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M605101 Ay & L CREB LR Y A NV EERT HHCER (FVH#l)
BPO Benzoyl peroxide : i@~ > A L
CDER Center for Drug Evaluation and Research
CDP (CP) Clindamycin phosphate : 7V > %~ A v U VB AT )L
CLDM Clindamycin : 7 UV v &~ A L
EGSS Evaluator's Global Severity Score : 3HHi#H (I L DA EIEE AT
FAS Full Analysis Set : iz K O i G4
Bl i LR SN A L LTI %Y U o v A K
. O2.5%iE b~ A VG T HEEH
ITT Intent-to-treat : 7 > % Al L7 2kt 5RH
MIC Minimal inhibitory concentration : 5 /)N3& & BH 1L i B
NDFX Nadifloxacin : 77 e f%H#
P. acnes Propionibacteium acnes
S. epidermidis Staphylococcus epidermidis
VAS Visual Analog Scale : tfREH7 F 1 7 R E
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KRB X, EGSSIZE S PFIEN DL HEIED B & Liz7od, RIEMEIZE O TIRIXENE K
HRRE D ZVERIE L o7z,
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® 2737 FMAEBICKSILEEFEERTT (EGSS)

2ay 7 L—FK B
0 EPS WUFIEFE DO ENWT, SEMESEIZA LT,
Clear Normal, clear skin with no evidence of acne vulgaris

FAIUTHERIEMIREDFIE L. EXUIERIEMDO B A2 S (RBIRHE LD
FEAETHER 20, ARLFRENALNIGEELH DN, B ~RETERW)
Almost Clear Rare non-inflammatory lesions present, with rare non-inflamed papules(papules must
be resolving and may be hyperpigmented, though not pink-red)

%D DIFRIEMEITEDAE L. DBOTIEMHRE (BRI D 7, RIAMERZE

) B RO 2,
Mild Some non-inflammatory  lesions are present, with few inflammatory

lesions(papules/pustules only; no nodulocystic lesions)

HIIEMIRE MBS T, HEBORIEMWHREZED ., PENLEZBOmEE L B/
JRIaA 2 B, UEO/N S RRIAMERZER DN 258 b AL NRWEGE S H
3 HELE %,
Moderate  Non-inflammatory lesions predominate, with multiple inflammatory lesions evident:
several to many comedones and papules/pustules, and there may or may not be one
small nodulocystic lesion

FIEMEIREN LV A ST, 2HOERE BRI i, DEORIaMER
4 HE ERHLNLDHZELHLNRNGELH 5,
Severe Inflammatory lesions are more apparent, many comedones and papules/pustules, there
may or may not be a few nodulocystic lesions

PAEMEIRAE DN S BB, AR A B OEE. 280 BRI, 28 OIRIMER
5 WD THAE ENRHDND,
Very Severe Highly inflammatory lesions predominate, variable number of comedones, many
papules/pustules and many nodulocystic lesions

2.7.3.1.2.3 ABEAE

sk e, e 0. L0 2% 25% BPO# L1 H LEIRE, 2.5% BPO
yarpzmgg, 1% cLoMy LR kR O s n g s2 0222 2 1o e A D
£ 9ICT v F DB T 72,

wuaasro A s - U . 2.5% sros it 1% cLoMs it O
BAFEN2:2:2: 10 LD K DI2T o Z DZEIFIT T,

FEIFRRUER f O NHRRER O 1L - MBEXRORET7IET, &£ 2.7.3-810R7 & 9 (CE AR
EFPIL T,

x 2.7.3-8 BHERARFABRORE - AE. REFE. REVMAUVEHERHN

B MiE - & B5751k P -] B

EAIPEE 1H1E (&) XX

- 1H2[A (Fi Kk OMK) o o N=ATA
M L L T0.54 o |~ A1 /v B2 TeBiAl &R &2 H v 4. 8, 10K VN2
|||y THH L%, 3y b a4

1R TR EREIY | A | 128H

1 1] Li=te, Bl (0, IR, PR

MHE & LT051 v | ZR<) ICBMmT 5

FLIF 4, 8K U121
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2.7.3.1.3 AT

EIAEFRER TiX, 4. 8. 10K N2 % O RIENERIE K OFERAENERIZ O 2N 2. EGSSDEL
R E2 G RIWERH OFREE & LTz,

EEINFERAER Cld, 1208 O RAEME R Z M OFERAEMEEE O ONTEGSS D B L) =8 2 A 2h 7
moFEE & L,

(1) EGSS?DRgHh=

123 1% OEGSSM R RLA H MEGSS XL 0 £ 20k F/NE7pfl & /R LT-GA 1T Eh & L. iEh
EHE ST HEBRE OFIG 2R T,

(2) VAS%E W -EGSSOZE{b &
BRE(EEMIL, £ 27.3- TR TREEICIE SO TS EME SIBE O RIEM R Z K OFERIEN:
BB OBEIEE 23 L, ZOREAK 2.7.3-URT Ay — /L FICEEORTRA L, H
X (fedm) DO RERGE CORREAVASIE L LTRD, 104 H OVASIE & 1GBR3ER G-
121 OVASIE D 7% KD 7=,

EENS E & A ETHK e T HAE A fieh CHEE

2.7.3-1 EGSSMVAS R —)L

2.7.3.1.3.1 #REtEMAE
WG R FRBR TlX. Intent-to-treat (ITT) A XIRITHEHFNT 21T - 7=,
SENFRERER T, &R B O RIEMEFIB Oy E QN3 &3l B OIERIEM B Db $
KON 3 &5 H OEGSSOVASHEIL, ¥, R, F/MERORKRELZREH Lz, &
fili H DEGSS & NEGSSD K h XA K OVE sy L A R L7z,
giras iz, UTFoRmtkcg sz sn-5e . [JPoeortan sney
D LYW L7,
@) 1288% O 0 5 RIS R OFESIENE BB A E DD B3 | EGSS D pREh R & AT,
B cEETh T,

@ mz<. 128% O % EY B B O RIEME R B A M DI $As . EGSSO K Ty
R LA, 1% CLDMAZ LEEJ 1R2.5% BPOZ L EEIC LR THE TH - 1=,

6. IR S 1% CLDM 2 VR 3132.5% BPO S AL BE O Mol Z F4 M L 72 > - 7=,

2732 EAOHBRBEROEN
2.7.3.21 FNEREE GEMIEL. 2.7.6.2 SEMHIEBEICHS ITS2FINBRB/ERN SR)

F MBS (BAEERIEL - 60041, £BE20001) % K5, ARAIOAF M & 222 /GEE L,
ERARHESRE 2 ET 2 Z LA HIZ, ZHEMR, 7 ¥ b, 7T B AR AT
2 i % R i R Ak Bk 2 S0 L 7=, WBR 1 , 208 B O BLER 1% L IR BT 155 3K (5% M605101,
2.5% M605101 | ZM605101~7° 7 &) %, 1H1A (&), BeFZIcEmar (REEOCOEZERS)
I EEAT LT, IRBRERoKR ST, 128 E Lz,
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BN DT L. FAS 60741 (2.5% M6051017E : 2034, 5% M605101#% : 2034, M605101~7 5
BAREE  20101) AxfGr L Lz,

FEFHIE B To D TR R AhRE O SRAENE SIZF O3 | 00 H1 JefiE1E 5% M6051017375.00%,
2.5% M605101#£7372.73%., M605101~° 7 & REEN41.67% T - 72, OO K& EJE L .
PATENIE 2 FH Uy C5% MB05101%E K "M605101~° 7 & AR EEIF TNZ2.5% M605101#% &% U'M605101~°
B ARBEA FBR L 725 5L, 5% M6051017F K 1°2.5% M605101H 0D Fef&aTAM I D S i M BB B DIl
(L. MB051017 7 EAERCH AT, ARICKE o7 (R 27.3-9),

RIGGHIIE R Th 5 [T DO 24 GERIERIBE., #MEZH) DR ER] KDY Tk
AR D BB (RIEVERGZ . FERIENESOBE. B2 380 OR#] 13, 5% M6051017 K& T
2.5% M605101£3, M605101~7" 7 B ARBEICLE R THEICKRE o Tz (F 2.7.3- 10 N 2.7.3-11),

£ 2.7.3-9 R MEBOREERBHOBLOHBRVBLE (FAS)
HE  H&HE B 25%50 UM 75%s Pl oZE* ZED9I5%CI* Vs, p**

1R 25% 203 14 18 26 - - -
BAtEH 5% 203 14 18 26 - - -
(fi&) P 201 14 18 24 - - -
B 25% 203 2 5 11 5 -6~-3 -
FEAE 5% 203 2 9 -5 T~-4 -
(1) P 201 6 1 19 - - -

Bk 25% 203 8 12 18 5 4~7 p<0.001

(f#) 5% 203 9 12 18 6 5~8 p<0.001
P 201 1 7 12 - - -

Wb%  25% 203 4615 7273 8750 2572  19.23~32.89  p<0.001
(%) 5% 203 60.00 7500 8571 2803  2157~3492  p<0.001
P 201 625 4167  66.67 - - -

*HIED 2K NZEDIBWCI (FHEEM) : Ay VR - L=< H{ERE *RE : 2 A Wilcoxonif &
2.5% : 2.5% M605101FE. 5% : 5% M605101%E. P : M605101~7 5 & R #f
MIEHAE £14-15 VK 14-17 (5.35.1-1) 7 HE
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F 2.7.3-10 ERFMEFOIEREERBROBOBRVFEDLE (FAS)

HE GRS B 25%5 tPRE 75%R PEDZE* EDIS%CI Vs, P**
B 25% 203 23 29 40 - - -
BitAH 5% 203 23 30 41 - - -
(1) P 201 23 30 43 - - -
i 25% 203 14 25 -10 -13~-7 -
FEAHRE 5% 203 11 21 -12 -15~-9 -
(1) P 201 14 25 41 - - -

W%k 25% 203 7 16 24 10 7~13 p<0.001

(fE) 5% 203 12 19 26 13 10~16 p<0.001
P 201 -4 7 17 - - -

Bb#E 25% 203 2632 5652  78.26 29.48 21.38~37.59 p<0.001

(%) 5% 203 3871 68.18 81.36 37.47 29.71~45.23 p<0.001
P 201 -13.04 2188 53.33 - - -

*FRRAED 2K VZEDIBWCT (FIHXH) : Ay VA« b—~ HER

2.5% : 2.5% M605101F, 5% : 5% M605101F, P : M605101~" 7 & AR i

R E #14-21) 10%14-22 (5.35.1-1) 2 H%E

F 2.7.3-11 RXRFEHEFOREBHDB VBB LFELE (FAS)

*RPNTE ¢ 2R AWilcoxonfk &

HE B B 25%5 TRE 5% PEoFEF EDISNCIHF vs. P**
5% 25% 203 40 50 63 - - -
BlfAH 5% 203 40 51 64 - - -
(&) P 201 41 51 67 - - -
& 25% 203 10 21 35 -16 -20~-11 -
FEAMEE 5% 203 8 18 30 -18 -23~-14 -
(1) P 201 22 36 59 - - -

W% 25% 203 17 29 38 16 12~20 p<0.001

(1) 5% 203 23 31 43 20 16~24 p<0.001
P 201 -2 14 28 - - -

B 25% 203 3333 6222 79.63 29.44 22.73~36.46  p<0.001

(%) 5% 203 4857 67.86 81.82 35.98 29.32~42.86  p<0.001
P 201  -3.92 2857 5441 - - -

