) 10/248 (4.0%) V111 (0.9%) 7244 (2.9%)
hE#% 5/115 (4.3%) 6/248 (2.4%) 3/111 (2.7%) 71244 (2.9%)
NBIEE ¢ 10/115 (8.7%) 2/248 (0.8%) 7/111 (6.3%) 1/244  (0.4%)
PE@IPEc3-] 10/115 (8.7%) 2/248 (0.8%) 0/111 3/244 (1.2%)
A2INIUHF 3/115 (2.6%) 8/248 (3.2%) 1/111 (0.9%) 2/244 (0.8%)
RS A LAk 7/115 (6.1%) 1/248 (0.4%) 1/111 (0.9%) 3244 (1.2%)
SHhER 3/115 (2.6%) 4/248 (1.6%) 3/111 (2.7%) 17244 (0.4%)
& s 4115 (3.5%) 2/248 (0.8%) /111 (0.9%) 2/244 (0.8%)
KiE 2/115 (1.7%) 1/248 (0.4%) /111 (0.9%) 31244 (1.2%)
LRERE 5/115 (4.3%) 1/248 (0.4%) /111 (0.9%) 0/244
B 5/115 (4.3%) 0/248 2/111 (1.8%) 0/244
FTT/ 4 NLREE
% 1/115 (0.9%) 3/248 (1.2%) 0/111 1/244 (0.4%)
EHifE 0/115 2/248 (0.8%) 0/111 1/244 (0.4%)
A2 94 ILRER
® 0/115 2/248 (0.8%) 0/111 0/244
[E XM 0/115 1/248 (0.4%) 0/111 1/244 (0.4%)
HEEERR 0/115 2/248 (0.8%) 0/111 0/244
ho DR /115 (0.9%) 1/248 (0.4%) 0/111 0/244
SNER 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
HREXX 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
R B % 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
MEEE % 2/115 (1.7%) 0/248 0/111 0/244
REERRSE 1/115 (0.9%) 0/248 /111 (0.9%) 0/244
FROB 0/115 0/248 0/111 1/244 (0.4%)
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27 ABRERMREM DD-687
Primary series Booster series
Primary System
Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)
A IR 0/115 0/248 0/111 1/244 (0.4%)
/B4 )LAEE
B 2 0/115 1/248 (0.4%) 0/111 0/244
ANIRZ YA JLRE
e 0/115 0/248 0/111 1/244 (0.4%)
LY RERSE 0/115 0/248 0/111 1/244 (0.4%)
a2 A )L R 0/115 1/248 (0.4%) 0/111 0/244
NHEE R Bk & 0/115 1/248 (0.4%) 0/111 0/244
BERE % 0/115 1/248 (0.4%) 0/111 0/244
JINEE S 0/115 1/248 (0.4%) 0/111 0/244
RN 0/115 0/248 0/111 1244 (0.4%)
RSYMILARE
F& 0/115 0/248 /111 (0.9%) 0/244
TT/ 4 ILREE
fE ¢ /115 (0.9%) 0/248 0/111 0/244
TT/ 04 NVR%E
B 0/115 0/248 /111 (0.9%) 0/244
DA IR ERE 1/115 (0.9%) 0/248 0/111 0/244
AR F—F 0/115 0/248 1/111 (0.9%) 0/244
R T 1/115  (0.9%) 0/248 0/111 0/244
fifi ¢ /115 (0.9%) 0/248 0/111 0/244
BEghoTH /115 (0.9%) 0/248 0/111 0/244
FIF9fR % 0/115 0/248 /111 (0.9%) 0/244
B, BES L UFE
THOHEY (B
BEURY—T%&
) 0/115 0/248 1/111  (0.9%) 0/244
FoOanLky 0/115 0/248 1/111 (0.9%) 0/244
Mm&EH LY v/ R[E
F 0/115 0/248 0/111 2/244 (0.8%)
1) sREi 3¢ 0/115 0/248 0/111 1244 (0.4%)
#BRZHEMm 0/115 0/248 0/111 1/244 (0.4%)
REREE 1/115 (0.9%) 2/248 (0.8%) 0/111 0/244
BYMT7TLILX— 1/115  (0.9%) 2/248 (0.8%) 0/111 0/244
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274 BFREMRESH DD-687
Primary series Booster series
Primary System
Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)
HRRES 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
HRRITE 0/115 1/248 (0.4%) 0/111 0/244
2A/E—XR 1/115 (0.9%) 0/248 0/111 0/244
ERFEE 9/115 (7.8%) 24/248 (9.7%) 3111 (2.7%) 7/244 (2.9%)
HEE S 6/115 (5.2%) 11/248 (4.4%) 3/111 (2.7%) 3/244 (12%)
AR 3/115 (2.6%) 12/248 (4.8%) 0/111 4244 (1.6%)
ERFEm 0/115 1/248 (0.4%) 0/111 0/244
AREE % 0/115 1/248 (0.4%) 0/111 0/244
EREEN R 0/115 1/248 (0.4%) 0/111 0/244
EB S URBES /115 (0.9%) 0/248 0/111 0/244
Bz 5%E 1/115 (0.9%) 0/248 0/111 0/244
FEIR R, BIERE & O
fRrEE 28/115 (24.3%) 42/248 (16.9%) 17/111 (15.3%) 18/244 (7.4%)
L REDRE 19/115 (16.5%) 26/248 (10.5%) 9/111 (8.1%) 17/244 (7.0%)
8 4/115 (3.5%) 11/248 (4.4%) 7111 (6.3%) 0/244
% Bk 1/115 (0.9%) 51248 (2.0%) 0/111 0/244
B 2 2/115 (1.7%) 1/248 (0.4%) 2/111 (1.8%) 1/244 (0.4%)
HEEE 2/115 (1.7%) 2248 (0.8%) 0/111 0/244
SHim 1/115 (0.9%) 2/248 (0.8%) 0/111 0/244
(Le# 1/115  (0.9%) 17248 (0.4%) 0/111 0/244
TLLEX—HE% 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
BEEE 7115 (6.1%) 17/248 (6.9%) 4/111 (3.6%) 2244 (0.8%)
ERE 3/115 (2.6%) 8/248 (3.2%) 3111 (2.7%) 2/244 (0.8%)
THi 2/115 (1.7%) 6/248 (2.4%) /111 (0.9%) 0/244
NE it 2/115 (1.7%) 1/248 (0.4%) 0/111 0/244
In B4kt 0/115 1/248 (0.4%) 0/111 0/244
PE{E [ HEn 0/115 1/248 (0.4%) 0/111 0/244
AT 0/115 1/248 (0.4%) 0/111 0/244
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Primary series Booster series

Primary System

Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)

BEEH & URTHEE

EE 33/115 (28.7%) 63/248 (25.4%) 4/111 (3.6%) 17/244 (7.0%)
BLOREX 13/115 (11.3%) 16/248 (6.5%) 0/111 51244 (2.0%)
BE 8/115 (7.0%) 17/248 (6.9%) 2/111 (1.8%) 5244 (2.0%)
JLRED 3/115 (2.6%) 14/248 (5.6%) 0/111 0/244
PR R A % 5/115 (4.3%) 4/248 (1.6%) 0/111 1244 (0.4%)
RIEXZHES 1/115 (0.9%) 2/248 (0.8%) 0/111 3244 (1.2%)
BT 17115 (0.9%) 4/248 (1.6%) 0/111 0/244
HETS 17115 (0.9%) 2/248 (0.8%) /111 (0.9%) 1/244 (0.4%)
*% 3/115 (2.6%) 1/248 (0.4%) 0/111 1/244 (0.4%)
7 hE—MHRBR 3/115 (2.6%) 1/248 (0.4%) 0/111 0/244
BB # 0/115 3/248 (1.2%) 0/111 0/244
RIEE 1% 0/115 17248 (0.4%) 0/111 2/244 (0.8%)
ERP 0/115 3/248 (1.2%) 0/111 0/244
TEiRER B 2% /115 (0.9%) 1/248 (0.4%) 0/111 0/244
T S FERE 21115 (1.7%) 0/248 0/111 0/244
RAKH i 0/115 1/248 (0.4%) 0/111 0/244
FULLEX—HERE
% 1/115 (0.9%) 0/248 0/111 0/244
Bk 0/115 0/248 17111 (0.9%) 0/244
KEERZ5E 0/115 0/248 /111 (0.9%) 0/244

EERB L UVIERE

- 0/115 0/248 0/111 1/244 (0.4%)
BHEARK 0/115 0/248 0/111 1/244 (0.4%)

XM, REERS LU

BiEEER 0/115 1/248 (0.4%) 0/111 1244 (0.4%)
SXMEE 0/115 0/248 0/111 1/244 (0.4%)
SEXRMERESEE 0/115 1/248 (0.4%) 0/111 0/244

—-28BELSLU

B 5 DIKEE 6/115 (5.2%) 22/248 (8.9%) 2/111 (1.8%) 4/244 (1.6%)
FHE 1/115 (0.9%) 5/248 (2.0%) 2/111 (1.8%) 2244 (0.8%)
SESTERGIE M 0/115 7/248 (2.8%) 0/111 0/244
REtEFE 2/115 (1.7%) 2/248 (0.8%) 0/111 1/244 (0.4%)
FESTER AL B 1/115 (0.9%) 2/248 (0.8%) 0/111 1244 (0.4%)
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274 BBERMREH DD-687

Primary series Booster series

Primary System

Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)
B SERIERALH M 0/115 2/248 (0.8%) 0/111 0/244
ZRIEE 0/115 1/248 (0.4%) 0/111 0/244
ME 0/115 1/248 (0.4%) 0/111 0/244
RFRIERR 0/115 1/248 (0.4%) 0/111 0/244
B 0/115 1/248 (0.4%) 0/111 0/244
SESTERL AL 0/115 1/248 (0.4%) 0/111 0/244
7O F R
%2 1/115 (0.9%) 0/248 0/111 0/244
XSV ERAL I fE 1/115 (0.9%) 0/248 0/111 0/244

BEE.PEBLULE

B BHE 3/115 (2.6%) 7/248 (2.8%) /111 (0.9%) 4/244 (1.6%)
15 0/115 2/248 (0.8%) 0/111 3/244 (1.2%)
2 0/115 2/248 (0.8%) 0/111 0/244
R 0/115 1/248 (0.4%) 0/111 0/244
ME(C LS 0/115 1/248 (0.4%) 0/111 0/244
AEHERR 0/115 1/248 (0.4%) 0/111 0/244
KEEEH 0/115 1/248 (0.4%) 0/111 0/244
REHMED 0/115 0/248 0/111 1/244 (0.4%)
2B 1/115 (0.9%) 0/248 0/111 0/244
g R BRI E 0/115 0/248 /111 (0.9%) 0/244
& /115 (0.9%) 0/248 0/111 0/244
SERIE(E 1/115 (0.9%) 0/248 0/111 0/244

Group A: DTaP-IPV injection part

MedDRA/J version 15.0

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

In A-J201 study, SAEs occurred within the first 30 days were not included as unsolicited adverse events, however in
A-J301 study, SAEs occurred within the first 20 days were included as unsolicited adverse events.

PGM=PRODOPS\SAR245688\0VERALL\CTD_2012_01\REPORT\PGM\274_ae_unsol_ae_dd687_s_t j.sas
OUT=REPORT\OUTPUT\274_ae_unsol_ae_dd687 s t i i.rtf (13DEC2012 - 20:03)

DTaP-IPV #RER DIEEERIFS :
FHEERIFSIZ, A-J201 BB CIIWIEISRIERIZ DO 12.2% (14/115 1)) 12380 B, A-J301 RERT
IEHIEIRIERFIC 8.5% (217248 ) R ONBINGRERFIZ 2.0% (5244 1) 12388 bhiz,
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2.7.4 BRERMR M ' DD-687

HIE SRR 2%LA BIZ3R B 7272 SOCIT A-T201 B TIX R EB L O THBREE ] (4.3%) .
[—f#% « EFEERL LOCREMUORE] (3.5%) KU BIWERB LOFAERE] (2.6%) . A-J301
RRTIE [ - 2FEEB LOCREIALOKIE]  4.0%) Thol, BIRERTIE, WIhoR
BRTH 2%LL EIZER®D bz SOC 1372 ino Tz,

BRI 2% EITER® b ERFERERIRUS (PT) 13, A-J201 BERTIIFEE (2.6%) . A-J301
AR CITEHRFALHM (2.8%) ThoTz, BMAERTIE, WTNORBR TS 2% U LIZRBD ok
F5 (PT) XlehoTr,

BEERTOHEERIFIGOERER 71 1TTRT,
Grade 3 L EDOIEEEFERIRIGIZ. WTHORBRTHRD bR d-T,

3 27 - DTaP-IPV O #)E & &R R P BMEERICRE L -FBFERRGO—E (FEEER 30 HURA
[A-J201] X(%20 HELA [A-J301] ) - REMHEBITEIRER (A-J201 5ER. A-J301 &4ER [AB])

Primary series Booster series

Primary System

Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)

Any class 14/115 (12.2%) 21/248 (8.5%) 0/111 5/244 (2.0%)

REES S UHFER

fiE 3/115 (2.6%) 3/248 (1.2%) 0/111 1/244 (0.4%)

SRIRTE# 0/115 1/248 (0.4%) 0/111 1/244 (0.4%)
KREXR 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244
NHEE & 0/115 1/248 (0.4%) 0/111 0/244
OIS b 1/115 (0.9%) 0/248 0/111 0/244
SHPER /115 (0.9%) 0/248 0/111 0/244

BRFESE 0/115 1/248 (0.4%) 0/111 0/244
BRAE 0/115 1/248 (0.4%) 0/111 0/244

FRIG R, IR & UHE

fRiEE 1/115 (0.9%) 1/248 (0.4%) 0/111 0/244

HEEE 0/115 1/248 (0.4%) 0/111 0/244
SHm /115 (0.9%) 0/248 0/111 0/244

BERESE 1/115 (0.9%) 4/248 (1.6%) 0/111 0/244
F5 17115 (0.9%) 4/248 (1.6%) 0/111 0/244
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27 A BEERMAREH DD-687

Primary series Booster series
Primary System
Organ Class A-J301 A-J301
Preferred Term A-J201 Group A A-J201 Group A
n/M(%) (N=115) (N=248) (N=111) (N=244)
BEEH L URTHES
[EE 5/115 (4.3%) 2/248 (0.8%) 0/111 2/244 (0.8%)
it 0/115 1/248 (0.4%) 0/111 2/244 (0.8%)
323 3/115 (2.6%) 0/248 0/111 0/244
% 5 FERE 2115 (1.7%) 0/248 0/111 0/244
Pt R g 2¢ 0/115 1/248 (0.4%) 0/111 0/244
—-25EESLV
B EHLOIKEE 4/115 (3.5%) 10/248 (4.0%) 0/111 2/244 (0.8%)
FESTERGLH M 0/115 7/248 (2.8%) 0/111 0/244
SESTERL B 1/115 (0.9%) 2/248 (0.8%) 0/111 1/244 (0.4%)
RIEMERIE 2/115 (1.7%) 0/248 0/111 0/244
aE 0/115 1/248 (0.4%) 0/111 0/244
FEL 0/115 0/248 0/111 1/244 (0.4%)
SESTER AL M E 1/115 (0.9%) 0/248 0/111 0/244

Group A: DTaP-IPV injection part

MedDRA/J version 15.0

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

In A-J201 study, SAEs occurred within the first 30 days were not included as unsolicited adverse events, however in
A-J301 study, SAEs occurred within the first 20 days were included as unsolicited adverse events.

PGM=PRODOPS\SAR245688\0VERALL\CTD 2012 _01\REPORT\PGM\274_ac_unsol_ar_dd687_s_t j.sas
OUT=REPORT\OUTPUT\274_ae unsol_ar dd687 s t_j_i.rtf (170CT2012 - 10:37)

2.1.1.3.2 DTaP-IPVXIIDTaP#EfER OB EEETER EHRTERIRE
A-J301 3UBR T DTaP-IPV X% DTaP O#IEI%ZE (3 B TH#fE) R UOSBMGRE (4 BB K THRE)

BF (FEEEFER 20 BUN) ICHBBR LZEFEAESTRO—B L3 281, EBERIRIGO—EE2F 29
IZRT

DTaP-IPV i3 DTaP SRR O ER FESR

I ER EERIL, YIEHZERTIX DTaP-IPV T 72.6% (180/248 ) . DTaP T 68.8% (88/128 31) .
IBMNGERF TiX DTaP-IPV T 45.5% (111/244 f5]) . DTaP T 51.2% (64/125 ) 12388 Hav, FlEIHE
R R QMBS ERF O FERFEAR BB RREIREIT DTaP-IPV & DTaP TRE EWI 2o T,
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2.7.4 BRERHIR S DD-687

DTaP-IPV XX DTaP W0 EfE (LA, FE) T 5% EIZF8D b= 72 SOCIILLFo &
BYTHY ., FIEGEREOBMNGEROWT OB T E72 SOC OFEE KR OFEIRER|Z DTaP-IPV
L DTaP TREZRBEWI 2D o7z,

o FIEISeSERE: [RYWER K OVEABE] (472%. 50.0%) . [REB LUK FHEEEE] (25.4%.