*RYLEDZE K N EDIS%NCI (FHEIXRE]) Ry VA« L—< TR BT  2EEARWilcoxonf &

2.5% : 2.5% M605101%F, 5% : 5% M605101%E, P : M605101~7 7 & Rt
R EE #£14-1980V514-20 (5.35.1-1) 6%

27322 REBSHEE GHEIL. 2763 SEMHIEEFZICETIRUREHR/ERN S8))
S SERE (BEEGIER : 45001, #K8E22501) & X5ic, A& RS Lo ek
CENMEETET S Z 2 BRIC, FEER., T F oMb, EAEAEIN, SR E R A E
i U7=, BBRE L. B0 AT - iRBREE (5% M605101 X [32.5% M605101) %, 1H1[A (%) .
HegitklcEm e (RELOOEZER) IS ®EBAA Lz, RO &5 MM, 52l L Lz,
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(1) Atk

458151 (2.5% M605101%F : 23141, 5% M605101%F : 22741) A AW EMEIT I RAEM & LTz,
2.5% M605101F K& TN5% M605101#E D 45 #Alhi s B D RIEME L2 . FERIEME BB OSSR %
BoOHBEF 2.7.3-12, £ 27313 F 2.7.3-141R LT,

2.5% M605101%F &% 5% M6E05101HE D e & e AMRE D KIEME R ZHE (FFfl) 1Z£hEn3
18 R O, &R FARIRF D RAENE S Z DWW E (FRfE) 13 & H I8, HALFEANRE O K SE
PERZIB O3 (FYl) 13 FF475.00% % 10880.56% & | 1 ZIEFEREDE AR LT,

2.5% M605101#F } U'5% M605101HE D e #&a kAR DIFIIEME R 24 (hJufiE) 13 & $125
1B, B HERHAM R O IERIEME LB E DR E (P IAE) 1 X2 4V150E & U168, e #&aF
RFDIERIEVERZZ O (PHRAE) 1 XZZE475.00% K% TNT78.26% & | IFIXFIERDE % 7~
L7,

2.5% M605101#F &% 5% M6E05101HE D g &b lRF DR B EL (FIUE) 13 & HI28f8, %
KEREAMIE DR B OB E (FRAB) 1 X2 Z 24 J 025, SRR DK R 9% D

B (BJfl) 1 X7 FNT74.19% K% (\78.26% & . I FIFRIEEDE A~ LT,

F 2.7.3-12 REMRDDOREEFHR

[ 25% MB605101 5% M605101
Bl Rtk (|) Bk () R (%) Bil% Fess () Wb (|) b (%)
BR%E A 231 (8%129) ) 227 (811119) )
281 230 (4,712) (1?7) (12.28:22.52) 224 (4,711) (2?9) (20.38228.00)
43 207 (330) (21610) (25,83;3(2)_59) 247 (3?9) (432) (37.2(7);‘71.78)
Sillf: 222 (24}8) (4,712) (39.23:23.05) 216 (2‘,18) (4,174.5) (39.?12:2;45)
128 221 (21,17) (423) (50.82;2.96) 216 (1.2,6) (4,?4) (44.171121;3.56)
161 221 (1?6) (424) (50,38:32,89) 213 (1?5) (4,816) (53.22:22.89)
i (1?6) (524) (so.gg;gi.m) 212 (1:,))6) (5,?5) (58.22:83.44)
24181 214 (1?5) (4,914) (50.82:31.67) 207 (1?5) (526) (60.33:33.31)
2811 212 (1?6) (424) (49.1471;;?1.80) 204 (1?6) (536) (55.22:&7);80)
328t 209 (1?6) (5,?5) (55.22:8?1.87) 208 (1?5) (526) (58.23:32.75)
Seillfe | 208 (1?6) (4.523.5) (52.33;3?.67) 203 (1?5) (536) (57.?411;33.55)
0B 202 (1?5) (5,?4) (57.1481:21.67) 200 (1?5) (626) (62.22:32.12)
N (1?;5) (4,1%1.5) (50.8(7):3213.67) 198 (1?5) (536) (57.?411:82.31)
488 199 (1?7) (4,?4) (50.38:82.33) 19 (1?5) (526) (60.3(2)2:.55)
52t 198 (1:,;7) (525) (52.1?8(2).31) 19 (1?5) (536) (62.23:33.14)
AR | 281 (1?7) (524) (50.8(5):82.67) 221 (1?6) (5,815) (50.3823274)

$2.7.6-33, #2.7.6-36 )% (152.7.6-397> 5 428

P (25% 5., 75%5)
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F 2.7.3-13 EREMRD DIEFHRS

. 2.5% M605101 5% M605101
! Bl KB () W (| b (%) Fl%k R (| wbEk (E)  BAOE (%)
BIsAH | 231 21 ) ) 227 21 ) )
(12,38) : : (11,41) : .

" 15 5 29.34 13 3 30,38
! 230 (596 (113) (5714848 | 2% (7.27) (117)  (6.27.56.46)

e | o 13 7 20,00 17 12 9 42.86
(6.23) (116)  (12.12,61.90) (6.23) (118)  (12.50,64.29)

s8% | 220 10 11 28.20 o 9 12 57.25
(5.20) (320)  (21.67,72.00) (5,18) (322)  (20.53,73.86)

iE | 1 8 12 61.76 o 65 145 64.64
4.17) (423)  (30.00,78.26) (3.15) (35.25)  (33.33.80.12)

8% | 21 7 13 63.01 2 3 15 67.65
(3.17) (424)  (30.99,83.33) (3.13) (427)  (36.11,85.00)

08 E | o0 7 13 68.89 o 5 145 72.73
(3.14) (7.28)  (40.00,84.62) (3.14) (5.285)  (40.54,87.87)

iE | o 5 16 74.39 o7 5 18 7727
(2,13) (629  (50.00,88.89) (2,10) (530)  (50.00,90.48)

wiE | o 5 16 76.19 on 4 175 80.00
(212)  (1.295)  (54.15.90.63) 2.8) (632)  (56.44,92.01)

28% | 200 4 16 80.00 0a 4 18 78.57
2,11) (7.30)  (52.63,90.00) 2,9) (531)  (50.00,93.33)

8% | 208 5 155 75.90 on 4 17 80.00
2.9) (629  (42.86,90.51) (2,10) (531)  (50.8593.62)

w0EE | 202 5 155 76.92 o 4 185 79.39
2.9) (630)  (52.38,90.00) (15.,9) (631)  (54.64,94.12)

Bz | 200 5 16 77.95 o8 2 17 81.82
(2,10) (629)  (48.08,90.48) (2,10) (629  (50.00,93.88)

BEE | 100 5 16 76.67 o0 5 175 80.32
(2,10) (629  (50.00,90.00) 2,9) (55285)  (50.00,92.55)

25 % | 108 5 15 76.57 o 4 16 80.00
(2,10) (629  (54.08,9167) (2,10) (529)  (44.44.92.59)

BT | 251 5 15 75.00 . 5 16 78.26
(2,10) (629)  (47.37,9167) 2,11) (428)  (39.39,92.19)

$:2.7.6-35, #2.7.6-38 K INF2.7.6-417 5 k% HRofE (25% 45, 75% )
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R 2.7.3-14 BRBOREHDS

. 2.5% MB605101 5% M605101
! e Bk Bt (|) W () BAOE (%) Fl% gt (|) Bk (| wdE (%)
BIsAH | 231 3 ) ) 227 37 ) )
(23,57) : : (22,58) . .
— 23 11 30.60 21 B 35.58
2if
e 230 441y (418)  (14854587) | 2°*  (13537)  (5.235)  (18.06,51.42)
— 20 12 23.75 18 7 26.43
4
e 221 1132 (625  (2267.6158) | X (11.31) (7.29)  (26.53,64.10)
— 14 19 55.72 14 20 60.30
8ifl
w 222 (979)  (1030)  (33.33.7143) | 21° (8.26) (934)  (33.33,76.65)
— 1 22 62.07 1 23 66.88
123
MRCL2L g0 (1135)  (40.00.7857) | 21O (6,19) (1039)  (40.47,80.98)
— 1 23 66.67 10 26 71.95
163
21 g0y a137)  (38.89,8333) | 1S (6,18) (1242)  (45.4585.00)
— 10 26 70.83 9 25 74.22
203
B2 5000 (1338)  (50.00.86.21) | 2R (517) (12435  (4858,87.12)
- 9 27 75.00 8 27 80.43
2438
B2 gy aaa) (49008723 | 27 (4.14) (13.45)  (51.02,88.89)
— 8 27 74.88 7 285 80.43
2831
ML 2120 4 0g) 13425)  (53338812) | O (3514)  (1450)  (57.28.90.69)
- 8 27 78.26 7 28 78.43
23
P29 505 (1343 (53.06,9091) | 20 (3.14) (1347)  (57.89,91.67)
— 8 255 78.09 7 29 78.38
6ifl
HRC1208 0 aas (13405  (5347.89.24) | 2% (3,15) (1446)  (60.00,91.55)
— 8 26.5 76.23 7 29 80.44
403
P22 a0s) (1343 (58.62,8920) | 200 (3.14) (1648)  (61.59,91.24)
— 8 265 77.07 7 29 81.82
4438
BPRC12000 4 0g) (1344) (55.36.88.96) | -0 (3,15) (1444)  (55.56.91.18)
— 8 25 75.00 7 295 78.32
A8
MEC19 07y 243 (52388889) | 00 (4.,16) (1443)  (57.86,91.01)
— 8 25 75.26 7 27 80.36
23
MRCL18 415 (1441)  (56.25.87.88) | - (3,16) (1443)  (56.10,90.91)
. 8 2 74.19 8 25 78.26
SRR | 231 he 1340)  (s417.8800) | 227 (3.17) (1241)  (48.00,89.87)

72.7.6-34, #2.7.6-37 K NFK2.7.6-407)> 5 2%

HRofE (25% 45, 75% )
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(2) MEPRIRE

1

2)

TR HH I DO NER

TBHRBHAA B _ﬁﬂiifﬁﬂ’ﬁ’\ﬁﬁ\%ﬁméﬂt’ﬁ&%% X, 458f 238 ThH o7, ZDON,
P. acnesZ3 it S 7= DX, 17941 v | Staphylococcus epidermidis (UL T, S. epidermidis)
A SRR RS WA PY 111%?&;0720

523 1% | A4l B F AR A 23 SR it S AL 7= BRI, 39361 H8THI T 7=, Z DN, P.acnes
N EN=olX, 6561 TH Y . S. epidermidisifa i S7=dix, 3961 TH -7,

B IR 0 BEAR: 0D Sk

TR 5-BR A B&U\SZL?& 2Oy S 72 P. acnes & OS. epidermidisiZxf 95T 7 1
FH v (NDFX) K OCLDMO g/ NMEFRLILRE (LT, MIC) % 2.7.3-15K V&
2.7.3-16127< L 7=,

P. acnes|Zxt 3 2 NDFXDMICsold, 1R#BH 46 A 2305 pg/mL Tdh v | 521 % 0 2.5%
MB6051017% } 5% M605101#F 1TV "4 $0.25 pg/mLTd - 7=, P. acnesiZ x4 % NDFXD
MICoolZ . TRIEEIAA H . 523 1% 0 2.5% M605101#F & 185% MG605101#E D W\ 41 & A3
05 ug/mLToh -7z,

P. acnesiZ x4 5 CLDM®DMICsoiZ, {8¥BALA H |, 52101 02.5% M605101#f & UN5%
M605101EE D941 1 230.12 ug/mLfa%;of_o P. acnesiZx%f9" 5 CLDM®DMICql 3, 15HH

AH N6 ugmL Td - 7=, 5208 % 0 2.5% M605101 8 K T85% M605101 % iX+hZh
1 pg/mLK% O pg/mL SRR 7 kLT,

S. epidermidisiZ %9~ 5 NDFXDMICsol L, 1R B4R H . 52 1% 102.5% M605101Ff K 5%
M605101HE DT 41 23<0.06 ug/mLTH > 7=, S. epidermidisiZ x5~ 2% NDFXO)MICgoai
TRIRBALA H 232 ug/mL T > 7=, 52 % 102.5% M6051017%1%<0.06 pg/mL & (iR 1
kL. 5% M605101#%132 ug/mL & [FfEToH - 7=,

S. epidermidisiZxt9 5 CLDMDMICsol L, B4R H . 523 1% 002.5% M605101#F K T'5%
M605101FE DT 41§ 230.12 ug/mL Td > 7=, S. epidermidisiZ x4~ 2% CLDMDMICgol:,
TRREBIAA H . 523 1% 02.5% M6051018f K T85% M6E05101RE D941 % 723>128 ug/mL T &
277,

521t DP. acnes X 1XS. epidermidisiZ %42 NDFXDMICso 2 "MICgol. JRIEBALA H
[Fl—DMEREIZ 7 b LT, 52t dP. acnes 3 (%S. epidermidisiZ iT?“éCLDMO)
MICso s "MICgo %, 16HERHAR H & [ —2MERRFEEIZ S 7 P LT, Zhb KD MB05101
I%. Pacnes& O'S. epidermidis® NDFX X {ZCLDMIZ %14 5 &S IR B L h D & % 2
Do
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£ 2.7.3-15 AERBBRUS2EZOEZRBEZEOMIC (P. acnes)

MIC(pg/mL)
*tge | REAMm PoE >16/
s <0.06 012 025 05 1 2 4 8 16 32 64 128
A | R il Fil%x| >128
B (RREE )

NDFX | 5% | 2.5% 177 0 1 56 106 7 0 0 0 7 ) ) ) 0
BkaE | +5% (0.0) (0.6) (32.2) (92.1) (96.0) (96.0) (96.0) (96.0) (100) (100)

259 | 36 0 1 20 15 0 0 0 0 0 ] ] ] 0
— (0.0) (2.8) (58.3) (100) (100) (100) (100) (100) (100) (100)

s | 28 0 1 15 11 0 0 0 1 0 ] ] ] 0
(0.0) (3.6) (57.1) (96.4) (96.4) (96.4) (96.4) (100) (100) (100)

CLDM| &% | 2.5% 177 14 79 15 23 22 1 2 3 4 0 1 10 3
BASH | +5% (7.9) (52.5) (61.0) (74.0) (86.4) (87.0) (88.1) (89.8) (92.1) (92.1) (92.7) (98.3) (100)

5% | 36 1 19 3 9 1 0 0 0 1 0 0 1 1
— ' (2.8) (55.6) (63.9) (88.9) (91.7) (91.7) (91.7) (91.7) (94.4) (94.4) (94.4) (97.2) (100)

i o || 2 ¥ 1 7 1 0 1 0 0 0 1 1 0
(7.1) (57.1) (60.7) (85.7) (89.3) (89.3) (92.9) (92.9) (92.9) (92.9) (96.4) (100) (100)

7$2.7.6-42 }, ("3:2.7.6-457> & i 28

F 2.7.3-16 ;AEMIEA R UG2RZOEMBAZEDMIC (S. epidermidis)

MIC(ug/mL)
*tge | REAMm PO >64/
s 0.06 0.12 025 05 1 2 4 8 16 32 64 128
s | menn [P0 | >128
Bk (BEESH)

NDFX | 755 | 2.5% 11 68 0 0 0 28 5 1 1 1 0 2 5
BhsE | +5% (61.3) (61.3) (61.3) (61.3) (86.5) (91.0) (91.9) (92.8) (93.7) (93.7) (95.5) (100)

259 | 21 19 0 0 0 2 0 0 0 0 0 0 ) 0
- : (90.5) (90.5) (90.5) (90.5) (100) (100) (100) (100) (100) (100) (100) (100)

e s | 18 2 0 0 0 4 1 0 0 0 0 0 ] 1
(66.7) (66.7) (66.7) (66.7) (88.9) (94.4) (94.4) (94.4) (94.4) (94.4) (94.4) (100)

CLDM| 5% | 2.5% 11 12 45 3 0 1 0 0 0 0 0 1 0 49
BhaE | +5% (10.8) (51.4) (54.1) (54.1) (55.0) (55.0) (55.0) (55.0) (55.0) (55.0) (55.9) (55.9) (100)

259 | 21 0 16 1 0 0 1 0 0 0 0 0 0 3
— ' (0.0) (76.2) (81.0) (81.0) (81.0) (85.7) (85.7) (85.7) (85.7) (85.7) (85.7) (85.7) (100)

t on || L © 0 0 0 1 0 0 0 0 0 0 &
(5.6) (61.1) (61.1) (61.1) (61.1) (66.7) (66.7) (66.7) (66.7) (66.7) (66.7) (66.7) (100)

#:2.7.6-43 ), (’3%2.7.6-467)> &5 ik 48
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2.7.3.2.3 B FEIMREERAR M. 2.7.6.8 SEMHIERBICH TS FIERAREN SR)
s s b O S M SEEE 2 S5 L0 e scs p2m s U b 2 o B,
Ze et R OB % %1% CLDM~ A1 A 1l -, [ e 5 2.5% BPOS L 1A 18]
FLA2EH G L T 5 2 L & BICAHEE B/, 7 2 & 2, S SERTRBRCER Lz, #%
BRI, BT DA IABREE A LA LB UL A 20, YR SRS AT LT, TRBRIE O3 50
(X128 & L7z,
1) Aahtk
ITTZxt5 L L7-1R%BRAG A, 4, 8, 10X QM2 O RIEMEKIBH KL OFERIEM: B8 D
W % 3% 2.7.3-36 L IV 2.7.3-3712. EGSSOMEZE K NEGSSDVASHE % ¢ 2.7.3-38 ) V5%
2.7.3-39|Z~r L 7=,
AIGER DX WHE T d 52.5% BPOS /L D1 H 1al# 57 & O A 201 5-BE D RIEVERIZH D
B EGSSD LN} NEGSSOVASIE D ZA &I, #£ 2.7.3-1712" 3 & 9 ICilifE TIZIEI
RO AR LT,
B L0 LE S U7 R D12 % O REVE R BRI, TR BRI LN TR b K
S L R P2 5 Ui b RER S SRS BN T 5 2 L VI Lz,
B L E S UL A2 S LT & & ORIEMERB OB I, o IBREEC
TR RE o T,
B L2l 5 U g 012 % OISR R B ET, IBHEBIRA R Tl TR D
o U, 101085 U & & oIRRIEME B OBD N EIE, 2.5% BPOY L %
LH2EHG LIz & LARETH Y . thOTRBIHC IS THRITRE Ao T,
1258 1% DEGSS I IAH B IARE T e~ T2LL /NS 22l 2ok LI RE OEIE (REh=) 13,
| PEHEREE IS SN RGNNAARG  PEERIEEIER aroReY
1281% DEGSSOVASIE D2k B CEHrvEmS) 3. [l %3R5 L osms g
K& <, 1HIEERERIZ25+2.0, 1H2FEEEEIF24+20TH -7,

F 2.7.3-17 12:8% O Az @

RAEME % FERIENER EGSS EGSS?VASI

B BUE(E) WL E%) BOKIE) W) RIE%) bR E(ER%)
B ¢ (N=75)  148+100 56.3£33.9 229249 430+435 333 2520 38.3%29.9
1%CLDMqd (N=82) 11.9+105 421%365 19.0+28.3 354+50.8 159 17+18 256+256
25%BPOqd (N=78)  10.1+156 40.0+47.8 165+21.6 331444 231 18+19 268+275
(N-=39)9iEﬁIJ qd 72+110 262+458 146214 29.8+36.6 7.7 12+13 18.1+20.4
B o0 (N=78)  150+124 528£439 290229 527+338 359 24+20 36.6+30.0
25%BPObid (N=78)  13.0+9.7 46.8+344 228+21.6 461366  28.2 20+18 31.1+27.3
EGSSHTIZ : 1R BRARIE DEGSSIZ L~ C2LL b/ S 72l & 7 L 72 kB O &I & CER AR AER #2)

VAS : Visual Analog Scale (7c¥ii = VH2%, Adi : MRed CEHEE) 1T XK A7

B 1% Vo2~ S U R25%EER R A L DELEH

CLDM : 7 Y v &= A, BPO: @b A, qd:1H1E#S,  bid: 1H2E&ES
#2.7.6-110, #2.7.6-111, #2.7.6-112 )% (N#2.7.6-1147> &k 25
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(2) Lt

tEsgoxRE 3. L0 e 5r335% (27/7841) . 1% CLDM 7 L #£7334%

(28/8243i)) . 2.5% BPO4 L1 1 1E# 5-1E7327% (21/7961) | |57 2328% (11/4040)
B L2 5 A330% (24/79%) . 2.5% BPO4 /L1 H 2[14%: H-1E7329% (24/8215]) T
-1, EEeaEws, [ L0 U5 T, 1% CLDM A L BE TSI BT A8
DGR TITA LR D> T2,

HRHMRE O R 22 A2 a2 T R R A 2.7.3-1810R LTz, 128#% OWiE 1%, 2.5% BPOY
np2igsEsRbs< . kol 020 senss o, R3S
. I o2 s vigome R L, 25% BPOA L 1H 1 G
EARE L RO Z R L, ORI TE) - 72,

128 omsns, L0258 58055 b s < W T2.5% BPOS L 1H 2l #
nEno7-. L0 e 25% BPOS L 1RHIEIB SRR D% 2 Y v H g
e srtRgkomE R L, A0 1530 VIR ETH o 7,

& 2.7.3-18 FFHMERFOREZTEMRA 7 (REMBETHRER)

- - 1% CLDM 2.5% BPO JLF 2.5% BPO
R IRE ] [ ]