21.1%) . [FRIRER . KOSRE X OWEREE]  (16.9%. 14.1%) . [—% - 2HEEB I U5
ERALOOIREE]  (8.9%. 7.8%) . TERFEZE] (9.7%. 8.6%) . [BBEZE] (6.9%. 4.7%)
o BANfRERE . TRYVER I OEARE]  (34.4%. 36.0%) . [FERSE. MIERis Xk UNRRE=E

(7.4%., 112%) . [HEBIOHE THEEZ] (7.0%. 4.0%)
DTaP-IPV X i DTaP DWW DEFE T 5%, LIS b -2 EREEESES (PT) 1IUTO
LBV TH Y FIERERE BMGEEREO WO T E2BROEE K OFHERIZ DTaP-IPV

L DTaP TRE2EBWI -T2,

o YIEIFJER - BUHEEJS (DTaP-IPV: 32.7%. DTaP:29.7%. A TFREIE) . FEEDORGE (10.5%.
8.6%) . B (6.9%, 7.8%) . BLr>EEL (6.5%., 3.1%) ROHREZ (5.6%., 2.3%)

o IBINGRIERF : BIRTAZK (21.3%, 20.0%) EROLEREORIE (7.0%. 6.4%)
A-1301 RBROEEER COHRFEREFROBRER 12 177,
Grade 3 DL EDOFFAFER EFLIL. DTaP TIIHIEISRERHCFED 2 f], BINRERFICRE L S
BRATBVE AR 1 BIIZFE® B4, DTaP-IPV TIIwlEI% &R & OSBIIREREOWT O THERO b
2o Tz,

% 28-DTaP-IPV [A%] XL DTaP [B#] OFEIREREVEMRERICEE L FEHEREERO—
B (HEEEZ 20 HUR) - REMBITIRER (A-J301 HER)

A-J301

Primary series Booster series

Primary System

Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)

Any class 180/248 (72.6%) 88/128 (68.8%) 111/244 (45.5%) 64/125 (51.2%)

BREES L UVFER

fiE 117/248 (47.2%) 64/128 (50.0%) 84/244 (34.4%) 45/125 (36.0%)
SIREER 81/248 (32.7%) 38/128 (29.7%) 52/244 (21.3%) 25/125 (20.0%)
Ba% 10/248 (4.0%) 4/128 (3.1%) 71244 (2.9%) 4/125 (3.2%)
KREXR 11/248 (4.4%) 6/128 (4.7%) 6/244 (2.5%) 0/125
hEX 6/248 (2.4%) 2/128 (1.6%) 71244 (2.9%) 1/125 (0.8%)
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2.7.4 BBERAELM DD-687

A-J301
Primary series Booster series
Primary System
Organ Class

Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
A2 ITNI U 8/248 (3.2%) 6/128 (4.7%) 2/244 (0.8%) 3/125 (2.4%)
RHRMERD 71248 (2.8%) 4/128 (3.1%) 2/244 (0.8%) 6/125 (4.8%)
SMEPER 4/248 (1.6%) 3/128 (2.3%) 1244 (0.4%) 2/125 (1.6%)
DAINAEBEBRE 2/248 (0.8%) 1/128 (0.8%) 3244 (1.2%) 0/125
RS AR 1/248 (0.4%) 3/128 (2.3%) 3/244 (1.2%) 0/125
FT/ 04 NRE
% 3/248 (1.2%) 0/128 1/244 (0.4%) 2/125 (1.6%)
K& 1/248 (0.4%) 0/128 3/244 (1.2%) 2/125 (1.6%)
=3t 23 2/248 (0.8%) 1/128 (0.8%) 2/244 (0.8%) 0/125
N EE % 2/248 (0.8%) 0/128 17244 (0.4%) 1/125 (0.8%)
FHifE 2/248 (0.8%) 0/128 1/244 (0.4%) 0/125
A2 914 ILRABE
#* 2/248 (0.8%) 1/128 (0.8%) 0/244 0/125
[E XA 1/248 (0.4%) 0/128 17244 (0.4%) 0/125
HEEERA 2/248 (0.8%) 0/128 0/244 0/125
SE % 1/248 (0.4%) 2/128 (1.6%) 0/244 0/125
FRORK 0/248 0/128 1/244 (0.4%) 1/125 (0.8%)
HMREZ X 1/248 (0.4%) 1/128 (0.8%) 0/244 0/125
ERERE 1/248 (0.4%) 1/128 (0.8%) 0/244 0/125
RGP 0/248 0/128 1/244 (0.4%) 0/125
hoOTRE 1/248 (0.4%) 0/128 0/244 0/125
B4 IVAHEE
% 1/248 (0.4%) 0/128 0/244 0/125
ANIRZXG A )L AR
ES 0/248 0/128 1/244 (0.4%) 0/125
L oY ERE R 0/248 0/128 1/244 (0.4%) 0/125
O824 )L Rk 1/248 (0.4%) 0/128 0/244 0/125
USEEN =1 3 1/248 (0.4%) 0/128 0/244 0/125
BERE 2¢ 1/248 (0.4%) 0/128 0/244 0/125
JE 2% 1/248 (0.4%) 0/128 0/244 0/125
R B8 R 1/248 (0.4%) 0/128 0/244 0/125
BRRK 0/248 0/128 1244 (0.4%) 0/125
AL RS 0/248 1/128 (0.8%) 0/244 1/125 (0.8%)
a2 0/248 2/128 (1.6%) 0/244 0/125
D4 IVAKEES 0/248 1/128 (0.8%) 0/244 0/125
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274 BERHAREME DD-687
A-J301
Primary series Booster series
Primary System
Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
LR R 0/248 0/128 0/244 1/125 (0.8%)
SRR 0/248 0/128 0/244 17125 (0.8%)
MZEE 2% 0/248 0/128 0/244 1/125 (0.8%)
{ERMEHBE 0/248 1/128 (0.8%) 0/244 0/125
fifi 2¢ 0/248 0/128 0/244 1/125 (0.8%)
REEREKSE 0/248 1/128 (0.8%) 0/244 0/125
MRS LV VRE
= 0/248 1/128 (0.8%) 2244 (0.8%) 0/125
1) NET S 0/248 0/128 1/244 (0.4%) 0/125
BRZHE I 0/248 0/128 1244 (0.4%) 0/125
1) 2/ EiRE 0/248 1/128 (0.8%) 0/244 0/125
RERESE 2/248 (0.8%) 1/128 (0.8%) 0/244 0/125
BYM7FLILY— 2/248 (0.8%) 0/128 0/244 0/125
A7LILF— 0/248 17128 (0.8%) 0/244 0/125
FaEE 0/248 1/128 (0.8%) 0/244 0/125
TR R 0/248 1/128 (0.8%) 0/244 0/125
HRRES 1/248 (0.4%) 0/128 0/244 0/125
R TTE 1/248 (0.4%) 0/128 0/244 0/125
IRIEE 24/248 (9.7%) 11/128 (8.6%) 7244 (2.9%) 3/125 (2.4%)
ERAE 12/248 (4.8%) 5/128 (3.9%) 4/244 (1.6%) 0/125
fERE % 11/248 (4.4%) 4/128 (3.1%) 31244 (1.2%) 3/125 (2.4%)
AR 7& I 1/248 (0.4%) 0/128 0/244 0/125
HR B %¢ 1/248 (0.4%) 0/128 0/244 0/125
RENK 1/248 (0.4%) 0/128 0/244 0/125
IREZIZAE 0/248 17128 (0.8%) 0/244 0/125
BHINE 0/248 1/128 (0.8%) 0/244 0/125
EB L UKBESE 0/248 1/128 (0.8%) 0/244 0/125
HiRRE 0/248 1/128 (0.8%) 0/244 0/125
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2.7.4 BEMREH DD-687

A-J301
Primary series Booster series
Primary System
Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
FROIL R, RIZRES & TN
fREESE 42/248 (16.9%) 18/128 (14.1%) 18/244 (7.4%) 14/125 (11.2%)
EFREDORAE 26/248 (10.5%) 11/128 (8.6%) 17/244 (7.0%) 8/125 (6.4%)
L ¥ 11/248 (4.4%) 3/128 (2.3%) 0/244 3/125 (2.4%)
% Bk 5/248 (2.0%) 2/128 (1.6%) 0/244 0/125
S 1/248 (0.4%) 0/128 11244 (0.4%) 3/125 (2.4%)
REEE 2/248 (0.8%) 1/128 (0.8%) 0/244 0/125
£m 2/248 (0.8%) 0/128 0/244 0/125
(Lo 1/248 (0.4%) 0/128 0/244 0/125
FLILE—HEE 1/248 (0.4%) 0/128 0/244 0/125
E1e ] 0/248 3/128 (2.3%) 0/244 0/125
BAEE 17/248 (6.9%) 6/128 (4.7%) 2/244 (0.8%) 1/125 (0.8%)
E 8/248 (3.2%) 4/128 (3.1%) 2244 (0.8%) 0/125
TH 6/248 (2.4%) 1/128 (0.8%) 0/244 1/125 (0.8%)
MEe it 1/248 (0.4%) 2/128 (1.6%) 0/244 0/125 -
I -t 1/248 (0.4%) 0/128 0/244 0/125
HEERIFUE M 1/248 (0.4%) 0/128 0/244 0/125
AL 1/248 (0.4%) 0/128 0/244 0/125
EBH & R TR
[EE 63/248 (25.4%) 27/128 (21.1%) 17/244 (7.0%) 5/125 (4.0%)
ik "17/248 (6.9%) 10/128 (7.8%) 5/244 (2.0%) 1/125 (0.8%)
BUORBE# 16/248 (6.5%) 4/128 (3.1%) 51244 (2.0%) 0/125
LRED 14/248 (5.6%) 3/128 (2.3%) 0/244 1/125 (0.8%)
FEfmtE B2 8 2 4/248 (1.6%) 1/128 (0.8%) 1/244 (0.4%) 0/125
RERZHED 2/248 (0.8%) 0/128 3/244 (1.2%) 0/125
#IBE 4/248 (1.6%) 0/128 0/244 0/125
RE#x 3/248 (1.2%) 3/128 (2.3%) 0/244 0/125
A LA 17248 (0.4%) 2/128 (1.6%) 2/244 (0.8%) 1/125 (0.8%)
1&Ts 2/248 (0.8%) 17128 (0.8%) 11244 (0.4%) 0/125
ERD 3/248 (1.2%) 1/128 (0.8%) 0/244 0/125
i3 1/248 (0.4%) 2/128 (1.6%) 17244 (0.4%) 0/125
7 FE—HERB % 1/248 (0.4%) 1/128 (0.8%) 0/244 1/125 (0.8%)
=87 ]} 1/248 (0.4%) 1/128 (0.8%) 0/244 0/125
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274 BERNREH DD-687

A-J301
Primary series Booster series

Primary System

Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
FERTER B & 1/248 (0.4%) 0/128 0/244 0/125
REERZE 0/248 2/128 (1.6%) 0/244 0/125
EEEERR 0/248 1/128 (0.8%) 0/244 0/125
EEHURE 0/248 0/128 0/244 1/125 (0.8%)

EERB L UVIEE

= 0/248 1/128 (0.8%) 11244 (0.4%) 0/125
BHEARL 0/248 0/128 1/244  (0.4%) 0/125
BERRE 0/248 1/128 (0.8%) 0/244 0/125

X, REMES LU

BEREEE 1/248 (0.4%) 0/128 1/244 (0.4%) 0/125
SEXREEE 0/248 0/128 17244 (0.4%) 0/125
SEXRMREERRE 1/248 (0.4%) 0/128 0/244 0/125

— - 2BEERLU

B SR DIREE 22/248 (8.9%) 10/128 (7.8%) 4/244 (1.6%) 6/125 (4.8%)
FE 5/248 (2.0%) 5/128 (3.9%) 2/244 (0.8%) 3/125 (2.4%)
FESTER L 7/248 (2.8%) 1/128 (0.8%) 0/244 0/125
SESTER AL B 2/248 (0.8%) 1/128 (0.8%) 1/244 (0.4%) 2/125 (1.6%)
REMEEE 2/248 (0.8%) 1/128 (0.8%) 1/244 (0.4%) 0/125
k=g b i ke il 2/248 (0.8%) 0/128 0/244 1/125 (0.8%)
ST AR 1/248 (0.4%) 1/128 (0.8%) 0/244 0/125
SR E 1/248 (0.4%) 0/128 0/244 0/125
ME 1/248 (0.4%) 0/128 0/244 0/125
RFERR 1/248 (0.4%) 0/128 | 0/244 0/125
B 1/248 (0.4%) 0/128 0/244 0/125
SESTERIATBE 0/248 2/128 (1.6%) 0/244 0/125
ESTEMLIERS 0/248 1/128 (0.8%) 0/244 ' 0/125
SRR ERR 0/248 1/128 (0.8%) 0/244 0/125
SIS 0/248 1/128 (0.8%) 0/244 0/125

BE.FEFLUVLE

BOHE 7/248 (2.8%) 3/128 (2.3%) 4244 (1.6%) 4/125 (3.2%)
B 2/248 (0.8%) 1/128 (0.8%) 3/244 (1.2%) 1/125 (0.8%)
BiE 2/248 (0.8%) 0/128 0/244 0/125
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274 BBERAREH DD-687

A-J301
Primary series Booster series

Primary System

Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
RA &AL 1/248 (0.4%) 0/128 0/244 0/125
MEICK S MM 1/248 (0.4%) 0/128 0/244 0/125
WERIERR 1/248 (0.4%) 0/128 0/244 0/125
KEEEER 1/248 (0.4%) 0/128 0/244 0/125
REMKEY 0/248 0/128 1/244 (0.4%) 0/125
EiE 0/248 0/128 0/244 2/125 (1.6%)
BEEa%5 0/248 1/128 (0.8%) 0/244 0/125
AIREG 0/248 1/128 (0.8%) 0/244 0/125
ERSME 0/248 1/128 (0.8%) 0/244 0/125
EX-1) 0/248 0/128 0/244 1/125 (0.8%)

Group A: DTaP-IPV injection part, Group B: DTaP injection part
MedDRA/J version 15.0
n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS\SAR245688\O0VERALL\CTD_2012_01\REPORT\PGM\274_ae_unsol_ae_dtap_i301_s_t j.sas
OUT=REPORT\OUTPUT\274_ae_unsol_ae_dtap_j301_s t j irtf (13DEC2012 - 20:04)

DTaP-IPV X i DTaP R OIEREERIKIS :

FERFERIR L, FIEISRERF Tl DTaP-IPV T 8.5% (21/248 5) . DTaP T 7.0% (9/128 #1) . BN
G ERF Tl DTaP-IPV T 2.0% (5244 ) . DTaP T 3.2% (4/125 ) 1258 b, FIEGER KB
NS S8 O FEE E RIS R BRI DTaP-IPV & DTaP TR E Z2BEWIR -T2,

HIEIRSERFIZ DTaP-IPV XX DTaP DWT 0> DOEEFE T 2%LL BIZEB O bivizE7 SOC 1k, T—H% -
EHEERL LRGSR OIREE]  (DTaP-IPV: 4.0%, DTaP:3.9%) T»Y ., BIEERTIRWTho
BEETH 2% EIZRBD b7z SOC X7 ho 7z,

HIEIFIERFIZ DTaP-IPV XX DTaP DU T L DR T 2% EIZ5E® b L7z 2 IR ERIRE (PT)

X, ESTERAZH M (DTaP-IPV:2.8%, DTaP:0.8%) TV, BMGEER TV THOERETH 2% E
IR b IR ERIR N X /2o 72,

A-1301 REROEIEER| TOIFERIRIGORR 2 E 73 1277,

Grade 3 L E D IERF ERIRIGIE, DTaP TIEMAE R EH T EVEE 1 FlIZFR % b, DTaP-IPV
TIEAEIGRZER R USEMREREO T ORI THRO bian-o Tz,
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274 BERAREHE DD-687

% 29-DTaP-IPV [A#] XX DTaP [B#] O#EGEREUVEMGERICRE L -EFEIIREO—E
(ZEEEH® 20 AUA) - R&EETNRER (A-J301 RER)

A-J301
Primary series Booster series
Primary System
Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
Any class 21/248 (8.5%) 9/128 (7.0%) 5/244 (2.0%) 4/125 (3.2%)
BEER S UFER
fiE 3/248 (1.2%) 1/128 (0.8%) 1/244 (0.4%) 1/125 (0.8%)
BIHEE % 1/248 (0.4%) 0/128 1/244 (0.4%) 1/125 (0.8%)
EES 1/248 (0.4%) 0/128 0/244 0/125
[EX% 1/248 (0.4%) 0/128 0/244 0/125
SRR 0/248 0/128 0/244 1/125 (0.8%)
ERERR 0/248 1/128 (0.8%) 0/244 0/125
RIEE 1/248 (0.4%) 2/128 (1.6%) 0/244 0/125
ERAE 1/248 (0.4%) 0/128 0/244 0/125
IREEZME 0/248 1/128 (0.8%) 0/244 0/125
fEIR 0/248 1/128 (0.8%) 0/244 0/125
PRI ER. MR E & U
fRiEE 1/248 (0.4%) 1/128 (0.8%) 0/244 0/125
HEESR 1/248 (0.4%) 0/128 0/244 0/125
S 0/248 1/128 (0.8%) 0/244 0/125
BRES 4/248 (1.6%) 1/128 (0.8%) 0/244 0/125
B 4/248 (1.6%) 1/128 (0.8%) 0/244 0/125
REH & VR TR
EE 2/248 (0.8%) 2/128 (1.6%) 2/244 (0.8%) 1/125 (0.8%)
BP 1/248 (0.4%) 1/128 (0.8%) 2/244 (0.8%) 1/125 (0.8%)
FEALTERZ 8 1/248 (0.4%) 0/128 0/244 0/125
EEEERE 0/248 1/128 (0.8%) 0/244 0/125
— - E2EEEBLU
B 5L DIRE 10/248 (4.0%) 5/128 (3.9%) 2/244 (0.8%) 2/125 (1.6%)
FESTERALH f 7/248 (2.8%) 1/128 (0.8%) 0/244 0/125
SESTERGI B 2/248 (0.8%) 1/128 (0.8%) 1/244 (0.4%) 2/125 (1.6%)
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274 BRRHMREN DD-687

A-J301
Primary series Booster series
Primary System
Organ Class
Preferred Term Group A Group B Group A Group B
n/M(%) (N=248) (N=128) (N=244) (N=125)
aE 1/248 (0.4%) 0/128 0/244 0/125
FE 0/248 0/128 1/244 (0.4%) 0/125
ESTEMIES 0/248 1/128 (0.8%) 0/244 0/125
FESTERAIATBE 0/248 1/128 (0.8%) 0/244 0/125
AR S 0/248 1/128 (0.8%) 0/244 0/125

Group A: DTaP-IPV injection part, Group B: DTaP injection part
MedDRA/J version 15.0
n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS\SAR245688\OVERALL\CTD_2012_0I\REPORT\PGM\274_ae_unsol_ar_dtap j301_s t j.sas
OUT=REPORT\OUTPUT\274_ae_unsol_ar_dtap_j301_s_t j_i.rtf (170CT2012 - 10:40)

FER

DTaP-IPV % B AR N/NRIZR THRE L7z & & OFIEIGER R OSBINGER O ER EF R K O
ERIRIEOFRARIT N ELREFROBEEIZ, DTaPEE FTHEE L L EOBRIENL TR,
EREEESROERERINCOWTOREMN T 1 7 7 A /W2 DTaP-IPV & DTaP TERAJIZ KX 72
BT oz, Fio, DTaP-IPV R ORMRICE LT, A-J201 B L A-J301 REATHRE A& T
2oz,

ULEXy, EEEAEESRUFERERIRIGIZ OV TD DTaP-IPV DL T 1 7 7 A ML
NREFEIRE IR,

2.1.1.3.3 OPV7SERXIFOPVIEEFOEREEEER EHERREG
A-J301 ERTD OPV 7’7 BRI OPV @ 2 B OHEFERF (KB D% 20 BURN) IZBH L=

FRERFEFZO—EERI0IZ., FHFERIRKEO—EEZE 31 1TRT,

OPV 7T ARXit OPV EEROIEREAEESR

EERERRIL. OPV 7’7 ERT67.5% (166/246 f5l) . OPV T 60.8% (76/125 f5l) 12588 B,
N ER EEREERIZOPV S TR E OPV TREBENIER o 72,

OPV 7*Z &R Xix OPV OV T I DOBFE T 5%LL LIZRBD b izF72 SOC 1L, [RIVER L U%E
AWE] (OPV 777 &R:54.1%, OPV:43.2%, LATRIR) . (PERER. Mashis K OWEHRIES ) (14.2%.
12.8%) . [REBIOCE THEBES] (13.4%., 120%) BV (BBEE] (6.5%. 24%) THY,
F72 SOC DFEFK FEBEIZ OPV 7T AR & OPV TRERBEWIRI -T2,
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27 ABKRNREME DD-687

OPV 7 Z AR XIL OPV ODWT NN DEFET 5% LICEO b - E2FL (PT) 1%, £2WHEELK (OPV
7°Z & R:30.9%, OPV:25.6%, LA TRINE) . EXGEDRIE (10.2%, 10.4%) | RFHEMEFEE (8.5%. 8.8%) .
BIBK (8.5%. 24%) ROREZR (53%. 24%) THY., FRFHOBEKOREHEIZOPV 77
TR E OPV TREBREWVIIR N T2,

BEEN COHBEATFROMBRELR 74 1077,

Grade 3 L E O EREERIL, OPV 7 7R THEN 1 D Hi, OPV TIXFED bz

-7,

OPV 7’ F &R X Ik OPV ERERF DO ERIRG

IERERIISIX, OPV 7T AR TS5.7% (14246 ) . OPV T24% (3/12561) 1ZFEH b, FEFF
ERIFISFERERIZOPV 7T R E OPV TRERBEWIRD -T2,

OPV 7' 7 EARXIiL OPV DWT NN DEFRE T 2%LL EIZFRD bz E2FESL (PT) 1, &HEER (OPV
75 R 2.0%, OPV:0%) Th-oiz,

BIEER COHFFERIEDORRER 75 1277,

Grade 3 YA EDOFERFERIRISIE, OPV 7T 2R TRED 1 IO b, OPV TIIRD bNeh o
77

AEw

DTaP-IPV OFIEIREHZIC OPV 7 F AR % 2EROERE L7 & X OFFERTEFZ K UIEFERIK
JEDFEBRG N EREROFEEIL, DTaP OFIEIHLZEHRIC OPVEZ 2EROBER L2 L EOFREHE
LT, UEXY, BMERROHFERETFRAVIFFERIGDFH Y X 7%, DTaP-IPV
BUMBETER & DTaP+OPV EEFERIZB W TR ERB W IRV EB 2 BTz,
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2.7.4 BERAIREH

DD-687

F£30-OPV 7St [AE] XIZOPV [BE] o2 BEEEICEBL-EETEEER0—8 (§EIE
-REHERNRER (A-J301 FHER)

% 20 HUR)

71

A-J301

Primary System

Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)

Any class 166/246 (67.5%) 76/125 (60.8%)

BEEHLUFER

fiE 133/246 (54.1%) 54/125 (43.2%)
R IHBE 2% 76/246 (30.9%) 32/125 (25.6%)
EREHRD 21/246 (8.5%) 11/125 (8.8%)
BE% 21/246 (8.5%) 3/125 (2.4%)
KEX& 13/246 (5.3%) 3/125 (2.4%)
FROR 12/246 (4.9%) 4/125 (3.2%)
FEX 10/246 (4.1%) 3/125 (2.4%)
SHPER 71246 (2.8%) 2/125 (1.6%)
K& 6/246 (2.4%) 0/125
AR F—F 4/246 (1.6%) 1/125 (0.8%)
TT/ 74 NRRE
% 3246 (1.2%) 1/125 (0.8%)
RS AR 3/246 (1.2%) 0/125
RO 3/246 (1.2%) 0/125
O294 IR ER
% 2246 (0.8%) 2/125 (1.6%)
N 58 2% 2/246 (0.8%) 1/125 (0.8%)
=32 2/246 (0.8%) 1/125 (0.8%)
OfEh > OHE 2246 (0.8%) 0/125
BEEHVTH 12/246 (0.8%) 0/125
ZRHUREE 1/246 (0.4%) 1/125 (0.8%)
EHRE 1/246 (0.4%) 1/125 (0.8%)
RSUAILARE
Xk 11246 (0.4%) 0/125
ATV Y 1/246 (0.4%) 0/125
I TAIAIILAR
£ 1/246 (0.4%) 0/125
"o L—7F 1/246 (0.4%) 0/125
SNE® 1/246 (0.4%) 0/125
KB 1/246 (0.4%) 0/125



2.7.4 BRERHIRSH

A-J301
Primary System
Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)
OEALRZR 1/246 (0.4%) 0/125
EREREE 1/246 (0.4%) 0/125
it ¢ 1/246 (0.4%) 0/125
B 1/246 (0.4%) 0/125
= £ 1/246 (0.4%) 0/125
EfTE 1/246 (0.4%) 0/125
FLFaRR 5 1/246 (0.4%) 0/125
f 25 1/246 (0.4%) 0/125
A IR RS 0/246 1/125 (0.8%)
RBREEI N—T 0/246 1/125 (0.8%)
MEEE 2% 0/246 1/125 (0.8%)
PR ERRE 0/246 1/125 (0.8%)
Y 0/246 1/125 (0.8%)
MEH KLY 2/ RE
= 1/246 (0.4%) 0/125
frZHEM 1/246 (0.4%) 0/125
REREE 3/246 (1.2%) 1/125 (0.8%)
BY7LILX— 31246 (1.2%) 1/125 (0.8%)
AHES 0/246 1/125 (0.8%)
BEIR[EE 0/246 1/125 (0.8%)
HRRER 4246 (1.6%) 0/125
Emg 4246 (1.6%) 0/125
ARFEE 6/246 (2.4%) 5/125 (4.0%)
FERE % 4246 (1.6%) 4/125 (3.2%)
BRAE 2/246 (0.8%) 1/125 (0.8%)
HB L UKBESR 1/246 (0.4%) 0/125
EHim 1/246 (0.4%) 0/125
mEES 0/246 1/125 (0.8%)
N5 0/246 17125 (0.8%)
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27 ABRMREM

A-J301
Primary System
Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)
FEOR 2R . BOERES & UM
fRfEE 35/246 (14.2%) 16/125 (12.8%)
LSEDRGE 25/246 (10.2%) 13/125 (10.4%)
R 31246 (1.2%) 2/125 (1.6%)
¥ 3/246 (1.2%) 0/125
FLLEX—HEX 2/246 (0.8%) 0/125
3z Bk 17246 (0.4%) 0/125
£F 11246 (0.4%) 0/125
REEE 0/246 1/125 (0.8%)
BBES 16/246 (6.5%) 3/125 (2.4%)
T 71246 (2.8%) 1/125 (0.8%)
fEi 5/246 (2.0%) 2/125 (1.6%)
Mgt 2/246 (0.8%) 0/125
INEH 1/246  (0.4%) 0/125
P 2% 1/246 (0.4%) 0/125
LTI 1/246 (0.4%) 0/125
EEH & UE TS
[E=E 33/246 (13.4%) 15/125 (12.0%)
BOOEB% 9/246 (3.7%) 6/125 (4.8%)
HETe 9/246 (3.7%) 1/125 (0.8%)
b 2> 6/246 (2.4%) 0/125
ARBE 3/246 (1.2%) 2/125 (1.6%)
AR S % 2/246 (0.8%) 0/125
ERP 2/246 (0.8%) 0/125
RERMERE 2% 1/246 (0.4%) 0/125
ESHRS 1/246 (0.4%) 0/125
FIBE 1/246 (0.4%) 0/125
L5MRD 1/246 (0.4%) 0/125
RIEERZHE 1/246 (0.4%) 0/125
RER 0/246 4/125 (3.2%)
7 hE—HRER 0/246 17125 (0.8%)
RES% 0/246 1/125 (0.8%)
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27 4 BBERAREE DD-687

A-J301
Primary System
Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)
— k- 2HBESLU
5 OKE 6/246 (2.4%) 2/125 (1.6%)
& 6/246 (2.4%) 0/125
HTF—TILEEL
{ZiERR 0/246 1/125 (0.8%)
& AR M 0/246 17125 (0.8%)
BE.PEFLUVLE
BHHE 6/246 (2.4%) 1/125 (0.8%)
& R N RIEG 3/246 (1.2%) 0/125
BiEE 1246 (0.4%) 0/125
Blom =g 1/246 (0.4%) 0/125
REHIAR E3 1/246 (0.4%) 0/125
B& 0/246 1/125 (0.8%)

Group A: OPV Placebo administration part, Group B: OPV
administration part

MedDRA/J version 15.0
n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.

PGM=PRODOPS\SAR245688\OVERALL\CTD_2012_0I\REPORT\PGM\274_ae_un
sol_ae_plaopv_j301_s t j.sas
OUT=REPORT\OUTPUT\274_ae_unsol_ae_plaopv_j301_s_t j_i.rtf (13DEC2012 -
20:04)

F£31-0PVIS5tAR [AB] XIZOPV [BH#] 2 EEERICHREL-EREIRGO—E (ZEIEE
®20BUA) - R2MRTHRER (A-J301 HER)

A-J301
Primary System
Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)
Any class 14/246 (5.7%) 3/125 (2.4%)
BEEL LUFER
fiE 8/246 (3.3%) 1/125 (0.8%)
SIEE 5/246 (2.0%) 0/125
B 2/246 (0.8%) 1/125 (0.8%)

74



274 RRHMER LN

A-J301
Primary System
Organ Class
Preferred Term Group A Group B
n/M(%) (N=246) (N=125)
wiEI NL—7 1/246 (0.4%) 0/125
[EX% 1/246 (0.4%) 0/125
RraEE 0/246 1/125 (0.8%)
BIRESR 0/246 1/125 (0.8%)
IR[ESE 0/246 17125 (0.8%)
faE 2 0/246 1/125 (0.8%)
IR ER . MEE & UHE
fREE 1/246 (0.4%) 0/125
EREORIE 1/246 (0.4%) 0/125
BEGEE 1/246 (0.4%) 1/125 (0.8%)
TH 1/246 (0.4%) 0/125
E 0/246 1/125 (0.8%)
REH L URTHE
EE 2/246 (0.8%) 0/125
kS 1/246 (0.4%) 0/125
ERe 1/246 (0.4%) 0/125
— k- 2H5EBESLUV
TGO IKRE 2/246 (0.8%) 0/125
FE 2/246 (0.8%) 0/125

Group A: OPV Placebo administration part, Group B: OPV

administration part
MedDRA/J version 15.0

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant endpoint.
PGM=PRODOPS\SAR245688\OVERALL\CTD_2012_01\REPORT\PGM\274_ae_un

sol_ar_plaopv_j301_s_t j.sas

OUT=REPORT\OUTPUT\274_ae_unsol_ar_plaopv_j301_s t j 1rtf (170CT2012 -

10:42)
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274 BBERHEEH DD-687

212 B
BRA :
A-J101 RRERTIE, BRI O TIIFED bian-o Tz,

IR
A-J201 FRER KR N A-1301 BRER i, IRBREI P O TIXERD b o7z,

213 FOMODEELEEER
BRA :
A-J101 REBRTIE, EERAEFRIIVD N2 T,

IR

A-J201 RERCIX, EERAEFFRIT 11SHF 136] (11.3%) 12 44580 b,
BEQAEERONRIEIR 2O BV THY . MLA 26 (1.7%) . ZOENIFRAR, RSU
ANAREXLK., RSTUANVAFR, VA NVREBRBE, A AT A VARG, [EIK,
B EKOERYE, PEHR, BRMERS. REERE, BUEEERVHE~N =T 2% 14 (0.9%) TH
27z, SOCHITIT NEGWER LOFERE] 2 114] (9.6%) LHRHEZLIRBDOLNIZ,

A-1201 BER CTOBRIIRPICER A BTER L EA LIERE O — B2 R 3477,
BRI TOEBERAEFTER LA L HRELRL R BUFEONFRIL, FIEIREIC 6 5] 74, #IE
T LB ORI OHRIC 6 61 6 £, BMKE (4[EE K THEER) 16 18THo7,

MBI TOELZOMNR (144) 1. UTFTOEBY Thotz,

o PIEISRIERF (71F) @ RS UANAR, REBEGR, VA VAEBBR, REEFE, PHAK,
il Be OBV RS A3 1 fF T o Tz,

o FIEISRE LEMMSREOROERE (61F) - FRAMR., [JEXR, MEE ERERRE. HE~L
=7 HMRBEOVA AT TANVABERERE 1 ThoT,

o BREEF (1)  RSUANVAREXIRD 1 ThoT,
BESNTZ WHOERRLATERD S b IEREEEME RREEEICL VIR 7 F o #E L

OEREBENEED D LHEESNERIIR o7, BEELREEESPRBA L2 TOWRRE %S
FEZ2 LIZEE L=,
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274 BRERAREM DD-687

R2-ABRUEPICRBEL-EELCFEEZO—E - ReHETNRER (A-J201 HE)

Primary System Organ Class A-J201
Preferred Term n/M(%) (N=115)
Any class 13/115 (11.3%)
RREMER K UFERE 11/115 (9.6%)

i ¢ 21115 (1.7%)
FROK 1/115 (0.9%)
RSTAILATEX#% /115 (0.9%)
RSIA A% 1/115 (0.9%)
JANAEEBR /115 (0.9%)
YA b AATODA IR 1/115 (0.9%)
[EXX 1/115  (0.9%)
HEEERERKRE 1/115 (0.9%)
mE% 1/115 (0.9%)
ERUERED 1/115 (0.9%)
R B R 2 1/115 (0.9%)
HERES 1/115 (0.9%)
Bitse 1/115 (0.9%)
BREE 1/115 (0.9%)
HBEALZT 1/115 (0.9%)

n: number of subjects experiencing the endpoint.

M: number of subjects with available data for the relevant
endpoint.

MedDRA/J version 15.0

PGM=PRODOPS\SAR245688\OVERALL\CTD_2012_0I\REPORT\PG
M\274_ae sae j201 s t j.sas

OUT=REPORT\OUTPUT\274_ae sae j201 s t i i.rtf (170CT2012 -
10:43)

A-J301 RERTI3, BEELRAEERITI AR (DTaP-IPV+OPV 75 R) T 248 Gl 3741 (14.9%) 12
53f#. BEf (DTaP+OPV) T 128Gl 126 (9.4%) I 15 5B bz,
BEEDAEEFZONRIIRBO LBV THY . 2L LIZFEO bN2FHIE, AR TIIREILAN

6l (2.4%) . BHRD SH (2.0%) . BEEREN 45 (1.6%) . TOIENICREIZM . NIEH, b
BROEENEIH (12%) . A7z ¥F, FREABEANEREDORIENE 24 (0.8%) . BE#
TILRBRIEGEA 2 6] (1.6%) ThHoTz,

SOCHITIE TRYMER T OFAERIE] NAFET23H (93%) . BETIH (7.0%) & mEEtklcE
L BO BN,
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2.7.4 BBERHIR M DD-687

A-J301 R COEBREE P CEE R A EER LB L EREO—BEEL R 35 177,

BRI TOEELRAEEFL R LLERERR OCRERGLONRIZ. AR TIIOEZED
DTaP-IPV #8112 13 6 15, OPV 7' R EEFER T 12 1] 14 ., FIEISE & BNsE O ORI
16 41 18 {, BNNFSE (DTaP-IPV O 4 [ B #fEH) 1256|644 Th o7z, BH TIIFIELED DTaP
BETELR I 6 1] 7 14 OPV H2FE 21T 2 51 3 {4 WIS L B INSesE D R D #ARILT 2 ] 3 4. B IN5e % (DTaP
O 4B BEERER) 2262 Th o,

WIESe % O DTaP-IPV X DTaP #:fE % O HMIZIR - 72356, TSR ER L -V OEERE
EHESLREE L HBRERR ORBFEIE DTaP-IPV & DTaP TR E 2B WIERD bahro Tz
(DTaP-IPV #efE1% 248 5+ 13 45 154, DTaP BefEtk 128 il 6 5 74F) .

ABOHRBIRITOEZONIR 34 1. LTV ThHhoTm,

Vel SRy (DTaP-IPV MR, 151F) A 7AW, EREORER OKE AN
2, v E UA VARG, BERRA. REGEGE, KEREET. JIRR. RS VA VAR, WHER
ke, RBROCREIRPE 1B TH -7,

MEREERE (OPV 77 v ANERERR, 141F) : BMEREN 3, MRRORERE 24, 77
T4 TXR—RIG, TER, BEEESE, v 277 A<k, BT L LE— HRERW
R[REXRNE 1 THoT,

FESe R OSBMNGRZE O OBM (184F) : KBRS 5. MRA 3, FROBRON
B 24, FUARZCRA, BWHESR, MEWEEEK, 77 /A PIER, K& SR K O)IRE
BE1IHTHoT,

BNGRERE (61F) )RR, 7 F U EREMEEVEIRE MRS, U v Eidk, BRK, IR
ME GMIAR) RUKEXMRIE 1 ThH o7,

BEOHMBTOELONER (154) 1. UTD LB ThoT-,

Y

wiElGa ks (DTaP BEfEfg, 74F) : R, BIME, A2, LD U RIP—F, [REX%L,
FEHMIRB R O VTN FRE 1 ThHo T,

EIGZRF (OPV #27ER, 3/F)  REEE. FREORERWIBERE 1 ThoTe,

WEIRZE KR UNBMGZE ORI OEE G4  BE&HEAEEK, 77 VA VAEMHEK VRS 7 A
NARRNBE 1ETH o7,

ABINGRERE Q) MEERRRUMRAE 1 TH T,
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27 4BERMREMN DD-687

WESNTEELAESES AHSH. BEISH) 055, BRECEMEKOEBREKEEICLY
BRU 7 F 0 L OREBRVEED Y S HEINZERIT, ABTIZIOPV 77RO 1 [8] BHERERIC
RO LIVZFED 14 14, BEETIIDTaP @ 1 B B #fE% (RERGHAR) (ZHE—HRE 1 IR
BN ARERNLE VRF—FRE1ETH -T2, £D 55 BETOLRE 1 HFOEBIMETH
ST LEFRE, WTNOEZLHREIIHRBEIER LICEE L,

OEERAEFRIIONTIL, ABTOPV 77 vRD 1 B BEEZICRO bR PEL 1 RN
BN (DTaP-IPV O 4 [B] B H:fEM%) 1RO LNZIIBEIEE SRR 1 ORI #METH S
TEERE, WThOERLHEFRE ITREER LICEE Lz,

RIB-BARUBEPIRBAL-EECATERO—E - REMATARER (A-J301 HEKR)

A-J301
Primary System Organ Class Group A Group B
Preferred Term n/M(%) (N=248) (N=128)
Any class 37/248 (14.9%) 12/128 (9.4%)
BFER K UFERE 23/248 (9.3%) 9/128 (7.0%)
K[EXR 6/248 (2.4%) 1/128 (0.8%)
il 2% 5/248 (2.0%) 1/128 (0.8%)
K[E X2 3/248 (1.2%) 0/128
AV INIUYF 2/248 (0.8%) 1/128 (0.8%)
FROK 2/248 (0.8%) 0/128
FRER LS 1/248 (0.4%) 2/128 (1.6%)
RSO IR 1/248  (0.4%) 1/128 (0.8%)
RRMUERD 1/248 (0.4%) 1/128 (0.8%)
T FOREMRGHRREE
=8 1/248 (0.4%) 0/128
TA AT T X% 1/248 (0.4%) 0/128
0294 JLARKRE 1/248 (0.4%) 0/128
NHEE R Bk 2 1/248 (0.4%) 0/128
MEMEEE & 1/248 (0.4%) 0/128
REAE 2 1/248 (0.4%) 0/128
HHE% 1/248 (0.4%) 0/128
FLERZERE 2 1/248 (0.4%) 0/128
R 1/248 (0.4%) 0/128
TT/ 04 IR 0/248 1/128 (0.8%)
B ME 0/248 1/128 (0.8%)
MZEE 2% 0/248 1/128 (0.8%)
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2.7.4 BEERMZR 2N

DD-687

Primary System Organ Class Group A Group B

Preferred Term n/M(%) (N=248) (N=128)
B, BES L UHMETHD

FEY (ERELURY -

=&8L) 1/248 (0.4%) 0/128

IIEEES. MEARH 1/248 (0.4%) 0/128
MEH LV VI RESE 1/248 (0.4%) 0/128

1) UREi R 1/248 (0.4%) 0/128
REREE 2/248 (0.8%) 0/128

FFrI745F%—RIG 1/248 (0.4%) 0/128

BYHMFTLILX— 1/248 (0.4%) 0/128
HEREE 4/248 (1.6%) 0/128

B e 4/248 (1.6%) 0/128
IDEEE 0/248 1/128 (0.8%)

g oRy—TF 0/248 1/128 (0.8%)

DFE 0/248 1/128 (0.8%)
mEES 3/248 (1.2%) 1/128 (0.8%)

JER 3/248 (1.2%) 1/128 (0.8%)
FEILER. MENH &K UHERREIES 6/248 (2.4%) 1/128 (0.8%)

L5 3/248 (1.2%) 0/128

ESEDRE 2/248 (0.8%) 1/128 (0.8%)

7T7/4 FIBX 1/248 (0.4%) 0/128
BERRS SUVHEAHEEES 0/248 1/128 (0.8%)

FAE R X 0/248 1/128 (0.8%)
—f% - 2BEERSLUEREER

ANEN 3/248 (1.2%) 0/128

FE 3/248 (1.2%) 0/128
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27 ABBERHRSMH DD-687

A-J301
Primary System Organ Class Group A Group B
Preferred Term n/M(%) (N=248) (N=128)
BE. PEBLUVLEEGHHE 1/248 (0.4%) 0/128
KEEBEH 1/248 (0.4%) 0/128

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV
n: number of subjects experiencing the endpoint.
M: number of subjects with available data for the relevant endpoint.