1H 1R G 1A 1B S 1R 1E#R 5 1A 1E# 5 1H2E4 5 1R2E4 5

kg
R—2F 4  012+0.36(78) 0.09+0.28(82) 0.08+0.27(79) 0.08 +0.35(40) 0.16 +0.41(79) 0.15 + 0.36(82)
43 0.26 +0.47(74) 0.20 +0.43(80) 0.23 +0.42(78) 0.13+0.34(39) 0.38 +0.59(78) 0.40 % 0.69(78)
83 % 0.17 +0.45(71) 0.05+0.22(77) 0.14+0.38(74) 0.13+0.34(38) 0.23+0.49(70) 0.33 + 0.60(73)
108 0.14 +0.42(72) 0.14+0.35(78) 0.15+0.39(74) 0.08 +0.28(37) 0.20 +0.55(70) 0.22 + 0.53(73)
128 0.11+0.36(71) 0.14+0.38(79) 0.05+0.23(73) 0.05+0.23(38) 0.14+0.45(72) 0.17 + 0.42(75)
FTBE
NR—ZF A 040+057(78) 0.32+0.59(82) 0.39+0.65(79) 0.45+0.68(40) 0.35+0.62(79) 0.33 +0.59(82)
43 0.24+0.46(74) 0.25+0.49(80) 0.26 +0.47(78) 0.21+0.52(39) 0.38 +0.56(78) 0.26 +0.50(78)
83 1% 0.17 +0.38(71) 0.19 +0.46(77) 0.20+0.40(74) 0.24 +0.49(38) 0.34+0.61(70) 0.26 + 0.47(73)
105 0.14+0.39(72) 0.14+0.39(78) 0.16+0.37(74) 0.16 +0.37(37) 0.30 +0.52(70) 0.23 + 0.49(73)
123 0.17 +0.38(71) 0.16 +0.41(79) 0.16+0.37(73) 0.11+0.31(38) 0.28 +0.54(72) 0.24 + 0.46(75)
T % A 125% BRI T A DR THEEERE (e R

CLDM : 7 U ¥ ~A T BPO: b~ A L
2.7.6-1167> 5 4%
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2.7.3.2.4 BHFENEERKEER

TSNS BRRERER L, Rl —7 o T2l e L7 (FlBROFEMIL, 2.7.6.9512.7.6.10
SV SEICR T 2 EINkRBRAES 2R), P EEoEtSEEE 25, IR
DHEE, etk R EM%2.5% BP0 L, 1% CLDMA Lk O & seieg 2 - v %
AiC, ZEEMH, 74 2Mb, SHsxILRTRER CHEM L7z, $ERE 1T, ST b ciniidiz
TR1EL Pesa I I8N LT, 1BBEEOR G, 1285 & LT,

2atic2,81301 (N - 79761, 1% cLOM > vt - 812451, 2.5% BPO A1 - 80941, [
SLAIRE - 39501) AHAAN BV, 2l a2 BT RIENE RS M OFERAEBIE DI Il NZEGSS D
R AR 2 R A L 72,

A RE O RIEVERIB R, FERIENEBIB R O SIZ B OB A 3K 2.7.3-40, £ 2.7.3-41% U\
2.7.3-4212, WMETHEA =27 OME 2K 2.7.3-4312, 128% OFRIEME OB $E £ 2.7.3-44,
% 2.73-45] U 2.7.3-46127 LT-,

i owrErE s o, . 1% cLomy vz, 25% BPOA L
woaE, s ssomEcH Y . R e oo B
MBIz (Shapiro-Wilkf# £, p<0.001) . £7z. 1% CLDMZ /VEE K (82.5% BPOZ /L & DT
LA A B e B b= (ANCOVA, p<0.001), 1218 % o 0 320 s %
OHRBBE DWW EIT, [FERIZ, W OHRGRE L ORI T O FIICHBRENA DN,

TEREBRAG B OEGSSIC b ~12i % DEGSS7 28 Eiks Li-wia oEla (k%) . [ IR
1E7334.9%, 1% CLDM~ /LEEH326.4%, 2.5% BPO~ Li£7326.0%, [ #03165%cHh 0 |
B . 1% CLDM S LB K TR2.5% BPO S VEE & R CHiaHERICH B /0%
WA BT (LogisticEl)f 44T, p<0.001),

2733 £HBEEL COERDLLE LT
2.7.3.3.1 ERNERKRHAROERDLLE & f#T
2.7.3.3.1.1 HAEBREH

FE NS NN ERER CIXasE B A DA R-G C© & 2 B 2 A AN D 7o O I FPEEE 0O E FEE 12 JE
S, BEmICIVELL FA0ELL T ORIEVER B A ) B 2B E L U CRRE LT, A OZE
PESEBFITRIE DN D REIEN SN L, RHIRGHBCIIREDERFT bMAANDL Z L &
U, BRIRJLYEZ B I CSE DL _EA0E LU T OJIEM RS % £ 5 BEICE T Uiz, S SIEERE OF
W AICEE D & WRRER ORI E AR AN 125% LA - 50% A & 7% L 72,
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2.7.3.3.1.2 AO#EEMR UMD EEBEDOHFMED LR

ENERR B O N ARG FR K OE OO B EEORE A K 2.7.3-19 K K 2.7.3-20127" LT,

EENMNFREER O N D HEEHFR L OO FEVEE DO RMEIL, T X TOHRGH THEIL Tz,

T ERE D3 KI60% % 5 165k LA 205 DL T OEERE 235K040% & A b 26 < L IRV TL25% L E15
AT (#925%) . 21a%Lh 25kl T (F920%) DIEIZZ ho 7=, 90%LL B | X BUiE oo BE
TER 72 o T TR KD R DO PR DR BRIELIS O3RN A F L T CEAIOFEMIL,
#2.7.4-39 PFRZEA—% GENNNFEERER, BRI GHE) ) 25, FIRIEZIT o 7o X
10%LL FChoTo, RFEMLMGA O REHEIL, WTHoOEERbREOELZ R LT,

R 1% 5305k 00 2.5% M605101RE }2 5% M6E05101RE D A #5277 M OMih o> BL Ml o0 ek 13 8
LI T,

BN D3 HIT0% % (5 8, 1675% DL E205% DL F OWBR#E 238930% & fc b £ < . IR T2 LA 125
AT (8925%) . 125 0L E15EELL T (R15%) DIEIZZh o 72, 90%LA b o> i | X iioiE oo BE
TER 72 Do T TR P IZHI80% DR A TRBRIE LIS O $EH 24 ] L CTurie CEAIOFEMIL,
#2.7.4-39 PFHEAI—% GENNNFRRER, RHI&RGHER) ) 23, OFHRRIEZ 1T o 7o &
5% Th o7, RFEBLG A O RZHEIL, M5 CRBROMEZ R LT,

F 2.7.3-19 AOMEIFHR Nt EEEDFHE

CAUIR RS e 5kl

2.5% 5% M605101 2.5% 5%
M605101 M605101 7R M605101 M605101
B (%) B (%) Bl (%) B (%) BE (%)

RS 203 203 201 231 227
T B 84 (41.4) 79 (38.9) 91 (45.3) 72 (31.2) 72 (31.7)
L8 119 (58.6) 124 (61.1) 110 (54.7) 159 (68.8) 155 (68.3)

G 12-15i+% 52 (25.6) 46 (22.7) 57 (28.4) 34 (14.7) 34 (15.0)
(%) 16-2075% 84 (41.4) 80 (39.4) 85 (42.3) 75 (32.5) 62 (27.3)
21-257% 36 (17.7) 44 (21.7) 33(16.4) 56 (24.2) 62 (27.3)

26-307% 18 (8.9) 21 (10.3) 15 (7.5) 22(9.5) 34 (15.0)

31-355% 11 (5.4) 8(3.9) 6 (3.0) 27 (11.7) 20 (8.8)

36-40% 1(0.5) 4 (2.0 3(1.5) 13(56) 8(3.5)

41-457% 1(0.5) 0 2 (1.0) 1(0.4) 5(22)

46-497% 0 0 0 3(13) 2(0.9)

WEGED HY 15 (7.4) 12 (5.9) 14 (7.0) 14 (6.1) 22(9.7)
WEFERE 72 L 188 (92.6) 191 (94.1) 187 (93.0) 217 (93.9) 205 (90.3)
REMRO HY 88 (43.3) 110 (54.2) 96 (47.8) 187 (81.0) 181 (79.7)
OFHISEA] 7oL 115 (56.7) 93 (45.8) 105 (52.2) 44 (19.0) 46 (20.3)
REHEO 5V 10 (4.9) 9 (4.4) 14 (7.0) 36 (15.6) 31(13.7)
ORI 7oL 193 (95.1) 194 (95.6) 187 (93.0) 193 (83.5) 193 (85.0)
B 0 0 0 2(0.9) 3(1.3)

72.7.6-18 )L 1'32.7.6-317)> b g 48
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& 2.7.3-220 AOMEEEHERTHOEEEORFE (BHHEE)

75 /AR R 53R
2.5% 5% M605101 2.5% 5%

M605101 M605101 77 &R M605101 M605101
Bi%k 203 203 201 231 227
il (k) 19.5+57 20.0+5.6 19.2+55 22.9+7.3 23.0+7.5

18(12, 42) 19(12, 39) 18(12, 41) 21(12, 47) 22(12, 47)
TBRERALE H O 20.1+7.8 20.1+8.0 20.1+7.6 14.5+8.5 14.849.4
RAEMERZ e () 18(11, 40) 18(11, 40) 18(11, 40) 12(5, 39) 11(5, 40)
1REBRAR H O 15.9+7.3 15.6 +6.7 16.1+7.0 12.7+7.2 12.9+7.9
AL g (f#) 15(0, 39) 14(1, 35) 15(0, 38) 11(3, 38) 11(0, 38)
1RIRBAG B O 43+45 45+49 40+4.7 1.7+3.9 1.9+4.3
e g (1) 3(0, 33) 3(0, 24) 2(0, 24) 0(0, 30) 0(0, 38)
1RGO 54.9+19.6 55.9+21.6 56.5 +21.9 42.5+25.3 43.3+26.6
EE . (18) 50(31, 125) 51(31, 134) 51(31, 140) 35(6, 127) 37(7, 130)
1REBAR E O 34.7+158 35.8+17.3 36.4+17.8 28.0+21.7 28.5+23.5
FERIEVERZE (fE) | 29(20, 90) 30(20, 96) 30(20, 100) 21(1, 99) 21(1,97)
1RIRBAG B O 0.1+0.3 0.1+0.3 0.1+0.3 0.0+0.2 0.1+0.2
e FEES (#) 0(0, 2) 0(0, 2) 0(0, 2) 0(0,1) 0(0,2)
#2.7.6-19 )% 1N5£2.7.6-327)> b i 25 B EREHEREZE, O TEE PRE (RoME, kM)

273313 TRRICEANFEINIEEZLEALDERE

FNNNFERER e OB 538 O N D2 IR, tED 2 <, 12560 5 255% D #BRE 13
$80% & 7=,

AIRO SIERREBEF ORI R OERHA L, AR ERLRNT - 12 ER T RE O LM
BEITIUZER 2 EREIC LD &, SEBRE24304 OB Lt LIERE168.8% L &< . EIA
1%, 1655 ~205%0320.62% (5014) . 21m%~25r%0318.60% (45244) . 265 ~305%5315.02% (3654)
T o712, S RT - 7= R R P R 2 O SIERE3M64 A k5 L LA T,
MR 1382.9% (28740) L &< . AR IL BN 1208 ~ 300k, MM 11 ~435% T - 727,

AHN O B R ABR OWIRE O N O IR & R 2 %2 5 SIERF ORMIT B LTV 5
LEZD,

FIWNNFERER O W ERE OIRHEBI A B ORIEVERZE0E, LE~40HTH V. FEIEICHFHIN
2o BRI SRBROBERE 1I5E~40H Th v | BIE) b hEEICHE SN, EREHEELZ2T
DEFIT, PEENRE L% (57.1%), KWTIRE (32.1%) Thd L OWMEINH Y | KK
RO 1T, TIRZICHEAR TR SN BEOEEEL KL TN LEX D,