MedDRA/J version 15.0

PGM=PRODOPS\SAR245688\OVERALL\CTD_2012_01\REPORT\PGM\274_ae_sac_j301 s t j.sas
OUT=REPORT\OUTPUT\274_ae_sae 301 s t j i.rtf (1I3DEC2012 - 20:05)

81



(4}

ON 81 [ejuslIQ/ueIsy
90-20-010C /€ HAVEOD /6 /1B
/PRIA00Y /3K /CC-10-010C ¥Hh uoeulodeA pug £1-10-010¢ 124 AdI-deLd  800S00T6¢€
ON 9 [eIUSLI))/UBISY
S0-80-010C /€ AAVID /S91 uorneurooeA [oTeua,y
/PoIoA00SY /89K /£0-80-010¢ BT Em Io)sooq aroyeg  61-20-010¢ Vid AdI-deLd  020¥0076€
ON 4! [BIURLIO/UBISY
¢C-£0-110C /€ HAVIO /£9¢€ UOTJRUTIOORA PTBIN
/P3IA00SY /3K IPI-€0-T10T ¥EIE Io)s00q 21050 91-£0-010¢ v AdI-dBLA  £00£0026€
ON 01 [BjualIQ/URISY
10-C1-010¢C /€ HAVIO /L /1B
/PITIA0OY /S9A /9T-11-010C EIEYIAU)6LSYH UoneuIdoRA 19)S00g 61-11-010T /e Adl-deLd  S10T00T6€
ON L [EJUSHIQ/UeISY
C¢I-£0-010¢ /€ HAVID /1€ /PIeIN
/PRI8A03Y JECIN /80-€0-010C GHETHEE uoneuIdoRA Uy $0-20-010¢ /€ AdI-deld €10700T6¢€
ON € [ejUaLI)/UBISY
8T-11-600C /€ HAVID /T /PIeIN
/PRISA0IY JECDN /LT-11-600T ¥Y4ER A ) ¢ UOTeUIoORA IS T ST-11-600C 1A% AdI-deld S00T00T6¢
ON LE [eyUSLIQ/URISY
¢I-20-010¢ /€ HAVID /8Y /eIeIN
/P3I2A00TY S9X /T1-10-010T RSN UOLRUIOORA 1S] ST-11-600T /£ AdI-de1d  #0070026€
ON 11 [BIUSLI()/UBISY
61-60-010C /€ HAVIED 0T UOLJBUIOORA /TR
/P3I3A00Y /SR /60-60-010C Mo 1915009 ar0yog LT1-20-010¢ /€ AdI-deLd  £0010026¢
ON 41 [EIUSLIQ/ueIsY
€1-10-010¢C /€ HAVIOD /9€ /PTeIN
/P3I3A00Y /S9K /20-10-010C ¥y easH uoneuraoeA 35| LT-11-600T /€ AdI-deld T100100T6¢ 102V
gep digs wonyepay (sAep) uonean( WLId) PILIdJAL Y porrad Aep ey QUIIEBA ApMIg ai dnoin
uonmjosay /Aysuaguy  /(sAep) Josuo oy dw], wORTUIIE A WONEUIIBA /%38 13fqng /A1 Apms
uoeanng /SSOUSNOLIDS /o3Ep JOsuUQ o1 /(sqpuom) a3y
(¥ 1020-Y) ELEERYHATE -—OFEN- I "M 2 EEEYEE -ve ¥
L89-ad WS EHEY VLT



£8

(P01 - TIOZLOOLD) JT T 1S 107l ses o8 $L \LNALAO\LIOITI=LNO sesT 1 s 10z ses o8y, NDALIOITNI0 2107 ALOVITVIHAO\889SHTIVS\SIOAOEd=INDd

‘T + Q1ep 105U() - AJEP UOHN[OSNY = UOHRIN

"9Jep UOTJRUIOORA JSAJRTT - JJBp JOSU() = JOSUO 0} SWL],

0°S1 UoIsIoA [/ IAPSN

ON 881 [BJULIO/UeISY
LT-01-010T /€ d4aviadn w9 % UOTJEUTOOEA Jorewa, |
/PoIaA00Y /S9X /90-$0-0107 ®YU oL ¥ V& I9)500q aI0jog €0-€0-010C V4 AdI-de1d  €T0L00T6€
ON 1} [BJUSLIO /UelS Yy
¥2-S0-010C /€ 4AVED 4t UOT)EUIO0EA /3TeN
[PSISA00Y /S?X /L1-S0~010CT A 12)500q ar0yog €1-10-010T /s AdI-dBLd  ¥00L00T6E
ON 14 [BJUBLI/UeIsY
02-%0-010T /£ 4avad /ST /PTeN
/PoISA0ITY /SO K JL1-70-0102 Pty UoHeUIooeA PIg £€2-€0-010T /S AdI-dBLd  €£1090076€
ON 8T [ejuaLIg/uelSY
€1-S0-010¢ /€ 4avEaD Vel UOLRUIOOEA FPTEN
/P2I2A009Y /9K /11-60~010T L=AUVEW 191800q a10Jg 87-71-600C /S AdI-d®Ld  T0090076¢
ON 81
90-20-010T /€ d4aviaon 6
/PRI2A0OTY /53K /TT-10-010C A UonBUIooRA PUT €1-10-010C
apep diys vonepy (sAep) uonean(q ULId} PALIdJANJ porrad ajep 0By  2uIddeBA ApNIg a dnoan
uonnjosoy /Ansuapuy  /(sAep) Josuo oy dun, UOHEUIDEA  WONEBUIILA /%38 wlAns gy kpmg
AWONMQ  ssrusnordg /33Ep 135UQ) ey /(sypuow) agy
L89-ad HIZEWHH LT



¥8

ON Il [BJULIO/URISY
91-€0-1102 / s /PIEIN oqooe[J
/P3I2A00Y /S3A /90-£0-110T ¥ Ei uoneurooeA pIg 10-€0-110T /9t AdO+AdI-dBLd  80000-900
ON I [EJU_LIQ/UeISY
01-CI-110T / /ev1 UoNBUIOORA /T oqaodeld
/PRIBA0OTY /S3K /01-T1-1102 BT Ia}s00q 210§ 02-L0-T10T T'e  AJO+AdI-dBId  TT000-500
ON 14! [BUBLIO /RISy
ST-80-110T / /6€ UONBUORA FIEN oqaoeld
/PRIOA0OSY /S9K /21-80-110¢ FEREEE 191500 a10Jog #0-L0-1102 /€€ AdO+AdI-dBId  91000-500
ON 6 [eIU_LIO/UelSY
yC-T1-110¢ / /ST Pl oqaoe[J
/PRISA0OTY /39 /91-CI-110T el uoreurooea xa)soog 1¢-11-110T /1€ AdO+AdI-deld  L0000-S00
sox 9
01-L0-1102 / /61
/PRIBACOTY /39X /$0-L0-110T ¥ uonensmwpe 3| 91-90-110¢
ON (1) [BlUaLIQ/uelsY
01-€0-1102 / /8 [T 0qaoe[d
/P3I3A03SY /SR /10-€0-110T HATUCA ) UOreUIdoEA 15| YT-T0-110T /'t AdO+AdI-deld  01000-200
ON 1€
€¢-10-210C / /6¥1 UOLBUIDOBA
/paIar0oay /3K VT-TI-1102 HEIRE 10500 210399 §7-LO-110T
ON 01
0€-80-110T / e
/PRIBA0Y /SPA /12-80-110C ¥ uonenstuTmIpe pug 8T-L0-110T
ON € [eJUslIQ/UeISY
61-¥0-110C / /01 /FTeIN 0qaoeld v dnor
/PRISA0IY /SPX /LT-¥0-TT0T EEYU) QLD uopeurooeA pIg LO-¥0-110C /IL'e  AdO+AdI-deld  T10000-200 /10eL-V
ep digs wonyepy (sAep) woneanQq ULId} PALIdJAIJ polxad aep AT aurdea Apnyg al dnoany
uoymnjosay JAnsuapuy  /(sAep) Josuo o3 aw], HONJRUIIEA  UOHEUIIITA /%38 walang o kpmg
puoRnQ /SSOUSTIOLIAS /31Ep J9suQ 3sage  /(sypuow) 93y
(Y L0Er-Y) EFEERUHHNTE -B—OREH B EEE0EE -G ¥
£89-da S EHEB VLT



S8

ON 14

L1-80-110CT / /8% UOIJBUIOIEA

/PRI12A00TY /89K /¥1-80-110C O£ 101500q 10§38 LT-90-T10T
oN S JEJUSLIQ /RISy

£1-90-1102 / S TeN 0qooe]J

/P3I2A00Y] /S9K /60-90-110¢ o uonexSIUTWpeE 5] 81-¥0-110¢ /SY  AdO+AdI-dBLd  L0000-010
ON 1 [EJUSLIQ /RISy

T1-90-T102 / /LT FRIEIN oqasefq

/Pa12A00SY SIS /0€-S0-110¢ B uonEnSIUTIpe S| €1-50-110C /8Y  AJO+AdI-deLd  90000-600
ON [4

$1-90-110¢ / Ji47

/P312A003Y /S9K /£1-90-110T7  WH—~<kC L L UOLRISIUTWPE IS ] T0-50-1107
oN S [BJUBLIQ/URISY

£1-60-110T / /L 1RTeN 0gede[g

[PAI2A0DY /S9K 160-S0-110T e TONRHSTUTWpE JS | 20-S0-1102 /8 AdO+AdI-deld  S0000-L00
ON 86 [eIUSLI)/ueISY

11-$0-110C / 0T [FreWIa] oqaoe[J

/P319A00Y /S9K /v0-10-110T HE Y UOLJRUIOORA IS S1-21-0102 /S€  AdO+AdI-deLd  81000-900
ON 91 [EJUOLIO/URISY

8T-11-110C \ \~ 4 UOIRUIIOBA \2&2 ogqaoed

/PII2A00TY [S9K /ET-TT-T10T ¥xax 191500q a10Jog S1-90-1102 /S°€  AdO+AdI-deld  L1000-900
oN T [EJUSLI/URISY

£C-10-210C / 91¢ UOLBUIOORA IELS | 0qa0e[d

/PAIAA00TY /SoK /20-10-210¢ pAtas YAl 1995004 dI0§0g 1€-50-110T /€€ AJO+AdI-deLd  ¥1000-900
oN I

LI-90-1102 / e

[PRI2A0DTY /89K /LT-90-T10T EEEE  vonensiumwpe pug $2-S0-1107
ON 81

91-£0-1107 / /S

/PRISA00TY /S9K /90-£0-1102 R UOLRUIIORA PIE 10-€0-1102

Jep ——m-_m —::«&-aﬁ Amh&—uv ==_aah=a ULId) PRI —-emhoa Igep Ouam JQUIDIBA %E-—am [(1] n_-a.-w
uonnjosay /Ansuayuy  /(sAep) Jasuo o3 dw], WOHEUINIE A WoBUIIIBA /%38 yofqng /A1 Apms
[puonng /$S0USNOLIIS Ja3ep 19sUQ 39wy - /(syyuowr) o8y
L89-ad HEEHYE VLT



98

oN S [eUSLIO/UeIS Y
11-90-110T / /11 /PIEN 0qaaefd
/PIOA0ONY /SOK JL0-90-T110T HEEWE  uonenswmpe puz  L7-60-1107 /66 AdO+AdI-dBLA  $0000-810
ON L1
12-60-110C / /€1
/Pa1A00TY /53K /50-60-110T Y  uvoneuwoeAIs00d  £7-80-110T
ON L1 [BJURLIQ/ueISYy
12-60-110C / /€1 /eI 0qaoe[d
[PRIA00Y /SOK /§0-60-110C EA AV UoreurooeA 13)s00g €C-80-110¢ /'t AdO+AdI-deLd  T10000-810
oN Lz [BIUOLIQ/URISY
L0~S0-T10Z / 102 /orewa g 0qa0e]q
/PaI12A00SY /89K /T1-$0-110¢ FiEsE TONRUIOIEA PUT TT-£0-1102 /€  AdO+AdI-deLd  8T000-LI0
ON | X4 [EIUSLIQ/UeISY
€1-10-710T / /9LT UoneurooeA /FTEN 0gaoe[
/PRI3A0IY /9K VeC-TI-110T pal| 19)500q 210Jog 10-L0-110T Ty AdO+AdI-d®1d  ST000-L10
oN 01 [eBLIO /RISy
60-10-C10C / /€T %) T IR | 0gsoe[q
/PR13A03TY /3K E-TI-1107 BFHEWTEKL] ¢ uvoneuooes ojsooq  80-TI-110C Ve AdO+AdI-deld  1Z000-L10
oN 01 [eUOLIQ/URISY
vI-11-110C / ILST UOIBUIO0RA FoTe N ogaoeld
/PRISA0DTY /8N /S0-11-110T pa] 19)500q aI0fod 10-90-110¢ /€9  AdO+AdI-deld  T11000-ST0
ON 991 [BIUSLIQ/URISY
90-£0-210¢ / 19¢1 TO[EUIOORA RN o0qeorq
/PIIBAOITY /S3A /€2-60-110C =E I9)s00q aI0yog 01-50-110T /9t AdO+AdI-deLd  £0000-C10
ON 194
SI-TI-110T / el UOLRUIDOBA
/PRI9A03Y /SeK /T0-TI-110C ¥Xlid JrLL 1935009 ar0jog 02-90-110¢T
ON : [eNBLIO /RISy
/ /9¢ /3TN 0qaoe[J
/3uto3uQ /S9X /1€-S0-110T ¥Hd UOLRNSIUIWPR ST $T-H0-110T /€Y AdO+AdI-d®Ld 81000010
ajep diys uonepy (sAep) woneang WLI0) PALIdJRI] posad ajep ey auaeA Apmyg a dnois)
uonnjosay /Apsuayuy  /(sAep) 3asuoc 0y dumr], WONBUIIEA  UOGHEUIIITA /Xag walqng o kpmg
PWONNG  ssousnorIag J31Ep 19SUQ ey /(sypuow) a3y
L89-Ad HSZEMAUE VLT



L8

oN 9 [IUSLIO/UeISY
LO-TI-110T / /81 /orewd g 0qoaoe[d
[poroA00YY /SO /20-TI-110¢ ¥UESE  uonewooeasdsooqg  LI-TI-110T /€Y AdO+AdI-deId  0£000-610
ON I [eJURLIQ/UeISY
90-90-110Z / /8T foTeuS,y 0qaoe[d
/PAIBA0OSY /SOK /90-90-1107 —X U LGS uonensIuIwpe Is| 60-50-110T & AdO+AdI-dEId  +1000-610
oN 6
SO-TI-110C / 9 UOTJEUTOORA
/PR1oA00SY /S9K /8T-01-1102 FUESE 191500q 21033¢ $T-80-110C
oN 12
ST-01-1102 / /1€
/PoISA00Y /SOX /ST-60-110Z YUHFHry e b2 uonensurwpe pug $7-80-110C
ON 9
10-80-110¢ / /ST
/P3T2A009Y /SR ILT-LO-TTOT GETHE UONExSIUIWpE IS CI-L0-T10T
oN 8
LT-S0-110C / /8¢
/PRTOA0DY /83K /02-50-110C ¥y yosH UOHRUIOORA PIE  ZI-H0-110C
oN 01 [BIUSLIQ/URIS Y
91-50-110T / /ST /FIEN 0qade[d
/PR12A00TY /82K /L0-S0-110C xS UONBUIO0eA PIE 140110 IL'E  AJO+AdI-deLd  T1000-610
oN LT [BIUBLIQ/URISY
€1-T1-110C / /801 UOLRUIOORA /RIBWR oqaoelq
/PIISA09Y /59K /82-01-110¢ ¥EISE 1915004 210J9g T1-L0-110T /6'€  AJO+AdI-dBLA  60000-610
ON : [EIUBLIQ/URISY
/ e [oreursg 0gaoe[J
/3uro3uQ /S9K /LT-T1-110T Bk TR TEEFERA  uoneuooea 1e)soog ¥2-01-110¢C /9°€  AJO+AdI-deld  +0000-610
ON £ [EIUBLIO/URISY
LT-LO-TT0T / we [orewIR] 0qa0e[
/PR19A00TY /0K /01-90-110¢ el UONRUIOORA PXE  L]-$0-T10C /9°€  AJO+AdI-deLd  91000-810
Aep diys uonepy (sAep) woneang ULId) PAIIIJIXY porad ajep ey aurdeA Apnyg ar dnoin
uonnjosay /Aysuayuy  /(sAep) Josuo 03 dwi UONBUIDEA  UOHBUIIIEA /%38 walqns 0y kpmg
puoomo /SSOUSNOLIDG /31Ep 39sUQ 191 /(sypuow) 93y
L89-AA HSBHHAY LT



88

ON L4 [BURLI)/URlSY

61-20-110¢ / li4! /AIBN 0qaoe[d

/PRIRA0OTY /58K /91-20-110T ¥ uoneuraoeA Is| 20-20-110T /€Y AdO+AdI-de1d  8%000-0C0
ON 6 [BJUSLIQ/URISY

£1-20-T10¢ / /01 PTeN 0gqooe[J

/PIIBA00TY /SR /50-20-110¢ TR OREET uoyeurodeA 31 9C-10-110¢ /19 AdO+AdI-deld  T#000-070
ON 4! [BRISLIQ/URISY

01-€0-110T / 1274 [oreta g 0qaoe|J

[pa12A00Y 83K /LT-TO-110T 3 I B EE R UONRUIOBA PUZ  €Z-T0-1T0T /9%  AJO+AdI-deLld  1+000-0T0
ON ¥9

10-11-110T / /L8 UOIJRUIOOBA

/PIIBA0OTY /S9N /0€-80-110T eln iy 1215004 a1039¢ ¥0-90-110¢
ON 1£4 [eIUSLIO/TRISY

L1-80-110T / s UOTJEUIOdEA /OTeN 0gaoeq

/PRI2A0DTY /89K /ST-LO-110T B 1915004 910J3¢ #0-90-110¢ /€Y AJO+AdI-deLd  8£000-070
ON 6

80-80-110¢ / /SL UOTJBUIOOBA

/POToA00TY /SO /TE-L0-110T MOE = To)s00q axoyeq  L1-60-T10T
ON 9¢ [eIUSLIO/UelsY

LT-80-110T / /L9 TonRUIOORA /ereuag ogeoe[d

/PRIBA0IY /59K /€T-LO-TT0T ¥EIE 13}500q aI0Jod LI-S0-1107 /8°S  AdO+AdI-d®BLd  +£000-070
ON 0¢ [BUSLIQ/UeIsY