2.7.3.3.1.4 #HEREDNIR

FEUMIARER & R 5B OgERE ONRE & 2.7.3-2UT R LT,

ENNNFRBR ClL, T o & 2k L 7260941 (2.5% M605101Ff : 20445, 5% M605101#E : 2044,
M605101~" 7 & AR EE : 20141) (TIRBREEAN B 5 S iz, TR C3LFIAH Ik & 72 0 . 5T8BIAN A
Brz st T Uiz, 1Bkt Tk & 22> 7295 E O NERIT, 2.5% M6051018E7311%1, 5% M605101
REZN1245], M605101~7 7 & AREEN8HITH - 7=,

FW# 5305k Tld, 45941 (2.5% M605101%f : 23141, 5% MG605101Kf : 228) 737 v & Lk &
Fu. 5% M6051017F D145 % B < 458 IRBRIEA B b S iz, TRBAH T66fHIn Ik & 7220 | 393
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BIDRRZ5E T Lz, {RBEh Tk & 72> 1o giRE DN

M605101#£ 2333031 CTd - 7,

F 2.7.3-21 HEEEDNR

FRIL. 2.5% M605101%£,333%1, 5%

HINFRAER FEH# 55
58 2.5% M605101 5% M605101  M605101~7 5 &R | 2.5% M605101 5% M605101
A NS 204 204 201 231 228
B VLA R GAE R 203 203 201 231 227
5E T 193 192 193 198 195
o 1k 5] 1 12 8 33 33
HEHR 6 5 1 8 12
JFE RO AL, 0 0 0 0
S EZ 10NN 0 0 2 3
BRPUEMEER, BRI
T 0 0 0 ! !
BeBRE DR E 4 20 15
2% Bifi D} [y 3 2 2

2.7.6-14 )% "3 2.7.6-287)> b i 28

2.7.3.3.15 2HYHEABROERDLLE

MRS & B GRBROfE RIX. 16%EME A S & 51200 1%  CGENINFEEER ClrIfci&ar
fiRF) F TORRBEOHS % ik LT,
(1) RIEMEEIZEDORRFHIHERS

FENMNFRERER K ORI 53R O A 55f B O RIEVE B E A & 2.7.3-2212" LTz,

2.5% MB05101HE DR B 4G H & U208 #% O RIEMERZEL (R Iefii) 1%, S I/NIFEFRER DS %
ALEIVIBME J V12, F A GBS 128 e O & . W oskBR S IR X 0 )
L7z, EO%RITRIEIICD U, 128% X NNNFEEER CIIsM@E, i 55080 Tl &
72572, 5% MB05101EE D RIEME R BB OHERE 1L, W oRER 1 2.5% M6051017E & JE1l L

T\,

F 2.7.3-22 ZEHOEHDRIEMEE B

VRIS E 2 4387 6l 1% 8 105 %ﬁ%ﬁ% -
2.5% MB051017%
- . 18 12 8 8 7 5 5
RIS )1 o) (8. 17) (6, 14) 4,12) (3, 11) (3, 11) 2, 11)
F 5 12 ! ® 4 - 4
g e (8, 19) (4,12) (3, 10) (2,8) 2,7
5% MG051017
e ., 18 1 9 7 6 6 4
L S (8, 17) (5,12) (3, 11) @3, 11) (3,10) (2,9)
. 1 7 5 4 3
i B
e TS (4, 11) 3.9) 2.8) (L5,6)
BFESRAESE £14-17 (5.35.1-1) K NF2.7.6-390> 5 48 PR (25% 5, 75%.5) (f#)



RNEFZIL 2.5%

2.7.3 BRERMIAEZIE Page 24

(2) FERIENERIZ B ORI HERS
SENMNFREER K ORI 5 53080 O -3 H DO IERIEME B E & & 2.7.3-23127R L7z,
2.5% M605101FE DI AR H M O DO FERFEME B EL (R IfE) 13, BENNFREER A
TAVE V2908 S U258 . R Wi 5-aRBR 23 218 S VB & | WO RER T H IR LD
P Uz, & OFBITRFAIZHECD U, 128 % X NNFEERER CII14E, B 5308k T
8ffEl & 72 572, 5% MB05101EE DIERIEM: LB OHERIL, W T OiR ¢ 2.5% M605101 %

EHERLL T,
*& 2.7.3-23 {5l B DIERIEMER B
L N SEE 44 SEE 4 SEE ¢ N 12@?&
EUNEEE 238 43 63 83 H 1 »
1REBLG H Bl Sl Skt bk 10581 ST
2.5% M605101%F
- - 29 25 225 20 15 14 14
CANNEEE: v (23, 40) (18, 35) (14, 32) (12, 30) (9, 26.5) (8, 25) (7,25)
-, 21 15 13 10 8
EGHR T 538 @28 (6,29 - (5, 20) - (4,17)
5% MGO510LEE
- - 30 24 20 16 14 12 11
RN o0 ) (16, 35) (11, 30) (10, 28) (9, 23) (7, 21) (6, 21)
- 21 13 12 9 6.5
S T (7, 27) (6, 23) B (5, 18) _ (3, 15)

WEEHEE  $#£14-22 (5.35.1-1) MONFE2.7.6-410 5264
(3) KRB EL DRREFHIHER
SRR & R i 53R O &5l B OB A 2.7.3-2412R7 LTZ,
2.5% M605101FE DIRHERAA B M O OF 25 (PgefiE) 1%, SBINIFERER S E 2
FUBOfE J2 ON381E, K HIHe 53 B335 K U23fF &, W OB T HIREIM L v L
72o T OBITRIFACID L, 1208 3B WNERER TlrE2lE, FEHi 58k Clrii11E &
72577, 5% MB05101EE D B DOHES L. W LD akBR §2.5% M605101FE & HH L L T
7

Pl (25%5%, 75%5) (fH)

= 2.7.3-24 LEHE B DREBE

S SHE 49 N=SRAY N:aRAY Nz RAY N 125@?&
TR BRA H 2387 4354 637 8381 1038 # .
PP - . - . B o i
2.5% M605101#
- — 50 38 32 27 235 21 21
/AR ERE
SRIMIFHESR (40, 63) (28, 53) (20, 47) (17, 45.5) (13, 40) (12, 37) (10, 35)
o 35 23 20 14 11
R BUR (23, 57) (14, 41) (11, 32) (9, 29) (7, 24)
5% M605101#¥
- — 51 36.5 30 23 23 18.5 18
/AR RS
SRIMIFHESR (40, 64) (27, 49) (18, 42) (15, 38) (12, 35) (11, 31) (8, 30)
- 37 21 18 14 11
R G R (22,58) (13.5,37) (11,31) (8,26) (6,19)
MIEAE S 3214-20 (5.35.1-1) K UNE2.7.6-40 5 228 Hrafif (25%45%, 75%.5) (f#)
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273316 MAEHICHETEHERDLLE

(1) HINAEFER
FEFHIE H T b D R tEaHmRE O RAEPE R IZB DWW RIC K E BT LMD H D
K& LT, ARREHFRIER (B, MR . WIRMHEZER GRECE OB, 1a#BHLA R
DRIEVERZE) K OSMAMEER (RO O RIEA, 1BREOIFRRE) ZHREL
7

BOREREAMEE O JIENE B E D> Tk LT, Fln, PERIL IBEUEOBEEEE, 1RWHEBS
B ORIEMER B H, TR O 0F F 385 OV O SF B L2 BA BT T VICE D,
HEKUECOSTHER LIz 2 A, Filin, MR OUREUE OB (FH) Opfids0.0554
Tholo, WIZ, ZNHIHEAEZEDT-LZLEBETT NV CHERT S & HERIOPEIX0.05% 8 %
7o 3, i o ONBBUE OREERE (A ) OpfEiX0.05740m & 72 - 7o, @BEUEOBEERE ()
& AR IR O RIEME R EL DD 3 & O Z ., /> X A MY w7 7¢Spearman D JIA
MARBIRE KL OV T A R Y w7 7ePearson DFHBILREL (UMAUIEZBRAN) & % OFiiE ThER
% & A EKHED.05 THo:p =0ITFEH X /e o 7o, ARl & B AT O JNE M R 5 55 D k)
REOMB (K 27.32) %, /2 /"7 A MY w7 72Spearman D NENLLAH BIFREL K OV F A
YU > 7 72Pearson D FHBAMREL (UMAUIEZ BRAL) & EORE THERT 5 &, A E/KHE0.05T
Ho:p =0IFZEHI S N7 Z &b, FEFHMIE B ISR L KT T HREEIIFm LB 2 T,

BHERE D25% 5 (155%) . ROl (185%) . 75% sk (225%) % FLUEIZ4DDIXAITo3 1T,
M Z & ORAEFHMFE O RIEM R IBE OB RO BT EE RO (& 2.7.3-25), KHF
Wi X455 O B &R IRE D SIENE BB EL Db 2 o fl 1, 2.5%M605101 % K 1’5%M605101
BETITOV TN OERK Y b RIEEDE % 7% L7273, M605101~7 7 AREEIZAER A E < 72 H12o
AU T & FHAT R D JENE BB E DA DO P IEN R & < 72 DM 27~ LTz,

BRSHERT O I3 BT THEIR I B 22N 2 HALTZ D1E, M605101 77 & AR EED F (&G M RE D
RIEMER B I DWW RN ER EEEL TCWD Z EIck b0 EZ D, £7-. 2.5% M605101
BN O'M605101 7 7 2 AR B ONT5% MB051018E & TIM605101 7 & AR EEDRER 7278, 4Ry
D < 72 DO TS < 72 5 D%, M605101 7" 7 -2 AN B 0D Fe s FTATh g 0D S RENE BB E DI
DENERMEBEL TSI LICLDbDEE XD,
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100 ss = s g - =, s - P P
§ PE? g 2 s, 8 g e b : el P
80 aggggigiﬁgssmgaﬂo . 8
60 EEsgsHEQWZES”eE“
o] S IR I A T .
g 4 ey g b o i s iy ’
] O
%‘ P - I : ] ° o
2 0 O L - : .
= ] B - - .
;;‘é =0 8 g I \
401 s 0 . . : .
® L cLE .
ﬁ 60
5 80 o .
Hg; 100 ’ i
.\% -120
B —1401
Jif; 1end . Pearson?? HO:p=0{Z%t+ % Spearman?> HO:p=0iZ%f4 5
og 160 M e e e P
~1801 607 0.11885 0.0034 0.13575 0.0008
—2004 606 0.11417 0.0049 0.13337 0.001
. AT (Jehe P B T DB b o — 215.0%) ZBR0 o B )
_2207\ """"" LI L B L B B B | e B B B B L L L L B B T
10 15 20 25 30 35 40 45
i (5%)
2.7.3-2 RRFFMFFDORIEMRBHEOBLEL FEHOEHER
F 2.7.3-25 FHADOREERBHDFLE (FAS)
HH B il HR i PLDE> 72D 95%CI*
12~15% 2.5% M605101 52 73.86 35.29 22.46 ~51.54
5% M605101 46 72.75 37.43 23.18 ~53.68
M605101~°F &7~ 57 30.43 - -
16~18;%  2.5% M605101 57 66.67 25.49 13.33 ~40.64
5% M605101 51 72.00 30.93 18.14 ~45.45
M605101~° 7 & 7R 54 36.70 - -
19~225%  2.5% M605101 46 69.34 19.23 7.02 ~32.60
5% M605101 52 71.89 22.32 10.26 ~34.72
M605101~° < & 7R 58 45.80 - -
23~495%  2.5% M605101 48 80.36 18.04 6.67 ~30.74
5% M605101 54 78.76 16.71 6.41 ~30.77
M605101~° < & 7R 32 60.57 - -
*HRAED K DFEDBWC (FHEXM) : Ry VA« L—~ U HEER (%)

P : M6051017" 7 &R
wfhEmE E  &11-10 (5.35.11) HUA
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(2) R hRER
TRIEBHAEIRE R CT Z XL A DL B LT 7= i8R 2373641 (2.5% M605101% : 36
B, 5% MB605101EE : 37fi) Aboni=Z &b, TH NV UFHZINER & L, RIEMKL
B FERIEME B H N O IB DD Rk 5 B 5 BN LT, £72. 1RIERH
bE BT 0B S AUT-P. acnesD FEAIESE M2 SRR ZEIN & U, RIEMEZ OB FITH T 5
RGBT Uiz, ZORER., FEBE OB RITHT 2 T o AMNAPEER O F 81X

Y AWA RN

1) 7LV PRH
RIS T 8L &GP LT TR E K OVIFRH LT e o T2 gBRE D R HiE
PRI, F BB E I OFERIEVE BB O %, [ 2.7.3-3~[4 2.7.3-5 K U3 2.7.3-26
~F 2.7.3-281Z78 L7z, 2.5% MB05101RETid, 7 & /3L U &0 L9 O RAENERZ
BEIT, OFH L0 TR IS X Th 3T % > 7203, 5% M6051018E Tl 7 4 /%
VO FIEIZ L 2@ DNEA LN o T2, BB OIERIENER B 5, itk 5
LT XNV UHOEEIZ L 2 ENTA Lo T,
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20 4
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KPR (8)

20 4

BaE 4 8 12 16 20 24 28 32 36 40 44 48 52_ R
PAse SRl B GAH) B

2733 FENLVUHRAODEEIZCKAREERSHOMTS
LE% : 2.5% M6051018%, TE% : 5% M605101%f
(25%m — RIE—75%5m)
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IR AEME R 2% (1)
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40 4
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20 k1
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Bite B ST B (E%) R

FTHNLUHR B —6O0— . 8- A---
27.3-4 THENLUGHRADHAEICKDIEREERBERDER

LE% : 2.5% M6051018%, TE% : 5% M605101%
(25%m — R E—75%5)
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Pk H 5T B GB#%) Sl
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2735 FEANLUHRAOAEICL2BRBHDOHR

LE% : 2.5% M6051018%, TE% : 5% M605101%f
(25% 5 — R RfE—75%5)
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x 2.7.3-26 7HA/NLUGHADOHERNLFHEB D REMERBH

2.5% M605101 5% M605101
FHm B % BERA %K O B BERA Bl Of H 1
169 36 135 195 12 37 12 190 11
B4 H (8,17.5) (8,19) (8, 20) (8, 18)
2 35 9 195 7 37 7 187 7
(5, 15) (4,12) (4,12) (5, 11)
4 % 36 7 191 6 34 6 183 5
(4, 12) (3, 10) (3,8) (3,9
8 35 4 187 4 35 4 181 4
(2,8) (2,8) (1, 6) (2,8)
12 i@ # 35 5 186 4 34 3 182 4
(2, 10) 2,7 (2, 6) (1,6)
16 % 35 4 186 3 35 3 178 3
(2,10) (1, 6) (2, 6) (,5)
20 3 34 45 183 3 35 2 177 3
(1,9) (1,5) (1, 6) (1,5)
24 JE 34 3 180 3 33 2 174 2
(1,8) (1,5) (1,9) (1,5)
28 JE 34 4 178 2 32 2 172 2.5
(2,10) (1, 6) (1,5) (,6)
32 33 5 176 2 33 2 170 3
(1,8) (1,5) (1,3) (1,5)
36 Jf 1 32 4 176 2 34 2.5 169 3
(1.5,7) (1,5) (1,5) (,5)
40 33 3 169 3 34 3 166 2.5
7 (1,5) (1,5) (1,5)
44 3§ 1 31 3 169 2 33 3 165 3
(2, 6) (1,5) (1, 6) (1,5)
48 jE 1 31 3 168 3 32 3 164 2
,9) (1, 6.5) (1.5,5) (1,5.5)
52 31 4 167 3 32 2 163 2
(2,9) (1, 6) (1, 3.5) (1,5)
ik 36 4 195 3 37 2 190 2
SEAT R (1.5, 8.5) @7 (1,5) (,6)

#a-l-1 (5353-1) Mo A (25%., 75% ) (1)
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£ 2.7.3-27 7ENLUGAOFHERN LB DEREERE S

2.5% M605101

5% M605101

Sl B DA B Db B DERA b DPE
TERR 36 235 195 21 37 20 190 22
B4 H (11.5, 41) (12, 37) (12, 35) (11, 42)
2 % 35 14 195 15 37 15 187 13
(5, 26) (9, 28) (7, 25) (7, 28)
4% 36 95 191 13 34 115 183 13
5, 17) (7, 23) (4, 20) (6, 23)
8 35 9 187 10 35 7 181 9
(4, 18) (5, 21) (4, 15) (5, 18)
12 Ji % 35 6 186 8 34 5 182 7
(3, 18) @4, 17) (3, 10) (3, 16)
16 7 35 5 186 8 35 4 178 6
3, 12) @4, 17) @, 11) (3, 15)
20 7 34 75 183 7 35 4 177 6
(3, 15) (3, 14) 2, 12) (3, 14)
24 34 6 180 5 33 4 174 6
(3, 13) (2, 13) (2, 10) @, 11)
28 Ji 34 5 178 5 32 45 172 4
(3, 13) 2,12) ,9) (2, 8)
32 W 33 5 176 4 33 5 170 4
3,12) (2,10.5) @,9) 2, 9)
36 1 32 5 176 5 34 g 169 4
(3, 10) ,9) @,7) (2, 10)
40 B 33 5 169 5 34 55 166 4
(3, 10) 2,9 ,9) ,9)
44 1 31 5 169 5 33 4 165 4
(3, 10) (2, 10) @, 8) (1, 10)
48 W 31 5 168 5 32 4 164 5
(3, 10) (2, 10) (2, 8.5) 2, 9)
52 A7 31 5 167 5 32 35 163 5
(3, 11) (2, 10) (2, 8.5) (2, 10)
=R 36 5 195 5 37 4 190 5
A (2.5, 10) (2, 10) (2, 10) @, 11)

#a-1-2 (5.35.3-1) Mo

R (25% 5, 75%.5) (f|E)
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& 2.7.3-28 7TH /L UHRAOHEN ST B DREBSH

2.5% M605101 5% M605101
i il idiik=1 ik OF H 4 ke Giviik=1 1%k PF F I

169 36 40.5 195 35 37 37 190 37
B4 H (20.5, 65) (24, 56) (18, 54) (23, 60)

2 W% 35 24 195 23 37 21 187 21
(12, 37) (15, 41) (14, 33) (13, 38)

4 % 36 16.5 191 20 34 17 183 18
(10, 29) (12, 34) (11, 26) (11, 32)

8 I 1% 35 14 187 14 35 11 181 15
(7, 29) (9, 30) (7,19) (9, 27)

12 35 10 186 12 34 8.5 182 1
(5, 29) (7,23) (5, 14) (7, 21)

16 % 35 11 186 12 35 7 178 10
(5, 22) (6, 23) (5, 15) (6, 20)

20 i 34 12.5 183 10 35 10 177 9
(6, 23) (5, 20) (3,14) (5,18)

24 JH 34 10 180 9 33 7 174 9
(5, 19) (3.5, 17) (4, 11) (4, 15)

28 JA# 34 11 178 7 32 6.5 172 7
(5, 21) (4, 15) (3,13) (4, 15)

32 il # 33 10 176 7.5 33 8 170 7
(5, 22) (3,14.5) (4,13) (3, 14)

36 1 14 32 9.5 176 8 34 7.5 169 7
(5,17.5) (3, 14) (4, 13) (3, 15)

40 A4 33 8 169 8 34 8 166 7
(5, 19) (3, 14) (3, 18) (3, 14)

44 A # 31 9 169 8 33 9 165 7
(5, 21) (4, 16) (5, 15) (3, 15)

48 B # 31 9 168 8 32 8.5 164 7
(5, 21) (4, 16) (4.5,14.5) (3, 16)

52 i # 31 11 167 8 32 6.5 163 8
(5, 18) (4,15) (3,12.5) (3, 16)

ek 36 10.5 195 8 37 7 190 8
A I (5,17.5) (4,15) (3, 15) (4,17)

#a-1-3 (5353-1) NHHAE A (25% ., 75% ) (1)
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2) 1RRBALG B 125 BE S 4072 P. acnes d A A 4
TRPRBRLA BT3B S U7-P. acnesiZ i, CLDMXZ— ) 2o~ A 2 > (LR, EMIZ%IT
DI EDMEDEEN L O N7 Z D, CLDME OEMD S T K 2 B iR MR O 4%
SEME R I DD A~ DB LG LT,
CLDM D MICH! O &G IRE D SRAEVE BB O Jd #1%, 71.43~100.0% DHiHIZ & -
7= (3% 2.7.3-29), MIC38 pg/mL i > CLDMERSZ M kK J 088 pg/mLLL | o> CLDMIfi 4
AR DN 53 BfE S VT R O RIEME BB DA F (P fl) 1 XZ N ZE479.13% K Y
80.00% & 7T A BRI T2,
EM D MICH! D Fe & GFAMh e D S AE M BB £ D s/ #13, 35.00~89.66% D #iH T - 7=
(% 2.7.3-30), MICH32 pg/mLA i D EMESZ VE B IR K 02 pg/mLLL D EMIT I KA 77
Bt S LT RBRE O SIEME BB DR F (FE) 13, EAE479.31% K% 1178.64% & 7=
LB BRI T,
703, CLDMIMMEEE K CEMIHPEE R I, BN OSEEERE ML B L
P. acnes> At % sk L7 KO0 7 L— 27 o o MEZE IV CHIE L 72,
& 2.7.3-29 P. acnesIZx 9§59 1) AT A L O DOMICRIRIEE R B DB AR
AR <0.06 012 025 05 1 2 4 8 16 32 64 128 >128| <8  >8
B4 14 79 15 23 22 1 2 3 4 0 1 10 3 156 21
rhyLfif [ 87.86 80.00 71.43 75.00 8259 79.31 77.65 80.00 89.58 -  100.0 71.66 90.91|79.13 80.00
25%5 | 4242 4286 45.00 57.14 4589 - - - - - - 1750 - |42.86 20.00
75%5 [98.15 94.36 89.12 89.47 9536 - - - - - - 8855 - 9412 9375
SEABEE : pg/mL, 7 L—2 KA > b >8 ug/mL (%)
% 2.7.3-30P.acnes([ZxdF AT RAOTA ¥ UDOMICHI REMERSHDFE
HAIPLEE| <0.06 012 025 05 1 2 4 8 16 32 64 128 >128| <2 2
(S 39 103 9 1 1 0 0 0 0 0 0 0 24 | 153 24
thifefif | 85.71 76.47 89.66 71.43 3500 - - - - - - - 7864(79.31 78.64
25%,5 |41.18 44.16 50.00 - - - - - - - - - 5273|4286 52.73
75%% | 94.51 94.12 1000 - - - - - - - - - 92679412 92.67
SEANTE - ngimL, 7 L— 7 KA > b : 22 pgimL (%)