TT-SO-110C / /1 RIEIN 0qaoe[d

/PRIBA00TY /SPA /€0-S0-110T =L uonensiutuIpe pug 20-S0-110C /8Yv  AdO+AdI-d®ld  £7000-070
ON 6 [BIURLIQ/Uels Yy

20-€0-1102 / /81 FIEN 0qa9e[d

/PRIdA00TY /59X /TT-TO-110T HATUCA) UOLBUIOIRA PIg ¥0-T0-1107 /167 AdO+AdI-d®1ld  $T000-0T0
ON 61 [EIUSLIQ/URISY

¥2-60-110T / /201 uorRuUIOoRA /PIE WERE

/P3I3A00Y /S /90-60-110C ¥ Is)500q aIojyog LT-50-T10C /89  AdO+AdI-d®1d  ¥0000-0C0

yep diys uonepy (sAep) woneang ULId) PALIdJAIJ porrad Ayep ERTAY | aundeA Apmg al dnoany
aonnosay /Apsuapuy  /(sAep) J9suo o3 swr], UONBUIIEA  UOHBUIIITA /X3S palang oy (pmyg
puonno /SSOUSNOLIDS /31Ep 19SUQ 3oy /(sypuowmn) o8y
L89-dd I EHUE VLT



68

sax [eIURLIO /RIS Y
/ I [T
/Buro8uQ /S9K / ERAL UOIBUIOILA IS ST-10-110C e AdO+de1d  $0000-800
ON L [EUSLIQ/UeISY
T 10-1102 / /6€ /ereway
/PRIBA03Y /SeK /91-10-110C HIE UOneurdoeA Is| 80-21-010C g€ AdO+deld 01000900
ON () [EIUSLIQ/uelsY
LO-¥0-110T / /8T /ereuIS{ :
/PR12A00TY /9K /6T-€0-110T EEERY UONBUIOORA PIE  $0-£0-110C e AdO+deLd  T0000-S00
ON Ll [EJUSLIQ/URISY
CI-11-110C / /6 /eTeN
/PAI3A0ITY /SR /LT-01-110C N-HE¥H  uoneurooea Iesoog 81-01-110C 1T¢ AdO+dBLd  £0000-£00
ON 01 [RIUBLIO/URISY
6T-11-110C / /EPT uoreuIooEA [TEWS] € dnoxp
/Pa13A00Y /9K /0T-11-110T ¥ BB R 1915004 910JO  0€-90-TT0T 16'€ AdO+dBLd  T0000-Z00  /I0E(-V
ON L1 [BHISLIQ /RIS Y
Z1-L0-110T / /8T 1PTEN ogaoe[d
/PRISA0OTY /SPA /9T-90-110T ¥ESE uonensiuiwpe pug 10-90-110T s AdO+AdI-deld  £0000-120
ON 91 [eJUSLIQ/ueIsY
S0-£0-110T / 16 /oresg 0qaoe[q
/PRISA0IY /89K /81-T0-110C TFYORET UONeurd0eA 35| 60-C0-110C /€Y AdO+AdI-deld  +$000-0T0
ON X4
LT-60-1107 / 129 UOIJBUIOORA
/PRIOA00TY /SOX /S0-60-110C ¥xEx I01500q ar10§og S0-L0-1102
ON oy [RIURLIO/URISY
ST-v0-1107 / /9 L | oqgaoe[d
/Pa19A005Y /3K /LT-€0-110T ¥ESE UORHEUIOORA pUT 11-€0-1102 /S AdO+AJI-dBLd  £5000-020
aep diys wonepy (sKep) woneainQg ULIJ} PALIdJAXJ porxad aep ey aundeA Apmg al dnoiny
uoynjosay JAusuapuy  /(sAep) pasuo o3 wi], WOEUIIEA  UOHBUIIIBA /%38 palans oy (pmyg
PWONNY  ssousnoriag /91EP 19SUQ e j(sypuow) 93y
L89-ad FEEHHE VLT



06

ON 0¢ [EJUBHQ/UelsY
60-20-C10T / /T /PTeIN
/P3TIA00Y /53K /1T-10-C10T ¥dlf  uoneurodea 1a1500g 0Z-10-210T /6°€ AdO+d®1d  80000-TC0
ON 01 [BNUSUQ/UBISY
60-90-1107 / /0T FPTEN
/PRISA00SY /58K /1€-50-110¢ GIETIEE UOTJRUIOORA PIE T1-S0-110C /L'y AdO+deId  90000-120
ON Cl
87-S0-110T / /T
/PIXBA0DY /SeA /LT-S0-TT0T Seenlif uonensIuImpe 3| 91-50-110T
ON 4! [BIUSUO/uelsy
8C-S0-110T / /1 /ol
/PRISA0OTY LN /LT-S0-110T THEORET uonensIUIIpe IST 91-50-110C SV AdO+deld  LS000-0T0
ON [4! [EJUSLIQ/UeISY
01-S0-T10T / 16 /ol
/P313A00Y SN /6T-¥0-110C Y UOLeNSTUIpE IS 0Z-70-110¢ /Sy AdO+deld  £b000-020
ON €l [BIURLIO/URISY
81-€0-1102 / /9 /PTeN
/PIIdA00Y /59X /90-€0-110C ¥EIE UoteuIoseA pIg 8C-70-110C 8¥ AdO+dBLd  91000-0C0
ON 11
80-11-1102 / /1€l UOTJRUIOORA
/P3I3A009Y /P /6C-01-110T ¥Wrw)asy 1915004 21039 02-90-110T
ON IT [eIUSLI/UelSY
80-11-110¢ / /€1 UOHBUIOORA oIEN
/PAI3A0OTY /S9X 162-01-110T WEYU VG rL L 1915004 a1039g 07-90-1107 Vi AdO+deld  T1000-610
Sox :
£C-€0-1107 / r
/PAIdA0DTY /SOK / L— MK UOTJRUIIORA IS | ST-10-110T
aep diys wonepy (sAep) woneang WLId) PAIIRJIL porxad ep ey auIBA Apmig al dnoan)
uonnjosay /Apsuapuy  /(sAep) Josuo 03 ow], UONEURIEA  UONEUIIIEA /%98 walans gy kpmg
PUWONRY  ssousnorIdg /93P 1OSUQ 1Is93eT  j(sypuow) A3y
L89-Ad S EHUE VLT



16

(50:0Z - ZrozoAAL D T (18 10gles 08 HL\LNALAO\LIOdTI=LNO sesT [ s 1og[ oes o8y, NDILIOITMNI0 2107 ALOVITVITAO\889SHTIVS\SAOAOYd=INOd

‘T + 91ep 19sU() - 9jep UORN[OSSY = UoneIn(]

*9Jep UONJRUIOORA }S3)B - 9Jep JaSU() = JOSUO 0} duI ],

0°GT UoIsIoA (/VAAPIN

AdO + d81d g dnoin ‘0qaoe[d AJO + AdI~deLd v dnorn

ON 81 [EJUSLIO /uelsy
€C-£0-110¢ / /€1 [orema]
/PRISA00Y /P /90-£0-110T HATUNCA) UONBUIO0BA 35 12-20-1102 Ty AdO+de1d  60000-TC0
Aep diys uonepy (sAep) wonean(q ULI9) PaLdfaIy poriad ajep ey aurdBA Apms ar dneun
uonnjosay /Ansudyuy  /(sAep) Josuo 03 duuLy, uoneuidIep uoneuidIBA A walans  qy kpmg
Auoednmg /SSIUSNOLIdS /31ep 32suQ e /(sypuonr) a3y
L89-ad

FEZHHGE VLT



27ABRRHT SN DD-687

214 ZFOMOEELHEER
BA :
A-J101 RERCiL. I1BRRPIEICEAFEERIIRO ORI - 77,

N

A-201 FRERTIX, IRBRPIEICEDAEERIIRO bR -T2,

A-J301 RER T, IRBRPIEICELZ B EFRIT AT 248 2 BT 24, BEET 128 B9 16l 2
RO LN, FREONRITRIDOLEBY THY ., ABETII DTaP-IPV O 3 [B] B BRI IR 1
. PIEISGE LEMNGE OB ORI AR 1 £, BETIEDTaP © 1 [E B#fE% (REREAH)
WZR—#BRE 1 FIIBO LN OARERPLE VR =T BE 1 EThoT-, IBRTILICEZIFESE
BiZ, WTHhLEERAEFRL L THESNZERTHo T,
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274 BEHRSH DD-687

215 BEANXITERBINESEROEN

A-1201 FRBR K OY A-J301 RBR T DTaP-IPV OFEIGIERFICRD - EREEFRDER SOC D
% <iX. A-J301 FRBRTO OPV 7' 7 B RERERFIC O SV RBEETHRO LN TR Y . —RITH/NE#IC
HONDERTHHEEZLND, £, A-J301 RERT DTaP-IPV DB &R I OSBRI ER

O ONEIEFERAEELROE SOC DFER OB RIX, DTaPEEFFO L O L KE 2B W T2
7

A-J201 3RBER C DTaP-IPV B IZ 5%LL EIZRD b /-FER SOCIHE., LT e BY ThoT= (£
BEFERR 30 RLAN, £ 26)

o  PIEISRERE . TRMERB I OFARE] (66.1%) . [HEBIOR THEEEE] (28.7%) .
(P 2R, BERR K OWtRREE) (243%) . [IREE] (7.8%) . [BBEE] (6.1%) .
%« £HBEB LIRS ORE]  (5.2%)

o BINSER: RYWERB L OFARE] (36.9%) . MR, MEE L OWMRESE) (15.3%)

A-J301 FB% T DTaP-IPV X% DTaP DT A OFEFE T 5%, BB 5 izE72 SOCIE, LATFD
LB ThoTr (FEERER 20 HELIN, F28)

o  PIESREER . TRUMER L OVEARAE] (DTaP-IPV:47.2%, DTaP:50.0%. L TFRINE) . (&
JBE LUK THRREE] (25.4%., 21.1%) . [FPRER. s X OWERES ] (16.9%. 14.1%) |
[—f% - 2HEEL L ORESMORE]  (8.9%., 7.8%) . [IREE] (9.7%. 8.6%) . B
IBREE]  (6.9%. 4.7%)

o BINGRER . [RYYERB I OFARIE] (34.4%. 36.0%) . [MERSE Mizfic L OWERRREZE)
(7.4%., 112%) . [EEBIUOE THEBEEE] (7.0%. 4.0%)

A-J301 FRBR T DTaP-IPV OFIEISRZE G EIBEFRE) RICOPV IR E 2BEERE L & X212 5%LL
FIZBd b N7=E2S0CIHIEH, T LB Thot- (FEIBEFER 20 HLLN, £30) .

o  TRMMERBIOFERIE] (54.1%) . [FREES, WEIB X OWHREE] (142%) . (&
BIOETHEBEEZ] (134%) . [BBREE] (6.5%)

22 BEREEEROXEI(CLSEHHA
BEELRAESZOMBEF OFEMIT, A-J201 RIEHREE 6.42TH [Module 5.3.5.2-2] &, A-J301#
FEREE 6321, 6.3.3 HE T Appendix 19 [Module 5.3.5.1-1] 1252k L7=,
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27 4ABRAREH DD-687

3 ERKRREEDFE

3.1 /R
A-J201 FHBR KON A-J301 BRERTIE. ZeM0iHmIE B ICBEME A RE L TV,

32  EA

A-J101 RERTCIL. MIRFHORE. MRACERERORBELZEEN (A7) —=r 7)) | EE
2% (BEfE2~3 Bt RUE#HHKRE B 14~17 B%) OFRRRFICER L,

MEFRIRE., MRECFRERVRBRECERBIX, UTDLBY TH D,

BENE AR
MEFHRE BMmEkE. FMBKEE., AESOEUE. AT F2 Yy MME. I/MEER. BnBRSE (GFHBk.
IFERER. IFIEEER. BiER, 1) L/NER)
miEELERE BER, PTILTEo, FRTYL, AGLH., BEYLE>, GOT (AST) . GPT (ALT) .
ALP, y-GTP, LDH, CPK (CK) . BUN, ¥ L7F¥=>. Na, K
RIZE EE (#E, EAQ, M)

WERE 2R TOFMTIL, BEERT)OERE 2 BRERUERRERE COMRFENRE, miRELZE
BRERVRBRECEBIZ, BT _EEENIRN -7, Hr OFRETOFTMETIZ, WL O0DIEE
TEERARICHREEELBZ D, H5HVITERE 2 AR OCFRRERICHEX AR Z TE S ERE
BEEZ T L RENER INZA, WPNOBRBRERE L IBBREEENIC X Y BERICREE LA
W e ShTe (AJ101 #EEHREE 124 8 [Module 5.3.5.2-1] ) .
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274 BREKHREM DD-687

4 NAEINYA 2, BAENFRRRUVREEICEHET St EBRRER

41 NR

A-J201 EER K N A-J301 BRER Tid, BEMOFHMIEE 231 Z YAV ROF T RE2 ST ho
BEEHEREL VR, B, FEAEERORBARNEIHMET 2720, FIRRY 7 F 8%
7 BURNDOEBEZHEBRE BERIC L VINE L=,

42 A

A-J101 BRBRTik, LAToRICAR. Rfadk, mE (UEH. J0EH) ROEEZBIE L,

o FIB. ARFA%. mME :
BAERT (EFER) | B3040 (R 30~6040718) . BfE2 A% (R 2~3 A% . =
A (B 14~17 B

o« f{KE:
B (A7) —=v 7 RER) | BEE2A% EE2~3H%) | TERE BER 14~178
%)

RE, KR, R\ OmE HER. 588 O BICRRTREEENI -7 (A-J101 B
#AEE 1255 [Module 5.3.5.2-1] ) .
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2.7 ABRERMIR LM DD-687

5 HHLGBEEREARVCRETICETSIREM

51 EYHEEAER

5.1.1 Hib& D EIFREE

Hib OFEFERERIT DTaP-IPV ORI L B2 5 2 & 56 AFIFERE IZE W T Hib & O [FIEHEEN
FRIND, £Z T, A-J301 RERTO Hib & AFFERZZ T - HREEFOREET — & 2 AV,
Hib & OREFERICE I 222257l L7z,

Hib ZERNTERBINTWETZ be 7 (LU, Act-HIB) X% L Uiz, #BRE % Act-HIB & DO[F
FrEEfEDFETRRIL., RFEREL X - HRE RN & RIFERE L 27 720 o 7o BeE £ M CRIRFE
FEFL FELINAESS. IFEAEFES. TORSFEEORKISZ W TOREeETa 7 7
A NEHE LT,

A-J301 FRBR T Act-HIB & DRIRFERE 2 % 1) IR E A2 % 37 IO~

DTaP-IPV & Act-HIB & DRIFHERE % %7 72 BB 0L, FIEISRZE D | [B] BEEFERETIL 248 Bl 67
Bl (27.0%) . 2 B BHERERFTIZ 376 (14.9%) . 3EIBERERFTIX 356 (14.1%) . BMEZED 4[5
BEMIFTIZ 164 (6.5%) ThoT,

HIEIAE R 3 EIRIBHERE 2 %) 72 B 303 248 B 1541 (6.0%) . W TN OBERERE] & BB EE
BZT RN HBRERIL 1706 (68.5%) THV, L7 &b 1 BIRFER G ERBEELERL)
ERTTBRERIZ A B (254%) Thotr, Tz, 2HIRNC 4 B RRERE % T 7295 E B % 248
BIF 9Bl (3.6%) . WTILOEREE G FRFEE LT 20> e REEIL 16861 (67.7%) TH Y,
B &b 1 ElFFFEE 4 ERFEELZR) 220 2#REZI 716 (28.6%) ThHoT,

R 37 - Act-HIB RIFHEREOHBREY - REUBIARER (A-J301 HEB)

) A-J301
Group A Group B All

Simultaneous Act-HIB administration (N=248) (N=128) (N=376)
1* vaccination (V01)

Vaccinated 67 (27.0%) 37 (28.9%) 104 (27.7%)

Not vaccinated 181 (73.0%) 91 (71.1%) 272 (72.3%)

Investigational product was not vaccinated 0 0 0
2™ vaccination (V02)

Vaccinated 37 (14.9%) 21 (16.4%) 58 (15.4%)

Not vaccinated 210 (84.7%) 105 (82.0%) 315 (83.8%)

Investigational product was not vaccinated 1 (0.4%) 2 (1.6%) 3 (0.8%)
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27 ABRKRMREM DD-687
A-J301
Group A Group B All
Simultaneous Act-HIB administration (N=248) (N=128) (N=376)

3" vaccination (V03)

Vaccinated 35 (14.1%) 18 (14.1%) 53 (14.1%)

Not vaccinated 211 (85.1%) 108 (84.4%) 319 (84.8%)

Investigational product was not vaccinated 2 (0.8%) 2 (1.6%) 4 (1.1%)
Primary series

Vaccinated all three Act-HIB vaccination 15 (6.0%) 6 (4.7%) 21 (5.6%)

Not vaccinated all three Act-HIB vaccination 170 (68.5%) 82 (64.1%) 252 (67.0%)

Vaccinated at least one Act-HIB vaccination

4™ vaccination (V07)

63 (25.4%)

40 (31.3%)

103 (27.4%)

Vaccinated 16 (6.5%) 4 (3.1%) 20 (5.3%)

Not vaccinated 228 (91.9%) 121 (94.5%) 349 (92.8%)

Investigational product was not vaccinated 4 (1.6%) 3 (2.3%) 7 (1.9%)
Overall

Vaccinated all four Act-HIB vaccination 9 (3.6%) 3 (2.3%) 12 (3.2%)

Not vaccinated all four Act-HIB vaccination 168 (67.7%) 82 (64.1%) 250 (66.5%)

Vaccinated at least one Act-HIB vaccination 71 (28.6%) 43 (33.6%) 114 (30.3%)

Group A: DTaP-IPV + OPV Placebo, Group B: DTaP + OPV
PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_dem_concmed_hib_j301_s t.sas

OUT=REPORT/OUTPUT/274_dem_concmed_hib_j301_s_t i.rtf(170CT2012 - 10:05)

A-J301 FRERTD Act-HIB & ORIFEREIZBIT A2 22T — ¥ LU TIIRT, 2B, ARBRIE I,
Act-HIB & ORIBFERELY T - HBREB N Do T2z, BEMERTH D,

DTaP-IPV XiZ DTaP OFIEIFERFIZI T 5 Act-HIB 3 [BIRIFHERE &K CMBMNGZERHZEIT 5 Act-HIB
FFEBOFEN TOREFROMEL, ThETNE BRUE NIRRT, F/-, 1 EBERER, 2E
B EefEhy R O 3 B B SR ORI TORBRE ZNENFK 7. R KUK 89, £HIH 4 EF
RrEfE) TOMRREE 0 IR T, BMITHERIL. ActHIB & ORIFFEREL =T -9 BREER (LT,
FIRFEEFERE) &AL 2 2o I BRE R (LT, FEFRFERERE) TR L7z,

PERER

DTaP-IPV O HIEIFHERFCIX, BRI EESRIL, FEFRFEER T 0.6% (1/170 F) Z@H B0, 3
B R RFETERE CIIR O b o7z,

BHESHHEAEERIT., 3 EIFREEFERT73.3% (11/156)) | FEFBFEERER T 73.5% (125/170 4)
IR b, BESFEAEEFLREERIT 3 BIRIREER & RS CRERBWVII 2o T2,

98



274 BBERHMESH DD-687

BEEFMRIRIGIX, 3 EIREFEERE T 66.7% (10/154) | FERBHERERET 55.3% (94/170 ) 2
R B, 3 EIEFHERR CHESS RIS RBEENE TR WVEN Th o7, HEERBITORFRT
X 1 EE ROV2 (6] B SR C R R CREENBVMER Th o 7o (1 [B] B BERER - R
52.2%. FEIRIRFEEFERE 29.3%, 2 [B] B HAERy « [RIRFEERERT 40.5%, FERIRFEEAERE 29.0%, 3 [B] B BEfERF -
[EIRFHREFEAY 28.6%. FERIFFHEAERE 28.0%) . DTaP OYIEIHRERFOFERTH 3 BIRINEREN CRELSY
RIS RBER B MER SRR SN TR Y (3 B[R RFEFERE 83.3%., JERRFEERERE 53.7%) . DTaP-IPV
IR R TIR RV EEZ bR,

FERFEREEFSIL. 3 EIRIRERRET 73.3% (11/154)) | FERBEEREET 72.9% (124/170 ) 1258
D, FFFEASFRBIRIT 3 FIFRFEFER & FEFFFEBRE CRE RBEWVIIR 1o 72,

FERFERIBUSIE, 3 [BIFEFRFERERE T 20.0% (3/1561) | FEMRFERERE T 7.6% (13/170 1) 123D 5
AU, 3 ElRREERER CHSERI RS HRBRENBE T EVMERA Th o 7z, HERERI TORKRETIL, 1 BB
TR IZ RIRFEFERE CRERVPEVVER Th o7 (1 B B EFERF « RIREETERE 6.0% [4/67 #1] | FERIRF
BEAERE 1.7% [3/181 4111 | 2 [B] B H2FERF < RIRFEERERE 5.4% [2/37 B1l] | FERFREBERERE 2.9% [6/210 411 |
3 [E] B BEAERY - RIREEEERE 0% (035 61] | FRRIRAEAERE 2.8% (6211 41] ) . RIREERERE COIBE
BIFISIEW TN OBERE HIRWEEETH Y, Act-HIB RIREEN & ERIR ORI RIFTHE
R THD B LN,

BINGER

DTaP-IPV DiBMNSERE TlL, [RIRFEEERE & AR OV T OM THEIRFEREESERIIREO 5
iRtz

BEEGHAEEERIT, FIRFEER T 73.3% (1/156)) | FEFSERER T 38.2% (87/22841)) . 4
EESMRISUGT, FRIRFEFER T 53.3% (8/15 1) | FEFRFRERERE T 25.4% (58/228 1)) 1ZER® b1,
FEEIMATFRRORERTHRIKGOBFHEEIL, WInbREEH CEVVER TH o,
DTaP DBMGEERFOFER T HHELI MR EFL L URELS HRIFR O FEE R FFFERER T
BVMER RSN TEY (FFEAEFS « [FIRFERER 50.0%., FEFFRFEER 34.7%. FERIKS
[RIFFEETERE 50.0%, FERIFFEERERE 24.8%) . DTaP-IPV (Z4FE 2RI T2V e E 2 BTz,

FHRFEREERIT, RIFRFEETER T 43.8% (7/16 ) | FERIKFEFERE T 45.6% (104228 7)) 2R 5
. FERFEEEFRRHRRICFIREER L RSB CRE BV R o7z, Ei2. FER/FERIK
JibE, FERIRHEREREIC DA 2.2% (5228 f7l) 888 v, RIFFERERE TIIRO bhveho 7z,

PLEX Y DTaP-IPV & Act-HIB & O [RFFERE % 1T - B E £ CIIRIGRER OB ESEHERIR
IR, BMNEERONELE T EEFR R URELE RIS D& RBE N FRHEEL 2 220
S T BREERICHENTEVER A A S72 6 DO DTaP DFER THREROEM I RRENTEY .,
DTaP-IPV IZRER O TIX ARV EX bk, £z, RERELZZT -REEN CIX, FRFEEL
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2.7.4 BERHREMH

DD-687

2T e o T REEMIC AN TREARPEVVERINR A SN ZHEEEME EEL K VR EST MR
FISDERPH-72H, Grade 3 UL EOFEZIIFBDO 2oz (iR, 511 IEKUS.1.1.2H)

& 38 - Act-HIB FEEOAEITOETEROME (O HFRKEE) -
DTaP-IPV [A#] XiZ DTaP [B 3] O#IE%ER - REMBTIREH (A-J301 RER)

A-J301
GroupA GroupB
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration

Subject with at least Yes No Yes No
one event n/M (%) (N=15) (N=170) (N=6) (N=82)
Immediate unsolicited

systemic adverse

event 0/15 1/170 (0.6%) 0/6 0/82
Immediate unsolicited

systemic adverse

reaction 0/15 0/170 0/6 0/82
Solicited systemic

adverse event 11/15 (73.3%) 125/170 (73.5%) 5/6 (83.3%) 60/82 (73.2%)
Solicited systemic

adverse reaction 10/15 (66.7%) 94/170 (55.3%) 5/6 (83.3%) 44/82 (53.7%)

Unsolicited adverse
event

Unsolicited adverse
reaction

11/15 (73.3%)

3/15 (20.0%)

124/170 (72.9%)

13/170 (7.6%)

5/6 (83.3%) 55/82 (67.1%)

1/6 (16.7%) 5/82 (6.1%)

Group A: DTaP-IPV injection part, Group B: DTaP injection part
PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_overview_hib_prm_i301 s tsas

OUT=REPORT/OUTPUT/274_ae_overview_hib_prm_j301_s t irtf (160CT2012 - 18:18)

% 39 - Act-HIB FIFHERO AR TOEEEROME -

DTaP-IPV [A#] X3 DTaP [B#] DEMEER - REMMITRER (A-J301 HER)

A-J301
GroupA GroupB
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration

Subject with at least Yes No Yes No
one event n/M (%) (N=16) (N=228) (N=4) (N=121)
Immediate unsolicited

systemic adverse

event 0/16 0/228 0/4 0/121
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27 AR SN DD-687

A-J301
GroupA GroupB
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration

Subject with at least Yes No Yes No
one event n/M (%) (N=16) (N=228) (N=4) (N=121)
Immediate unsolicited

systemic adverse

reaction 0/16 0/228 0/4 0/121
Solicited systemic

adverse event 11/15 (73.3%) 87/228 (38.2%) 2/4 (50.0%) 42/121 (34.7%)
Solicited systemic

adverse reaction 8/15 (53.3%) 58/228 (25.4%) 2/4 (50.0%) 30/121 (24.8%)
Unsolicited adverse ’

event 7/16 (43.8%) 104/228 (45.6%) 3/4 (75.0%) 61/121 (50.4%)
Unsolicited adverse

reaction 0/16 5/228 (2.2%) 0/4 4/121 (3.3%)

Group A: DTaP-IPV injection part, Group B: DTaP injection part

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_overview_hib_bst_j301 s t.sas
OUT=REPORT/OUTPUT/274_ae_overview_hib_bst_j301_s_t i.rtf (160CT2012 - 18:14)

5111 BELBHEETER
DTaP-IPV XX DTaP O FJEIRERFIZ 51T 5 Act-HIB 3 [B[BIRFEE K VUBINGERIZ381T 5 Act-HIB

FRIFEEOFEN TORELIMRFEESREREREL, THTNER I RUOF 4R T, £/, |EB
BEFERE, 2 [0 H B R O3 B H R OB TORREEZFNFNEI ., EREIEBIC, £
HfE (4 EIERFERE) TORBRZE 94 IR T,

AEIR R

DTaP-IPV OFEI SR DR E 2SR EERFBHEIL, 3 ERRHERERET 73.3% (11/156) | 3
EIRFEERE T 73.5% (125/17061) TH V| 3 ElFREER L IERREEHE CRRBE Th - -,

Grade 3 DL LD E2F MR EFLIL. FERFFEREEICOL 12% (217041 B b, 3 EIfFE#REE
B THRBO LN o T,

FEFIRFERERA I LN T 3 AR CRERN R P > L ERFELFHAESESL (PD) 1. 5Hl
BME, TR, NLE, IR, BRHREERK VIR TH o7z,

BEREERITOMRIT. LTOLBY THY ., 3 ERFFEEFOFRKR & FRIROER R 5 b,

BESEHAEERRIET, | [0 B EER CIIFFFERERE T 56.7% (38/675) . FERIFEFEREEET
43.6% (79/181 7)) . 2 [B] B FERs CIrIRIRFEERERE T 43.2% (16/37 ) . FERIFFETERE T 45.7% (96/210
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274 BRNREN DD-687

Bil) . 3 [B] B BERERE CIIRIRFEERERE T 40.0% (14/35 1) | FERIBFHERERE T 38.4% (81211 41) TH Y.
1 [6] B R8RS CII R CETEVMER Th - 7225, 2 [ B R U3 | B e ClIRR SRR L 3F
[FFRFEERERE CRBE Th o7,

Grade 3 DL EORFERH R EELRIL, FFRIREEER ClL 2 Bl B EERFIZO A 1.0% (2/210 1)
Hiv, FRREEE CIIVWTNOEER THRO oo T,

WL OBETER T b IR EER I N CRIREEEH CRAENE D o X ELIN T EES
(PT) X, BB, TRARURE Tholz,

E

Tl

% 40 - Act-HIB B EREOEEFN TORELEMHATERXEE 3 ORBER) -
DTaP-IPV [A#] XI& DTaP [BE] O¥IE%ER - RESEMEITTRER (A-J301 HER)
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A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse event Yes No Yes No
n/M (%) (N=15) - (N=170) (N=6) (N=82)
Systemic adverse events
Any 11/15 (73.3%) 125/170 (73.5%) 5/6 (83.3%) 60/82 (73.2%)
> Grade 3 0/15 2/170 (1.2%) 0/6 1/82 (1.2%)
Pyrexia
Any 2/15 (13.3%) 36/170 (21.2%) 2/6 (33.3%) 18/82 (22.0%)
> Grade 3 0/15 2/170 (1.2%) 0/6 0/82
Vomiting
Any 3/15 (20.0%) 14/170 (8.2%) 0/6 10/82 (12.2%)
> Grade 3 0/15 0/170 0/6 0/82
Crying
Any 5/15 (33.3%) 24/170 (14.1%) 3/6 (50.0%) 17/82 (20.7%)
> Grade 3 0/15 0/170 0/6 0/82
Somnolence
Any 5/15 (33.3%) 33/170 (19.4%) 2/6 (33.3%) 20/82 (24.4%)
> Grade 3 0/15 0/170 0/6 0/82
Decreased appetite
Any 4/15 (26.7%) 16/170 (9.4%) 1/6 (16.7%) 14/82 (17.1%)
> Grade 3 0/15 0/170 0/6 0/82



2.7.4 BBERHREN DD-687

A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse event Yes No Yes No
n/M (%) (N=15) (N=170) (N=6) (N=82)
Irritability
Any 8/15 (53.3%) 50/170 (29.4%) 3/6 (50.0%) 22/82 (26.8%)
> Grade 3 0/15 0/170 0/6 1/82 (1.2%)
Diarrhoea
Any 6/15 (40.0%) 43/170 (25.3%) 3/6 (50.0%) 17/82 (20.7%)
> Grade 3 0/15 0/170 0/6 0/82
Rash
Any 0/15 19/170 (11.2%) 1/6 (16.7%) 9/82 (11.0%)
> Grade 3 0/15 0/170 0/6 0/82
Urticaria
Any 0/15 3/170 (1.8%) 0/6 3/82 (3.7%)
> Grade 3 0/15 0/170 0/6 0/82
Pruritus
Any 0/15 9/170 (5.3%) 0/6 4/82 (4.9%)
> Grade 3 0/15 0/170 0/6 0/82
Cough
Any 2/15 (13.3%) 20/170 (11.8%) 2/6 (33.3%) 10/82 (12.2%)
> Grade 3 0/15 0/170 0/6 0/82
Rhinorrhoea
Any 2/15 (13.3%) 43/170 (25.3%) 1/6 (16.7%) 14/82 (17.1%)
> Grade 3 0/15 0/170 0/6 0/82

Group A: DTaP-IPV injection part, Group B: DTaP injection part

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ae_hib_prm_j301_s_t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ae_hib_prm_j301_s_t_irtf (160CT2012 - 18:22)

BN
DTaP-IPV OBIMEERORESS A ERTRRBIEL, RFFEERT73.3% Q1/156) | FERE
BERERE T 382% (87/228 #3) TH V., FFEEH TEVVER TH -T2,
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2.7.4 BBERHIR S DD-687

Grade 3 LA LORFEEH MR EFRIL, FEFFHEREIICOL 1.8% (4228 41) B S, RIEFEEFER
TIXRD biviehoTz,

FEFRFERRR I AR T RN CRARIE N> LR BELHEEEES (PT) 13, BRI,
fEIR R O BABOR Th - 7,

R4 -Act-HBRFEEDHEIN CORELIMATERATE -
DTaP-IPV [A 8] Xi& DTaP [B #] DEMAER - REMBTERER (A-J301 HER)
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A-J301
Group A ‘ Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse event Yes No Yes No
n/M (%) (N=16) (N=228) (N=4) (N=121)
Systemic adverse events
Any 11/15 (73.3%) 87/228 (38.2%) 2/4 (50.0%) 42/121 (34.7%)
> Grade 3 0/15 4/228 (1.8%) 0/4 2/121 (1.7%)
Pyrexia
Any 2/15 (13.3%) 31/228 (13.6%) 0/4 117121 (9.1%)
> Grade 3 0/15 3/228 (1.3%) 0/4 0/121
Vomiting
Any 2/15 (13.3%) 5/228 (2.2%) 0/4 2/121 (1.7%)
> Grade 3 0/15 0/228 0/4 0/121
Crying
Any 2/15 (13.3%) 12/228 (5.3%) 2/4 (50.0%) 5/121 (4.1%)
> Grade 3 0/15 0/228 0/4 0/121
Somnolence
Any 3/15 (20.0%) 13/228 (5.7%) 1/4 (25.0%) 6/121 (5.0%)
> Grade 3 0/15 0/228 0/4 0/121
Decreased appetite
Any 3/15 (20.0%) 13/228 (5.7%) 1/4 (25.0%) 10/121 (8.3%)
> Grade 3 0/15 17228 (0.4%) 0/4 17121 (0.8%)
Irritability
Any 7/15 (46.7%) 27/228 (11.8%) 2/4 (50.0%) 17/121 (14.0%)
> Grade 3 0/15 0/228 0/4 0/121



2.7.4 EERMR &M DD-687
A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse event Yes No Yes No
n/M (%) (N=16) (N=228) (N=4) (N=121)
Diarrhoea
Any 1/15 (6.7%) 15/228 (6.6%) 0/4 2/121 (1.7%)
> Grade 3 0/15 0/228 0/4 0/121
Rash
Any 0/15 4/228 (1.8%) 0/4 5/121 (4.1%)
> Grade 3 0/15 0/228 0/4 0/121
Urticaria
Any 0/15 0/228 0/4 1/121 (0.8%)
> Grade 3 0/15 0/228 0/4 1/121 (0.8%)
Pruritus
Any 0/15 2/228 (0.9%) 0/4 4/121 (3.3%)
> Grade 3 0/15 0/228 0/4 0/121
Cough
Any 0/15 3/228 (1.3%) 0/4 6/121 (5.0%)
> Grade 3 0/15 0/228 0/4 0/121
Rhinorrhoea
Any 0/15 14/228 (6.1%) 0/4 117121 (9.1%)
> Grade 3 0/15 0/228 0/4 0/121

5112 BE£SMHEIRI

Group A: DTaP-IPV injection part, Group B: DTaP injection part

PGM=PRODOPS/SAR245688/O0VERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ae_hib_bst_j301_s_t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ae_hib_bst_j301 s_t_i.rtf (160CT2012 - 18:09)

DTaP-IPV X% DTaP O ARIFERHZ BT 5 Act-HIB 3 [B [ BHEE K UNB ISR 3317 5 Act-HIB
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FIFFERE OF R COFEEFHRIFINRBRE LY, TN ETNE LR OFE 38T, £/, 1 BHER
Br, 2 HEREL O3 BB EEFOERERB TORREZFNEFNFE I . FIKUEI7IZ. £2HH
(4 EIFIFEERE) CTORBELF SITTT,



2.7.4 BEEHIREH DD-687

FIEISR R

DTaP-IPV DO HI[EI5a 2 R D F5 E 2 H HRIFUSFELEIL, 3 EIRIRHERERE T 66.7% (10/1561) . FEME
FRFEEREREC 55.3% (94/170 ) TH V. 3 EIRKEEF CEVMER Th > 7,

Grade 3 LA LR ERHMBIRISIX, FERIRFEERERIZ DA 0.6% (1/170 ) 8 HiL, 3 FIFRFEERE
HTiIIRBobhknrol,

FERIRFRERERE IC N C 3 BIRFFERERE CRIAEN RN - L ERFESFHRIIS PT) X, SR
. TH, EREVEEBEETH -T2,

BEERTOFBRIL, UToLBY THY, 3 EIFRHERER & FEOBEMA A b,
REEFERIFUSFEEIT, 1 [B] B BERERF CIXFRFETERE T 52.2% (35/67 ) | FERIRFEERERE T 29.3%
(53/181 f51) | 2 [B] B #EFERF CIIRIFFEERERE T 40.5% (15/37 f51) | FERIBFHERERE T 29.0% (61/210 41) |
3 [B] B BefE Ry IR REEERERE C 28.6% (10/354) | FERIRFEEFRRE T 28.0% (59211 4) THV. 1[H
B RO 2 [B] B SR R R CRVMER Th o 72,

Grade 3 UL EOREE2HMRIRIGE, FERRFERER CTIX 2 B BEERFIZOS 0.5% (1210 4)) 3B 5
. FRFEREH CIIVWTNOBERBETHRD b2 o7,

WL OEEFER T b FE AR R I L R C AR CREE L E 0 - L ERFE LS RIS
(PT) %, SWlEME, L&, TRIRVER Th-72,

£ 42 -Act-HIB EFEEOEENTCOHTELERRIRGHRIE (3 OERKERE) -
DTaP-IPV [A ] XI&XDTaP [B#] 0#EGER - RE&HBTNRER (A-J301 HER)
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A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=15) (N=170) (N=6) (N=82)
systemic adverse
reactions
Any 10/15 (66.7%) 94/170 (55.3%) 5/6 (83.3%) 44/82 (53.7%)
> Grade 3 0/15 17170 (0.6%) 0/6 1/82 (1.2%)
Pyrexia
Any 2/15 (13.3%) 28/170 (16.5%) 2/6 (33.3%) 13/82 (15.9%)
> Grade 3 0/15 1/170 (0.6%) 0/6 0/82
Vomiting
Any 1/15 (6.7%) 10/170 (5.9%) 0/6 6/82 (7.3%)