2.7.3.3.2 BHERREHERDOMER & DL & fEHT

sy, S SE I ET Sl (1% cLDMI2.5% BPOEZ & #1) oA & Atk
wheiRt 5 B Lz, mnvaai . [l & b bic2.5% BPOS L A R &
Lckv, 25%BPo~ 1k OIS 7 v o4 e okt 280 B A HNNIARRRER & ol L=,
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2.7.3.3.2.1 REMZREH

SRS NFERRER CTld, EGSSICHES < FEEMN S BIED S FIESIBRE 2GR L Lz, Eil
DRAEVEFZ B EE O FRFEAEZLTE LA -40E ARG & ENERARER ORIRIEE T LT, RIEMEKL
RO TRIENKE < 7eofz, BPUEEOFEE TIRIZ, ENERKRRER L Ak, 120 EEHEL
TWS, Flm BRI, ENERRERER (50miAm) & Be v | AN ISR CIX70 LA T &
E LT,

2.7.3.3.2.2 ANO#EFMHR OO ELEB QMO IR

FHHRRBR 2 A Lo N DG R O 0 S ORI, ITT 2 5 RICE 2.7.3-4T R U
2.7.3-4877 Lz, 2.5% BPO/ L & O 1 0 4  CPHIRBEE(R>E) 13, 22191 +7.1
M N4 +6.85% & . BINFEZER2.5% M605101#E M U"M605101~7°F & AR BE & L L T Uiz,
2.5% BPO & L RED R E 1T Lt 015 7356.2% & - 7228, e e 348.6% & 50572,
2.5% BPO & VB & OIS o8 5Bk 1 D SRR M RIS 5 R BB B OSBRSS R IB 5 D
HRORETX, EAZAU2508 K OR25fE . 671 M U661, 411} OB % ¢ 5L CTAITA LAV, W
FTHOEZ L ENNFHRBRIC R TS o T2,

2.7.3.3.2.3 #HEREDAR

oo, oA sn7=28136 (I : 79751, 1% cLOMZ VR - 8124,
2.5% BPO# L EE : 809%, [0 - 39500) (CIRBRIEN B G S, 2,492617MEBREE T L
7=, 2.5% BPO~ it wixo8l, S A e c 62t s iBaa o d R & Ay | A B B
ANBE (Lostto Follow-Up) K UM DAL (Subject Request) T o7z,

273324 2FMERBROBROLLE
[ A NN R EBR 0 2.5% MB051017E & M605101~7 5 & AR EE D4 B2 DI B K% O R o3 L
st 02.5% BPO 7 L i & S R 0% BB OB BOR OB R DA ik L,
K OWDE DT, £ 2.733LUIRT LT RTORE THERMEZIZA DN T,
KRB OWDROFET, £ 2.7.3-3217T X 910, RIEMEBEOBD R TITRRBZEIIA BN
IR To Ry REIBE OFERIENE BB O E O 7E1%, EN IR EER AV 1 HH R
IR TRED ST,

£ 2.7.3-31 ERNERFABROLLE (REBDEA )

FFERER (EWN) FNFERER (oL
2.5% M605101 | M605101~F & 7R FE* 25% BP0~ | S 7
PIEMER B 12 7 5 (4~7) 14 9 5
W B 29 14 16 (12~20) 30 18 12
FERIEME B 16 7 10 (7~13) 16 10 6
7 (ZOBWEEXM) : Ay VR - L=~ OHER HgeiE ()

2.5% BPO# /L : 2.5% @fig{b~ > A L7 )L
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% 27332 ERMERRBOLE (RSOBLE)

FNMFRE (EN) ENFERER (L)
2.5% M605101 | M605101~7 5 2 2K E* 25%8r0~7 L | S kR
) N 25.72
RAENE B2 72.73 41.67 (19.23~32.89) 55.2 34.4 20.8
Nt 29.44
KRB 62.22 28.57 (22.73~36.46) 46.6 26.9 19.7
, N 29.48
JERIEME R 55K 56.52 21.88 (21.38~37.59) 438 26.0 17.8
*7 (ZZOBWEEXME]) : Ry VR« L—< OHER HofE (%)

2.5% BPOZ /L : 2.5% HER{L~< Y A VL

2.7.3.4 #ERE - REICEHY SEBRKFEHROEN
AENOHEGE L « 8L, [RMOBEEZ1A LR, JEEE, SEICBMT5,] & LT

2.7.34.1 R - AEDETEERL
(1) Wik

WA IR R RERBR OFE IR (R 2.7.3-17) | RIEMEIZITXET D 20RIEL, 2.5% BPO /L %1
H1El () #&5 L7k OMH2E] (LR OK) &5 LIEBETERA LR ST, KE
LAt A a7 X, LHLUEES UZRRCH_ T, LH2ER S LB CEVMEE R LT,

1H 1A G O A 2[R 5RO RIEMERBE OO R CERHERERZ) 13, 2hEh
40.0 +47.8%% 046.8 + 34.4% & ARk Dz~ L. S (2621 458%) (2H~TK
XRMETH -7, EGSSOINERLEGSSDOVASIE DL & & [AEEDMEM &2 R L2 Z L b,
2.5% BPOY /L DORIEVEIZIZHRIT 2501, 1HLRE G & 10 2[014#% 5 T2 213720 b
DEEZT,

BERESZORBIEGIT, 1AL GHEN27% (U7961]) . 1H2[A1#5-8£5329% (24/8213))
L. 8% (Q40f) & RIRREE T o A8, B EBRALO R RE 0 %2 4k % 34l L
T s M ORIEED 2 27 (3 2.7.3-18) 1%, 1H2[E&GREA L H LR ERAIC LR TREVWMEZ
RUTe, T70bb, 1H1EGR & 1A 20501208 1% DK 1L, £i1Z£410.05 £ 0.23%
N0.17 £0.42, FIEFIZZFNF10.16 £0.37)100.24 + 046 ThH V) . FGHAL DR &I KIT D5
T, 1HIEEGHENLA 2R GRS E Do T,

TH1EBE L 1H 2[5 TlE, RIEVERIBICRT 2R BRICHERZE TR DR Do T2
B G ORIt 2 2k, LA UEER 5031 H 2B 52 TEn 2 & h, &N
FERBR O HIEIL, 1HLIE] (FR) THEME L=, ZORES. 2.5% M605101HED JAEME R IE D
HE1T, MB05101 77 B AREECK L TN TWA Z ERMFFENT- 2 L b, AH| O 5[
BITLIALEIAZ Y & & % D,
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(2) HUHIEE

BINFEFRBR OFE R, 2.5% M605101# K ("5% M605101#E D4 B3z Db 2 1%, M605101
TR AR L THEREN A LIV, BRBHORIFHER X, FEIL T\, LaL,
FEESI) £ < BN D REBHR DB E CTE R WHERERDZEL 1L, 5% M605101HE DI HLE|IA
WEPoTe, I, WA CHEM U 7o 5 g RSB GEiL, 2.7.6.4 f@EEAAIC
BT 5 K BRI MBS /) Tk, BPOIREEICHHRS L7 BERIMER A DAL,
JERAENERBR GEANIT, 2.7.6.5 MEFERRAIZI T D RS RAIEMERBR SN 2 0R) TiX, 5% BPO
FTT LAX— MO R GG R TERE DA ONTZ LD Zatha B fE L CAl
REEII25% N Z Y LB 2 5,

ENNNFEEER Tlx, 2.5% M605101 X 135% M6051014 1 H 1[n] (#%) . 123 f# 5 L 7= 5 5.
FEFHIE B T & % B & T MR O RIEME B E O3 (P RfE) 1%, 2.5% M605101%F73
72.73%, 5% M605101%£7375.00% & (FIF[RAEOME & 720 . M605101~7" 7 & AREE (41.67%) &
DR THEHFRINCHE B REN A BT (p<0.001), BIRAIFEEIE B TH 5 i ik o %
SEME R B OB E Db 3 (P9 fE) 13, 2.5% M6051017%1356.52% &% 162.22%, 5%
M60510177368.18% K 1867.86% & . M6051017 7 & ARHEE (21.88% % 128.57%) & DRIIZHE
FHEMNC A B IR SN P B T2 (p<0.001),

ENMIFHFRER TLHEn L < AN D REBFRENEE TE RWAERFRO 5 b i A i H
ERATHITRR M O JE R DO FEELEN A 1T, 5% MB05101EEDN s - 7=, 8 FH AL HE D FEELE
A132.5% MB05101EE 3 i 2> o 7243, WA D3 BLEIA 135% M605101REA o 7=, FH#%
HRBR T L AN A RRBENPEE T RWEEESO S 6 il ALK,
8 FALALEE 3 A A R M OV R I O F BLEI A 1%, 5% ME0510LEED fi o 72,

WS CFE S U 7ol B Rl N & kP52 & U 7 B BRI MR Cld, B BRI A =2 77 %
BPOEEITIKTE L T < 72 0 . 5% BPORUA L 1~3% BPORIKI & D] CTHGHAMICHE B /2%
MIHOIVTZ, BTSN Z kTG & U7 B EMERER Cld. 5% BPORLAITY LL - —1k
D B Ji§ B % 7n 3R D3 BTz,

ENCESE L= NNNFIRRER, s CHl L 7= 5 SRR MR B & OB JE g - B
ARERDFE RS . AEMEDHE TI1E2.5% M605101 K% 5% M605101IZ 71T 7 H ARV, 224
PEOH T1E2.5% M605101735% M605101% E[m]l > TN 5 L& % | BUAIREEIF2.5% L Lz,
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& 2.7.3-33 LBMI K HALNIEARBRABETELVAETER (BEEAD

[socC] /11 FAEER REBREHBR
2.5% 5% 2.5% 5%
PT B (%) B (%) BlE (%) B (%)
LA MR R A ] 204 204 231 227
PR A R B 0 0 0 0
SRk Y1y 0 1(0.5) 0 0
X 17 (8.3) 24 (11.8) 44 (19.0) 46 (20.3)
AL ALBE EE 0 0 0 0
HHE 2(1.0) 4 (2.0) 1(0.4) 1(0.4)
XA 26 (12.7) 18 (8.8) 31(13.4)  40(17.6)
L LR o 0 0 0 0
SRk I3 0 0 0 0
79558 2 (1.0) 3(1.5) 30(13.0)  38(16.7)
1 AL D PR E 0 0 0 0
A 0 2 (1.0 0 0
R 7(3.4) 4 (2.0 14 (6.1) 13 (5.7)
B2 J& 1B 5L 0 0 0 0
W 1(0.5) 1(0.5) 0 0
% T 38(18.6)  47(23.0) 42 (182)  53(23.3)
Bl R 2% R 0 0 0 0
ki 2 (1.0) 2 (1.0) 4(1.7) 0
R 3(1.5) 1(0.5) 3(1.3) 4(18)