274 BRHREN DD-687
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A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=15) (N=170) (N=6) (N=82)
> Grade 3 0/15 0/170 0/6 0/82
Crying
Any 2/15 (13.3%) 14/170 (8.2%) 3/6 (50.0%) 12/82 (14.6%)
> Grade 3 0/15 0/170 0/6 0/82
Somnolence
Any 3/15 (20.0%) 23/170 (13.5%) 2/6 (33.3%) 17/82 (20.7%)
> Grade 3 0/15 0/170 0/6 0/82
Decreased appetite
Any 3/15 (20.0%) 5/170 (2.9%) 1/6 (16.7%) 8/82 (9.8%)
> Grade 3 0/15 0/170 0/6 0/82
Irritability
Any 7/15 (46.7%) 30/170 (17.6%) 3/6 (50.0%) 19/82 (23.2%)
> Grade 3 0/15 0/170 0/6 1/82 (1.2%)
Diarrhoea
Any 4/15 (26.7%) 18/170 (10.6%) 3/6 (50.0%) 13/82 (15.9%)
> Grade 3 0/15 0/170 0/6 0/82
Rash
Any 0/15 11/170 (6.5%) 1/6 (16.7%) 6/82 (7.3%)
> Grade 3 0/15 0/170 0/6 0/82
Urticaria
Any 0/15 2/170 (1.2%) 0/6 3/82 (3.7%)
> Grade 3 0/15 0/170 0/6 0/82
Pruritus
Any 0/15 3/170 (1.8%) 0/6 3/82 (3.7%)
> Grade 3 0/15 0/170 0/6 0/82
Cough
Any 1/15 (6.7%) 8/170 (4.7%) 2/6 (33.3%) 5/82 (6.1%)



274 BERNEEH DD-687

A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration

Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=15) (N=170) (N=6) (N=82)

> Grade 3 0/15 0/170 0/6 0/82

Rhinorrhoea
Any 1/15 (6.7%) 19/170 (11.2%) 1/6 (16.7%) 5/82 (6.1%)
> Grade 3 0/15 0/170 0/6 0/82

Group A: DTaP-IPV injection part, Group B: DTaP injection part

PGM=PRODOPS/SAR2456388/OVERALL/CTD_2012_01/REPORT/PGM/274_ae_solsys_ar_hib_prm_j301_s t.sas
OUT=REPORT/OUTPUT/274_ae_solsys_ar_hib_prm j301_s_t_i.rtf (160CT2012 - 18:20)

BINGRERT

DTaP-IPV DIBANSE R DR E £ 5 HRIFUS R EIT, RIRFEFERE T 53.3% 8/1561) . FERREERE
BET254% (58/2284)) TH V., RFFEEHE CHVVEM TH -7,

Grade 3 LA EOSFEL B MRIFUGIE, FERIFFEREREIC O 1.8% (4/228 ) B b, RIRHEAERET
IR bz hoT,

FERBFERER I N TR EER CRARNE o - EREESSHRIES PT) 1. SRt
o7

# 43 -Act-HIB FIBHEROEEN TORELEHIIRCHEE -
DTaP-IPV [A#] XIZ DTaP [B#] OEMAER - REMHBITHTRER (A-J301 RE)

A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=16) (N=228) (N=4) (N=121)
systemic adverse
reactions
Any 8/15 (53.3%) 58/228 (25.4%) 2/4 (50.0%) 30/121 (24.8%)
> Grade 3 0/15 4/228 (1.8%) 0/4 1/121 (0.8%)
Pyrexia
Any 2/15 (13.3%) 27/228 (11.8%) 0/4 8/121 (6.6%)
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2.7 ABRERMR LM DD-687
A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=16) (N=228) (N=4) (N=121)
> Grade 3 0/15 3/228 (1.3%) 0/4 0/121
Vomiting
Any 1/15 (6.7%) 3/228 (1.3%) 0/4 0/121
> Grade 3 0/15 0/228 0/4 0/121
Crying
Any 0/15 9/228 (3.9%) 2/4 (50.0%) 4/121 (3.3%)
> Grade 3 0/15 0/228 0/4 0/121
Somnolence
Any 2/15 (13.3%) 9/228 (3.9%) 1/4 (25.0%) 5121 (4.1%)
> Grade 3 0/15 0/228 0/4 0/121
Decreased appetite
Any 1/15 (6.7%) 5/228 (2.2%) 1/4 (25.0%) 4/121 (3.3%)
> Grade 3 0/15 1/228 (0.4%) 0/4 0/121
Irritability
Any 4/15 (26.7%) 17/228 (7.5%) 2/4 (50.0%) 12/121 (9.9%)
> Grade 3 0/15 0/228 0/4 0/121
Diarrhoea
Any 1/15 (6.7%) 10/228 (4.4%) 0/4 0/121
> Grade 3 0/15 0/228 0/4 0/121
Rash
Any 0/15 3/228 (1.3%) 0/4 4/121 (3.3%)
> Grade 3 0/15 0/228 0/4 0/121
Urticaria
Any 0/15 0/228 0/4 1/121 (0.8%)
> Grade 3 0/15 0/228 0/4 17121 (0.8%)
Pruritus
Any 0/15 2/228 (0.9%) 0/4 4/121 (3.3%)
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2.7.4 BERHET SN DD-687

A-J301
Group A Group B
Simultaneous Act-HIB Simultaneous Act-HIB
administration administration
Subject with at least
one solicited systemic
adverse reaction Yes No Yes No
n/M (%) (N=16) (N=228) (N=4) (N=121)
> Grade 3 0/15 0/228 0/4 0/121
Cough
Any 0/15 2/228 (0.9%) 0/4 4/121 (3.3%)
> Grade 3 0/15 0/228 0/4 0/121
Rhinorrhoea
Any 0/15 3/228 (1.3%) 0/4 9/121 (7.4%)
> Grade 3 0/15 0/228 0/4 0/121

Group A: DTaP-IPV injection part, Group B: DTaP injection part

PGM=PRODOPS/SAR245688/OVERALL/CTD_2012_01/REPORT/PGM/274_ae solsys ar_hib_bst j301_s tsas
OUT=REPORT/OUTPUT/274_ae_solsys_ar_hib_bst j301_s t i.rtf (160CT2012 - 18:16)

52 WIRREIROER
AFNOBIEHRITELLNRITIRE STV D O T @385 R ORI P O LI/ T 27 — Z 13720,

53 BEEE
FEPRRER (A-J101 FREBR. A-1201 RER K O A-J301 RABR) Tii. AFOBEBERIIRE SN TV,

54 ZEWMELR
AENIB O GEEATIH W=D, BYELAOFREEIIRZVWEEZOBND, &I, VIF UL

HEMILFAORREM TS STV,

55 BERERRURBERR
% L7y,

56 HEEEGRUEREREIIHTIZEXIBMEEDESE

MOU 7 F o LRI, AR L 2 BB EER R OHIHERIFICT T 228, UIBMERE DR
FIXRRRER TR STV, ARIOFEBZR RN, AR O B B HiEE & UHRERE
XD R SUIREERE DIEE O IT RV EEZ 5N D,
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2.7 4 BBERMIR SN DD-687

6 TWRET—%

6.1 EEIOEERFTERT—4
ABNIEFROU 7 FUBRITH A0, BUERFEET — X 13720,

BEFT—HL LT, V)7 43RV — V8 [PV OREIRFE%R T — ¥ 262087, tBEE—=40
F RS DTaP ORGERGER T — ¥ #6.3ITRT,

6.2 IPVOHEERFTRT—4

IPVIZEANCTZ 7 AT198244 7 A 2 BIT, KETIZ 19904F 12 A 21 RIZARB S, BIEETIZ
RRINARFE HlE 25 % E 2 e 87 # EU ETEBIN TS, EHMHLEMEHHRE (Periodic Safety
Update Reports : PSUR) 268/ L7z EFEARIZ 19824F 7 A2 ATH B, HAFT, PVIVNERD
AR B RMK AT A2 FHEELE LTERELTWS, IPVITER, fEETRECH
D BERLEZOFEE, OPVICx L TEROF, OPV 2 BERICEEIN B ICT 2 BMEELE LChiE
ISEEE LTS,

AKIEBTIE, ¥/ 7 4 /XA Y — VLD Global pharmacovigilance 7 — % ~N— AR E A X7z 19934 1 A
1BMAG2012F 78 1 BET (195FH) ORERFEHEREICESE, PVOERET T 7 A VE
E L, AENICAWEZT—4% 2> 7R~k (Data-lock point : DLP) 1%, [E3L? PSUR @ DLP
LR—T&H3B (PSUR 059 16) .

£V BoE DRER TR ORAMREICET B2 55 20lFR I BE 5 20 FA A =
TO 10 4% F & ® 72 Summary bridging report  (BR_059 06, [Module 5.3.6-11) . 20l <=5 E 7
5200 RFE £TO 1EM%E T LH7 PSUR (PSUR 059 15, [Module 5.3.6-2]). KU 20N
ARBE» 5 20 RE P £ T 1E/M% E & ®7- PSUR(PSUR 059 16, [Module 5.3.6-3)IZR L7z,

T — & DRTRIZONT ¢

IPV DK 2 ZEMT 07 7 4 V& 622HIZNT, PSUR OFEFER L FRKIC, BITEOERIIE
FHIE DR, ThbOBRELRORER ERIZEENR TV, LiL, 622EOFEERO
FRET D= DTN EFHR 7 =) —6 23R V6 2AEDZOMOER TREFERIL, Zhbo
FERIIOWTREREFHFMEITAS L 5 2, FRIUNERLED, 2 00R25%AT
REFBREZIFUESNT. FNENEZETHRICERERE L2, LizBoT, 7 —F DRTRDEE

(Thbb, —REOZFEC OV TIERKOL, EB TREFZO/EDCEFAFHMIZOVNTITZ
ROYERZRLIZ) 2L ->T, 6221 (AEER) L623HRKRU624H (EBTREFEL) TRLE
REEBEHETHZ LITTERN,
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274 BERMREH DD-687

BEERIL, Y/ 7 4 XA Y =140 Global pharmacovigilance 7 —# ~X— 2 Ta— Rb X iz
MedDRA EAFEIZESWTR Y | &AM THY 2 MedDRA I version 15.0 2 L7z,

6.2.1 BEH

BERTEH OFMBIRT (199341 8 1 B225 20124 6 A 30 B) (R OB S hiz B80T,
SAP VAT ADE Y 2—/LTH HFEN D Business Warehouse (2 & o TR SN 72 BFHRICESWTEHE
L7z, 1993 £E72 5 2012 4F 6 F K E TIT#2f890005* EHEESVBEE SNz, 205 5 I
S (2o ) B EELRRFEETH B KRETH - 7, £EFET — & 2 — b (Company Core Data
Sheet : CCDS) DHEHEFER 7 ¥ 2 — VTN 1 BlHT=Y I~4EEESNT- LT 5 L, IPVIZZOFF
AR 7300 T ~2 18 9300 T AT S NL- LHETE 5,

CCDS 1%, PSUR 059 16 ® Appendix 2 /2 3§ft L7z, CCDSZIE, ¥/ 7 4 7$A Y — LD Global
PharmacoVigilance department (GPV) (2T IPV OFROFEIMEHIWTIZ AV 5415 Company Core Safety
Information REEMFWE L TEEN TV S,

6.22 HERFTHOREEITOIFAIL

P T4 NAY =TI, BEHRE. ARSI, REERYRICL 28E. WRICE 58
BRENODEERRLZEERT —F 2 INEL TS, I bBEROEZTMZHGENIZITO., &
D SN CREMIZPSURIZE VHE L T3, 7 7 2 TPSURKIE AT S 4172 1995 LISk,
F & ® b7z PSUR IIHREL 16 ThH 5,

AETIE, 1993F 1A 1 H~2012%7H 1 BOMICNE L= RELZeMT — 22 BHT5, 0%
SHEF— 5713, BRSO BRRE, REERLRDLEL TRELLRE, XRF—FNEEh
Do IHIT, RBRTHA LTI SAE R UBE SAE b EBEICAND,

ZOM, YT 4 A= D GPV X, PV BFER OEFIERE & LT 3,166 il 6 7,001 fFDFH
EEREZE L, INOIETXTEPAICHER SN, ICH OHEEBICAE L TPSURIZE N,
ZDHH L34S FIXERIEEEN S, LIS FIXREBERYFN G, 48 FlITIRFEE £ OMOBENS,
12 FNEERY— v R - REARELL, 7THIESTR S, 13 FITERE CRLEIRFFHRBRN S, 54 Flix
HHEEE - WEENOVIERE SR, BEREEREEFICI > THERSNZHOT, &Y 1 lEREE
DIEHRRN D TH o7, 23,166 FIOIEFID 5 5. 1,223 5 (38.6%) HNEE TH -7z, & HIZFREE,
GPV IZEFHICKRIERDEFIFHRE % 100 FIZEL TV 5,

IPVIZERMOU 7 F o LR L TERSND 2D, RObWZEEME T 7 7 A ViZZOfE %
ERLIELOTHD Z LICER LRZTER G2, SEOKRFTIE, #EFEhk3166F0 55,
IPV DL BEpN-HEITDE (61661, 19%) Th-oT-,

EENREEET 0T 7 AN TIE, 2 OFEFLH MedDRA B RIRGEO—X - £HBEEL X
U GEALOWREE (1,947 5] 2,880 1) . FEFRIEE (72961 960 ) . REKR O THAMEE (667 I
782 ) WY Lz,
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DD-687

ZMEEINT (10FULE) BHMIROEEES 2, BENRKSEROCEAREINCE 4 1279, IPV
BERZICZBESNTEESTLIL, BN, BB/ BERE, RS,/ % HEE/54%%
HIEERE, WMERKRORBThHoiz, CCDSICRBMENTZNEARE, 20X 5 RERIT—EOICT 7+

VRIS HBORIETH B,

R44-HBERFRT—F : IPVEBRICEE S T0#LULE) BESER FEINKRDERUVERE)

Primary MedDRA Number
System Organ Class AE Preferred Term[s] of AEs
Gastrointestinal disorders (B iFFEE)
Vomiting (W&H) 141
Diarrhoea (TF#1) 95
General disorders and administration site conditions (—fi% + £FEER L R ESEHMLORE)
Injection site/vaccination site reaction (all forms)' (EEEIKR,/ T 7 1125
F EBEMLRR)
Pyrexia / hyperpyrexia (FZ BHEEH) 792
Crying (L&) 257
Edema peripheral / extensive swelling of vaccinated limb> (GRAYMETZAE, 130
U7 F U RER LI BEOREER)
Localized edema / local swelling / local reaction / swelling / edema / 97
inflammation® (FRBMEZNE, RETRERR / RFTRIG,BIR /F#iE /%
IiE)
Immune system disorders (F B REE
Hypersensitivity / anaphylactic reaction / anaphylactic shock / drug 73
hypersensitivity GREVE,/ 774 FF—RIS/ TF7 4 7% —
va v 7 /S EYREE)
Nervous system disorders (FHiRREE)
Convulsion / febrile convulsion (FE#,/ZWEREE) 169
Headache (587%) 90
Somnolence / lethargy (HIR,HEIR) 84
Hypotonic-hyporesponsive episode (#BRIRIE T — KGR THIE) 72
Psychiatric disorders (F5#R[EZE)
Agitation / nervousness / restlessness (i, #RIBEHEEE DR X) 175
Screaming (#&RL}) 73
Skin and subcutaneous tissue disorders (FZJE 3 L UK THEMREEE)
Urticaria / pruritus / pruritus generalized (RS, % 5 FEIE /£ HHZ 260
2 BEJE)
All rashes’ (%5) 249
Erythema / generalized erythema® (KTEE, /4B 4T EE) 99
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2.7 4BBERNREH DD-687

Includes diagnoses and events only (symptoms are excluded)

" The AE “Injection site reaction” includes the following PTs: all terms starting with injection site/vaccination
site/application site + coldness, discolouration, erythema, fibrosis, haematoma, haemorrhage, hypersensitivity,
induration, inflammation, mass, movement impairment, nodule, edema, pain, papule, pruritus, rash, reaction,
swelling, urticaria, vesicles, warmth

2 Upon internal rules of coding, the PT edema peripheral was historically used to code events reported in cases of
extensive limb swelling. These events are now coded with the PT extensive swelling of vaccinated limb.

3 Upon internal rules of coding, the PTs Localized edema, swelling, edema, local swelling, local reaction,
inflammation and their combinations may be used to code events reported in cases of severe local reactions.

4 Erythema is frequently reported in association with severe injection site reaction.

® Al rashes include the following PTs: terms including rash + erythematous, generalized, macular, maculo-papular,
morbilliform, papular, pruritic, rubelliform, scarlatiniform.

WEINZEEER3I6HID O, IPVOLREDNZES (SFEFTF 19%., 616 fl) ZFE 451
AT, INLOHED I BLEHEINZAEFRIT, EHTRIS., BB REEE ERE /%
DEERE, R ME SEEE (TNT CCDS IZREHEEA) THY, v s Fo L AR INTERT
Ronfzbo Rk ThH- T,

F 45 - HERFERT—4  IPVEBRICHRESAE-FEEZDS L IPVOANELN-EEER G30#&
PE) (BENKSERUVERE

Number of AEs
Primary MedDRA Diagnosis and events,

System Organ Class AE Preferred Term symptoms excluded
Gastrointestinal disorders (& EfEE)

Diarrhoea (T #1) 33
General disorders and administration site conditions (—f% + £FEE R L UGB OKEE)

Injection site/vaccination site reaction (all forms)' (JE&H &7 169

RIS/ U 7 F o R RG)

Pyrexia / hyperpyrexia (3, BEHEZ) 143
Nervous system disorders (fiRREE

Headache (587&) 33
Skin and subcutaneous tissue disorders (5§35 X UK FHLEkIEE)

Urticaria / pruritus/ pruritus generalized (ZFERRZ % 5 EEfE 83

S BT D FERE)

All rashes® (%%%) 58

' The AE “Injection site reaction” includes the following PTs: all terms starting with injection site/vaccination
site/application site + coldness, discolouration, erythema, fibrosis, haematoma, haemorrhage, hypersensitivity,
induration, inflammation, mass, movement impairment, nodule, edema, pain, papule, pruritus, rash, reaction,
swelling, urticaria, vesicles, warmth

2 All rashes include the following PTs: terms including rash + erythematous, generalized, macular,
maculo-papular, morbilliform, papular, pruritic, rubelliform, scarlatiniform.
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6.2.3 FEITREHFEEZR
BLERFGER OB HRRICESE, IPVERBROEER IV X7 L LTREENZ LD ELUTILRT,

o EETHEAEMES LD - bbb o

o T T4 TFV— - BEUER
B DOESRIIHFITO CCDS IR I N T VWA,

6231 ERTERZHSILO - #haLio

FE#ERR R0 (Standardized Medical Query : SMQ) [&# (EZ|ROPEE) | 1LV GPVT —F ~X—
ADREEIT>TofER. 195 BIOEFIHRENSIEHENT, D5 H IBHFANEET, R2ANKEEE
Thote,

IG5 195 BIOFHIHIZ LV . T OFEBHAL NIRRT,

o BRHIIHWETH o7 (KM B B 7561, 7B 35 4)

o FlIIHERONERE LS FERKOILRE (106 B, 54%) . NE (7561, 38%) . HFE (1
B . BRA (7D . A (64 THoTz,

o FRIERFHNIZU 7 FUHEREH 1 BLINAZ < (96 BB, 49%) T, 2~3 HAS 124, 4~7 B2 8 i,
THBEBZALON 198, BMEINTWRNEDOR 60HTH -7z,

o T Y— FOMBRFMIZ OV T, MEINTWRVER N KEZE (16241, 83%) TH

27,

o FEEAEMED BENHE INEFIL S1% TH o7z,

FHERETRELOL LT IPVOBRKBERRICU 7 FUERLEEHV L L UER | fINHE Sk,
Z OGN, EBEMEREN T 7 F % 35 B BICHE SN, IBRECEMICE VEED Y LRl S
Nz, L LERET TOBRMAENZ L5, JRRIGEE XEhEZ L L3l Lz,

BR7E S 37z 248 9300 T EHERE /50 LT, BEHEREN 195G SNzZ L 2E X5 &, BEO

BRI FEEESICOX 07 ER2D, Thbh, IPV U7 FUBERICREV TUREBRRE SN D
TLIEFBHTENTHY ., BB OBEENSEONTHEH, BEERFLTH A7 CCDS IZTH SN
TW5,

6232 T7FI743FL—RIE - BEUERKS
THIYZXASMQ [7F7 4 7%V —KIG] I2EY GPV T —F _X—ZADORBEIT o 7= FER, 80 #
DIEFIRENBIEHENTZ, ZOIL 70FINEE T, 10B6IRFEETH -7,
IO DEFEZFHET 5 Z & T, UTOFESALNIR o7,

o MRNIEMNRZETH o7z (246, Bk 476 REF 9 F)
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o FENINEMRSZET, B (1BHL 16%) . /NR (4461, 56%) . FE GH) . BRA (1441,
16%) . KRB (646l ThHotz,

o RIEFTORMIZV I F U EREDOY ENEE (S04, 63%) T, VI/F %1 BE (641,
8%) . 2~3 HEMN 6K, 4 HZB2A2bDON3HI T, MEINTWVWARNHLONR 1SHITH -7z,

o HRJFIZ. [EITE (64, 80%) . EIELEZNEBECH -T2 (14)) . BELLR»P-70H0
QB | BEINEPSEUIREDO LD (145 Thot-, HERIZOEMIHE Sh
o T,

o  KRERDDERFIT, 7VLAX—x Y — FORBRERIIEHE SN2 7 (6561, 81%) .

o ZLALNTBBUERNE. FRRE o) . FHEREE Q96 . 774 X —RIE (20
B) . ek (20 1) L MRS (17 61) | BEBUE (16 B1) . % DA - 2FMEE S EE (156 |
e (1241) . BEEER F) . TFT7 4%y —vavs (16 Thotz,

HERETRERELT, IPVORKBARFIIUV I F U ERELEEDH D LFMINEZT T 7 4 TF v —
B iE e o iz,

RSN 218 9300 FEEESICH LT, 7T 74 F7FV—RInN 0FIMESNIZZ L 2E 2D
L T T4 TxF RIS - BBUESUG OMERITH TEHEESICOE 031425, TRbL, IPV
U FUBERIIRWCT T 7 4 TG - WEUERISPBRE SN Z IO TENTHY . £
DX HICCCDS IChRB I TN B,

6.2.4 HOFEHIREEZR

6.2.4.1 EIFEBUGERI
199341 B 1 BB 20124 78 1 BETO 19 FEXOHMEHFF., ¥/ 7 4 /8RA Y — 140D GPV IZ

WE S IPVERZOBIEREFII 0B TH D, b 80D 5B 76 ] (95%) 1XshRT, £
EHLLE (67.5%) BREHETHo,
BICRIER OBEE & LTI 8T 5,

Outcome Fatal (Total 80)
Female: 24;
Gender Male: 55;
Not reported: 1
Infants: 76

<2 months: 35;

>2 months - <4 months: 27;
>4 months - <6 months: 10;
>6 months - <12 months: 4;
Child: 0

Adult: 3

Not reported: 1

Age category as applicable
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Latency 4-7 days: 6

<24 hours: 15
1 day: 15
2-3 days: 10

8-14 days: 4
> 15 days: 6
Not reported: 24

Associated vaccines pneumococcal vaccine, rotavirus vaccine, typhoid vaccine, yellow-fever

Number of cases with associated vaccines: 77 (DTwP, DTaP, Hib,

vaccine, hepatitis A vaccine, hepatitis B vaccine, influenza vaccine)

FEPIDEFRIFHMEIC L D SERICHE > TUTO L S s,

FL4h R ZeIRFESEMERE (Sudden infant death syndrome : SIDS) FIHRSIIHRIEE - REERYFBIC
Lo THRESNTZH DT, 80HIH 2761 (34%) E STV 5,

SIDS 1%, F#h 1 meRmOLRBTHETEAETT 2 b0 T, BFHMN=E Y — ROFRIEHNH
LMNNCHERPICE Z o T2, TeFREERL, ECEZBMEJRRSOFEEZRFEL TH
REBHABRFARETH DI LD EERZINTVA(), BEIN TS SIDS DFARIZIIEED
WRETIEO2ERH Y, ARME 1,000 A7 02 AKRH~6.0 AL 72->TW5(2), SIDS
DEFNERRFIIHZRAESNTEY, JUTiEmR (B4ktk3:2) Q). FF (R
RE#iZv—7 L95) | HSREHOHNIOR S | BROKER, ZERE, BEXIEHARE,
FEEAGCREAR , REBLOBLE . FEETOBYE, IR H 5 WA L NICAEMITHN DA EZROTE
V= FBRUENI S o722 e ENRNH B,

SIDS & U THE 7 27 B0 A ORRHERIRF L, EFSUER THE S T 2 BURIR 72 SIDS
JEBI L —E L TWD, ZOFEROMERT, HRP TR SN2 IPV D 100 HEHEFEEIC DX
0.IRBTHoTz, ARINTVAZEDOMFEITIBNT, FHERIZLSSIDSD Y A7 FR%
SEFA T & TW22UNE)(5)s

REFEDFERA 80 Fl 3561 (44%) TR ONFz, ZHITE, BFEROFEFICR T RER T
Ho77,

B D EFZHPREDSBAREICHE SN2 b 02 80 FilFR 18] (22%) B LNz, THLHDEED
KEBTE, BEERER TH o7z, PVIZETANARARITYTEERELRNED, 20X
IRRYMEIX T 7 F B L BRIC-BR L TREERE WV EE X b,

FIRTTRERT — FICESE, ZOEFIRN TIIRTORAE L U 7 F U ORI IKREMR TSI S
Niamote, £, BREWICETAH - 2BRIIRE SN2 -, BEENEROHERIIRFIE
CHERFFENTEBY (RESNE-EFEERSICOEEY 0274213 %E) . RESN-FERIZLIE -/~
IREMIZEBELTRONA D LE—FK LTS,
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6.2.4.2 1FEFHDNIBILPOBRE

FIRF OBFEICOWVWTIE, 19934 1 1 BB 2012470 1 BETIZY /) 7 4 78R Y — Vit GPV
T—ER=2NLEF BAIREEHE N, REFABERLIZH LTT e AT T 4 72, T72bbiE
PROBRIFHA DR DRNCHME STV A,

BHROFRIZ17TE» D 3I9BOHATH o7z, Z< OEFNIL, ZHRIUMERVMICERET U 7 F
VICRE L RICHE SN, 3BIARKEARE (LMP) % 0382256 2 @ E TOMICIRE L. 26123 LMP
B2BEID 4BEORITERE L, $HIA LMP % 48,5 SEOMICIERE Lz (55 1 BlIXEIRE 27 BRI
BREE L7 LG SHUohy, HERICHE SNZHBNOHET 2 LR 6 BUL 7TERFCTH-T2) o

HROERIFIILLT O X S IZHfE STV 5,

o EFWRFAER - HAERBBFHFRZL 34
o IEEZHAR - HAERREFNFTRDY - 18] (OHEREBERRGYE)
o  BRFE 34

- 3PIDOIRED. 177K, 267%. 31 MOKMEITHE iz, 31RO, JE-Vax, ERIR
J7F 2, MMR 281 STEEHDO R 2 -72TU 7 F %2 IMP#E 10 BEZWL 17 B BICERE
LCWe, FREIXLMP % SEICRAELRE, BYo246lh, hoTv 752 (1614 MMR,
DT. BRI, BEIEMEETY 75>, &5 1 FI BRIFFR) ##E L TRV, LMP#% 1018
LN BICREEZRR LI,

o IREOHE (FBUET) 160 REHED

o SEERAKGEF 01

o WEFEICXDTZ7Av—T v T ARWRE : 24

o Y I TUANRRY—NAIZLDE T —T v T ORLIIKT EREEDORERL - 44

FERERFROFAEN LEBRBICL2FESZZEIREIN TR, BON-REERTER DR
BB X AEIRF USRI F OBREIZOWT, ey 7 Faiizn,

6.2.4.3 BREARVBERE
19934 1 B 1 B2 201247 A 1 BE COHMICHRE S BBEA R BEEROEFICEIT S
BEFZOFEBEOFEIIOWT, SMQ IEWELA (RERUMERE) | . SMQ B - BE (Fx) | .
Bl N—7FE TRIGERR ] O2EARRE, RS NENMER] OMAT CRBEAFMEIT> 2.
1B FRRESIN.ZFDOIH BHIXIPV U 7 F o T2 HRERINZV 7 F U ICBEELZE
EH - BEBEE TH o7, Tz, 2FAIREBL-RETH D Z L AFHEPICHER SN, 17538
DOREROEHOTY 7 F v (KRMBHEROBBEICL VA U RERBEA OB (CBE L7216
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RE LTRSSz, &6IT, 5PNLEFFEMICIE N TRERE - RERSHER S Rho
TR BA STz,
OO IS6HIO S b, 12141 (78%) IXBHEM - BEEEIC L3 HEFRIRRLADT,
SRONAEHFRFET — &

o MERI: &VES3 B B 4451 R 59 B

. ﬁ%:%@%(9%)\@ﬁ<um)\mﬁ(%ﬁb\$$%8w)\ﬁk(%mn\ﬁﬁ(ﬁ
1)
BERHO 156 FIONEE, £ 46 IT-T,

46 - BREEA EEIR

Type of misuse Number  Serious  Non-serious Comment
of events cases cases
reported
Expired drug 72 2 70 No associated AE in 59 cases; 8 cases with AEs
administered status unknown.

Reported AEs: thrombosis 2 hrs after
vaccination; idiopathic thrombocytopenia
purpura 10 mo post vaccination; polyneuritis
report without complete clinical details; mild
joint pain lasting a few days; mild injection site
pain.

No pattern of safety concern identified from
these cases of expired drug administration.

Overdose / accidental 33 0 33 1 case with administration of 10 doses

overdose 32 involved doubling of IPV dose (25 given
IPV +IPV-containing combo, 7 administered 2
doses of IPV).

Among them, 2 cases associated with non
serious AEs (crying and rhinorrhea).

Overdose cases well tolerated.

Inappropriate schedule 17 1 16 Two doses of IPV or IPV combo vaccine given

of administration a few days apart (10 cases); administration to 5
year old instead of infancy (1 case) with
complaint of local inflammation, 2 primary
doses given in a short interval period (1 case), 2
booster doses given in a short interval period (6
months to 3 yrs; 4 cases); IPV given 3.5 yrs
after OPV booster (1 case)

Errors well tolerated with no new safety
concerns seen

Wrong drug 10 0 10 Described with above cases
administered
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Incorrect route of drug 9 1 8 Described with above cases
administration

Incorrect storage of a 8 0 8 Described with above cases
drug / Poor quality

drug administered

Medication error 5 1 4 Described with above cases
Incorrect dose 3 1 2 Described with above cases
administered

Wrong technique in 3 0 3 Described with above cases
drug usage process

Accidental exposure 2 0 2 Described with above cases
Drug administered at 2 1 1 Described with above cases
inappropriate site

Drug administered to 1 0 1 Described with above cases
patient of

inappropriate age

TOTAL" 165 7 158

@ More than one type misuse can be retrieved in a single case report, thus the total number of AEs and the total number
of cases are different.

6244 THFUERBOMDRTR
1993 1 A1 B62012F 78 1 BETOHMBIIBE SN 7 F UEEODRERBOEE R UFE

BERER O RBWEFME 21T o7z, LT OEARE» OB 2ERIC L 2MAE2HEHRAL T, GPV T —
HZN—RZBWTHRERZ FIT L7 - EEEK K. KRk, IKERjK, V7 F U BERgoOKAakE
%, R ARIEGEEH, FTHERODNRAR., EYRMZOEDET,

HEH 10BIAFZY Lz, 2095 84iE, IPV Tida BRI NZO Y 7 F U EBONRARR
ThHO, TRV 7 F  EEEOBE R IR, 1ART 7 F U BEEROBT 7 AR TH -T2, ED
2B L, 1HIERY TR, b5 1FIXIPV U7 F U BEEOEHRMTH o7z,

o 1T 4M4REMETHRY IREGHOBEERH V. 205 6 B I IPV OBINEFE | Bl o
BZFe, U F RS 2 BRIT. ABRIC X B HARNAES B B EE R MR A
BB LI, BAICEE L, ZOBSNTERMBNC, BN FREENOBEDKE
LRLTVS WESNTWARY) o BEIHENEE ISR S0, EPMEOR RiTHE
INniehot,

o b 1pliksmoBIET, 20 6 A 2 BiIcEZAKHNFARIIC 1PV oyEERE, 20 £ 7 A
7 RIZEZABRGBRIZIPY o 2mBEErZ 07, 20llE6 B30 8. 20ll5E 78 78, 20l
8 A 28 AICHUHIIEZIT o728, W b RBIETH 57,2008 4 6 A 2 B LLRTIZ OV T,
FitoR llE 11 A 7R, 9FE3 A 23 B, VF6A 3 Bz PV ERE, Bic viEs A
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27 A, 19510 B 15 RICHAED OPV Bl E 21 T\ iz, BERAT, AEFRERAL
TV oTz,

Z DRBRIFHEORER. IPVOU 7 FUERODERRBEE S NEAITW RV, 1HIEORY
FHRIEBRIL, OPV OBHFLEV AN RIZLBRIBIOV 7 F 8@ RE & 35 MEHER D 4, X
LIRTOHERIC L DR Y A HREGEHOFREMR D 5, 2HIBIZONTIE, V7 FUEROHRRRICHE
5 BRFRRBITHE Sh T,

6.2.5 #EH
1993451 A1 B2 5201247 1 BETO 19507 2 BEERFERRE K OERFEEM 2 £& 9300

FEERESEB2DZ 006, IPVOEZEET e 7 7 A MIEZEICBEFTH 5,
BLERERIEROBITEREEMIC L VB LR o728 LRSI R o 77,

M EROBINZHE S TZHEHIZBWTIEL, IPVORR T 4o b - VRIZ 777 A4 VIB|&kGER
FThHbH,

6.3 DTaPORERTHRT—4

6.3.1 BREH
KDSV 48 DTaP i, AART 1981 EnbEHOTFHERICERA SN, RLEASN TS,

WEBRBEREE 7T THEREBESY 7F T{HBEE—=3) BIWEMEREREEY 75
) THHERBS T 2 F L TdbBE—=d) SV DB ETE3 v A (200544 A 1 H~201248 7
A1R) 2B\ TH 709 FAHBTENTWS,

6.3.2 HERFTEROREMETO I 7ML

WBE7TEI L AM Q005F4H 1 B~2012F7H 1 H) OMREOEZEMERHRE LT, MO
#) 709 TAD DTaP HATEIZXT L, 376 (474F) OEERBIRKIGHHESINTVWD, fEINZEE
RBIGD—BEFK 47 1TR T,

£ 47-DTaP (XBHE—=Z#TI FUoHAEHE) OTRECETIERGRIRS

FBEBIASE (SOC) EAE (PD R
RS L U A AR !
MEBEZE 1
/MR PSP 2
mEE LT R REE -
B3 I/ MR MRS 2
R REE TFT4FFR—Va vy 2
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TFH74 7% v—RIG 2
TF T 4 T F RS 1
% 6 BirRRIEE 1
MR REE B 2
ey 4
i REKZ7o—XRAIArm—xX 2" 1
AR R ERE 1
D% 1
DS 7T :
DMEIE 1
Lo Ik 4
vavy 1
AEREE
JIE" 3
~J Y= T A VEREBER 1
BB LUK TS EX- g 2
SRALEE 1
IERR 1
B 3
—i% - £FEERB I ORESHMLOWKE | BT 1
TESTERACATEE 2
TESTERALAERR 4
3 M R ERA” 1
‘BAXHE (BEA—D—TH) HroOEHEED MedDRA/J Ver15.0

AR RRIT, 20064 A 1 BN S 2012F 7 A1 HBOBBICRE SN DTaP BHREEROEELRIRG %
HEMIZEHLEZIOTHY., TCERITBESIALBREEATVS, Ad. BFHBICENTH 709
AENHEBFSN TS,

KDSVHROCEBEHERYE 7TV THERRE Y 77 HEBRE—=4) LV VDA E

(201247 R : F2hR) OERKBGEDPED 2. Z2M] ORBNEFLZUTIIRT, B, KH&EI.
1983 FE~1992 -0 104F/IZ 7= 2 ENMA DTaP i 2 D - ERBIKLO T »7r— MRAEDOHER6)
TH 3,

BRBRE R E U7 ) TRERRS T 7 F RS 24 BREILIN ORI ST AR

TIX 37.5~38.9°C DFE D 0.8% T 2 [A] B EBUBIIEIMER A bz, £72. 39°C DL EDREEMN L
SITZETL0.06% T, Zhh 2 [E BEREUBIIEIMERR RSNz,  (FAEFIEK 8,529 #1)
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FEIRTOWTIE, FIEEERER I S%AR I A AL, 2 B B EfELIEIZIE 30%~40%IZ 788 biiz,
(FAZE Bk 8,529 )

BEFEIZ DOV TIE, HIEHETER O 20%ATIC A b, 2 B BERLUREIZIX 30%~40%IZ578D biT,
It 2z REOREIRIC OV T, 5 THLBMBEREREIC 0.2%R1E7R0 bz, (FRERIER 15,531 41)

KDSVHHOLBBERE IR E 7TV THRERBEES Y 7 F > THERE—=13L) vV U PRATE
Q01278 : F2) OEEEOEEOED (3. BRG] TORHENEEZUTITFT,

(1) EXRARRBIRIG

1)

2)

3)

4)

2)

)

2)
3)

Tav s, TFI74 X —BER . FNCTa vy, TFT7 4 53— EER (ERS.
REEE, MERES) BHO5bNEZENHDDOT, BERAIBEEL HMTTV. BENR
NG EITIIEY LB EZITH Z &,

B/ MR ESEBER © FAUT (1,000 T ABERESH -0 1| ARE) S/ MR HEEREER
BB ERDD, BFE, BEEEEAND 3B ITAICEEL. MM, OFEREBH M 43
bobbind, REBREDLNDIHEIZIE, MIBREZEOBEL 01TV, BERLAEZITS Z
L.

BTE : BIEDS S B AL D T N5, HEfEE, FE, WEFRE, [TWitA, EREESOER
BHLbid, NEREDNDEEIZIZ, MRIZTRZET L, BURLERZITY Z &,
TV TOWNARS LD Z EH D, BE, BEEEE»OHA ZAF T WA
WA bbivd, FERBELNDIHEITIE, BEEZ+HITTV, BYRLABEITI Z L,

= ODEI RS

WEUE - ENICEBERS OB RITIHEZ, HERZ. A (ZRAHEET) \ BEERHS
PNBHZ EnH A,

2HER BB TEEELZROD2ZLB3H 208, WInb—BET2~3 BHIZERT 5,
RPHER : RETOFIR, IR, KE, &R, BEREELROLILABH LM, WThb—BET
2~3 BHRICERT 2, L EICEEERALZRRE L THORATORKR, BIRZZ D220
D, e, AFNIT A I =0 b2 BB T 7 F o THHEDT, NSWERHER 1EH L bk
FTHZ b5,

2B, 2EL EOHBEREEICIL, LEXELVWRFIRIEEZET A2 08H 58, @, AP
KT D,
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