WO GEET2%L ER O HEES
MRS S #14-38 (5.3.5.1-1) M (N#E14-8-5 (5.35.2-1) H bk

2.7.35 HMBROFHHKE. TEME

B GHRBROFE R (F 2.7.3-12~3 2.7.3-14) . 2.5% M605101%£ D KIEME R B 5 oHER (ke
fiE) X, 2B% L0 L, 12B%ICIIME L 720 | 1681 D D A& TG £ ClE2fE U I3E TH
oz, ERIEVERIBEOHER (P IufE) 1320 %% K 0 U, 12010138, 248 #2135 & 7
0. BRI £ TIX4AE IS Th - 7o, MEEEOHERE (PRl 1T28% L0 ED L, 12
WEZITITIUE, 248#%IZE & 720 | BofFHlRE £ TII8ETh - 7=,

AFNOEHIZ LY . RIEWRBE, IERIEMER B O BB U, RIAEME R B 50312
Wth F T, FERIEMS K OB EIT 2400 & TRIFMICED L, Z0tk, REBEITHEMT 5 2
L7 BKFHIRFE CHERR L2 2 LD, AAIDIIEMEDORBUIRETELHDEE X D,
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2.7.3.6 {18k
F 2.7.3-34 ENERKRABRODBRIMEE
FENNFAERER | R 535 pRAN e
- - TBBEEOFMICHEL KFT L EZX LN AIHE (SFMEIBELNOIE EFEEISE, A7 a4 FIE, SIS, BEEESES) KOYE
%) ZEHE (REAKOCAORZERL) (IS B
m [ | TR P ISR SR B S U D R0 & 2 R EHRE (7 b E— SRS 2 A0 2 EH
[ | - AREIN N, AEREMIC R A KIE TR O SIEOIEROEE NGB b b BHE
| - BB B aTI2ZBEMLANIZ, VF /A4 RHD W LT ) A FEERZE T 2 3EHH 2 NI UTEmR ~/ L7 B3
— [ | TRFRBAG B RTAERILINIZ, VF 2 A REDHWELVTF /) A FERIER 269 2 38K 0B m ~DFNH 2 Bl bs X L7 B3
- B 1R BAAG H 120 IR 2> ST AE HABRKIRTE T2, FlEAl o2 R 5 EES (WREKONERSE2GERZ BN E L7cb o) 265148 DL LA
L7-HE
TR A ATAEI LN, LT O2g R G ERS (WREOEHRSEE2GERZANE Licb o) i L2 Bs
u - SIERHEE (€4 2V By RUBe XA L4 5), 2T uA N, HiE#Hl
Z O, IERIEOGNETMIEEE KIET EEZ 5N DA (S ClH S 0D SIEREIK, ¥ 32 DaihEis, ALVE U AI%)
- B TRHBRALG H ATAE I LANIC . BEEIZ LA T ORIEZ 2 - B3
IANE—Y T IR - GREIE, S| - TR, Zofll, SEOIEFRE B & LIRE
1BHRBILA B RT2AMLANIC, Bl (RFAKR O NEZERL) ICLLT O R 5 EHRG 2640 Uiz B
u - SIETRIREE, AT uA R, HiEAl
Z O, IBBRIEOGNIETMIEEE KIET EEZ 5N DA (A CHEA S TV D SEREK, B4 32 DaihEk, AT A1%)
[ | - IBPRBILA B RT2AMLANIC, Bl (RFAKCOEEZBRL) ICZATT 4 v 7 fiffi & 5% 72 B
= B TRHBRAAG AR LINIC, SEOF T2 B E Lo EFEESNL R OYERER (A7 2 7 AN SR 77 4 VEEALhEi %) Z8Em~EH L
G
[ | [ | TRIEBAMGE A R4 A (120H) LINIZ, oIS L T - B
[ - KIBBRICBIMLT-Z L Wb b A
- - BBRIEDOR S CREE LR Y AL, Trbe Ly a—L, IARFIEZ AR v —ROUKEE(ES U L) (2t 5mE0E (R aauE s 5

te) OREERH S EE

* o IR EBI/NFERRER T, BLELBRAA A 7> DIRIRBALA H 128 % U3k A £ T, REIFGRERTIL, 166 B 2255620 1% X1k H £ T
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x 2.7.3-34 EREBERABROBRNEE (HE)
EINNFERER | R 5% BRopHAE
u u ARIBFRA~OSMPEE) TR WEERAGINE (BHEEEED) 267 08K
u IR SUTTEBRIE PR 2 LT 5 BE K ONRAF O BE

B OIRBREE O e 5857 R ANT0% A O B

- BUEWIFIZ BT D RIEVEEIZ B DD RS 30% L1 LD B

[ | Z OML, IGBREARESUITIRERy RN 25 AN Y] &y U7 A

* o JRBRMIR R - SENNAEEER TiX. BIEEBRALA H 2~ DIRIRB AR A 1288 33 H 1k B £ T, R GRERTIE. 185G A 2 562 % 31k | £ T
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* 2.7.3-35 BIVERIRAERDRNEHE
NGB | B IIFERER bRl FvE
[ | [ | AJEFRA~OFAAFUAT30 H AN OTRERHAET U < 13VRBR A =R e 2 (5 1 L 72 B . SUTATEER & [RIRF IS OTRBR IS SN U 7 g
— m | CEGE I N o
- - AIRBIE O B IRFAN & 151 % FTREM: O & 2 BUm O R RHRAE GERME SUE, EBMESIE, ESIE, DPARER., BROICERRBES, 77 A
PEBERE) 24T HWRE
n [ JRFTE L X2 HWIREZ B4 2 LHE R ORER O v > N REEE 35 X 5 78, FEEEREL U I3 OF OMo KGRIk IEZ A9 2 gRE
[ | AIRBR ORI & W51 5 AR D & 25O, DONTF Db 5 4
[ | [ | {EWERESIEE AT 5. JUIBEED & D4R
[ | [ | B~ Y —hA b (bBES. A, ~ A7 WEAL BB IEO%) OFRIC, ERARIBUE IR OBETE D & 5 #iiE
] | AIEBRHAR P AR, FRELSUTIEIR 2 T L TV 5 ikl
AIEBRBIN0EBLANIC, =2 a4 8k (Depogen [HRIA Sy D—#x4 « =& T 24—/, Depo-Testadiol [[f] : =& s TV F—/L-F X h A5 1
u u >], Gynogen [[f]l : 5> ], Valergen [[Al : =R b7 VA —/v] %) ZER L#EERE, 72720, AIGBRSINI2ZEMUGET» O = A b a7 o8k %
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% 2.7.3-36 Summary of Inflammatory Lesion Counts at Each Evaluation(Intent-to Treat Subjects)

Inflammatory Lesion Count Baseline Week 4 Week 8 Week 10 Week 12
Gel, 1/2.5% QD (N=75)
Mean =+ Std. 26.1+6.3 17.1+10.3 14.7 +£10.9 124+9.1 11.2+93
Median 25.0 16.0 13.0 10.0 9.0
(Min., Max.) (17, 44) (2, 56) (0, 60) (0,42) (0, 49)
Clindamycin Gel, 1% QD (N=82)
Mean + Std. 28.0+7.4 22.1+£13.6 20.6+11.3 17.6 £11.2 16.1 £10.5
Median 26.0 20.5 19.0 16.5 15.0
(Min., Max.) (17, 46) (1,72) (2,52) (1, 54) (1, 44)
Benzoyl Peroxide Gel, 2.5% QD (N=78)
Mean =+ Std. 26.7+7.3 19.9+12.6 21.0 £16.7 16.7£16.2 16.6+17.1
Median 26.0 16.0 18.5 14.0 12.0
(Min., Max.) (17,42) (2, 60) (2,121) (0, 121) 0, 121)
I - Gel QD (N=39)
Mean =+ Std. 27.0+6.2 22.7+11.8 225+ 11.8 20.5+10.3 19.7+11.8
Median 29.0 22.0 20.0 22.0 19.0
(Min., Max.) (17, 40) 4,51) (4, 52) (4,37) (0, 42)
B 259 BID (N=78)
Mean + Std. 27.6+7.5 20.3+13.8 154114 136113 126113
Median 26.0 17.0 11.5 11.0 11.0
(Min., Max.) (17, 40) (1,77) (2,52) (0, 50) (0, 55)
Benzoyl Peroxide Gel, 2.5% BID (N=78)
Mean + Std. 27.0+7.7 183+11.5 16.4+10.8 14.1+94 14.0+9.1
Median 26.0 17.0 15.0 13.0 12.5
(Min., Max.) (17, 40) (0, 55) 0, 51) (0,41) (0, 38)

Note: Last observation carried forward was used to impute missing data prior to analysis.
R G 125% : 1% 7V >zt oo 25% ks A s (P
MeFEREE Table 14.2.1.1 (5.35.1-2) »H5|H
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% 2.7.3-36 Summary of Inflammatory Lesion Counts at Each Evaluation(Intent-to Treat Subjects) (=)

Inflammatory Lesion Count Absolute Change From Baseline
Week 4 Week 8 Week 10 Week 12
G- 250 QD (N=75)
Mean =+ Std. 9.0+8.2 11.4+9.8 13.6 9.5 14.8 £10.0
Median 9.0 12.0 15.0 16.0
(Min., Max.) (-12,27) (21, 31) (-18, 34) (-17, 34)
Clindamycin Gel, 1% QD (N=82)
Mean + Std. 59+10.2 74+92 10.4+9.5 11.9+10.5
Median 7.0 7.0 12.0 14.0
(Min., Max.) (-33,23) (-16,27) (-14,29) (-16, 35)
Benzoyl Peroxide Gel, 2.5% QD (N=78)
Mean + Std. 6.8+10.3 5.7+15.0 10.0 = 14.8 10.1 £15.6
Median 7.0 7.0 11.5 12.5
(Min., Max.) (-23,31) (-83,37) (-83, 35) (-83,37)
B chicc Gel QD (N=39)
Mean + Std. 42+9.7 4.5+10.6 6.5+94 7.2+11.0
Median 6.0 7.0 9.0 7.0
(Min., Max.) (-20,20) (-22,22) (-15,24) (-25, 26)
G 2.5% BID (N=78)
Mean =+ Std. 73+11.6 122+10.5 140+ 11.8 150124
Median 8.0 13.0 14.0 16.0
(Min., Max.) (-38, 30) (-13,37) (-15, 35) (-23, 40)
Benzoyl Peroxide Gel, 2.5% BID (N=78)
Mean =+ Std. 8.7+9.2 10.5+9.6 129+9.3 13.0+9.7
Median 10.5 10.0 13.5 13.0
(Min., Max.) (-15,32) (-11, 31) (-7, 32) (-12,32)

Note: Last observation carried forward was used to impute missing data prior to analysis.
B G 125% : 1% 2 Vo s~ v25% e A s (D
WIEEHEE Table 14.2.1.1 (5.35.1-2) 55 H
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% 2.7.3-36 Summary of Inflammatory Lesion Counts at Each Evaluation(Intent-to Treat Subjects)

(&)

Inflammatory Lesion Count

Percent Change From Baseline

Week 4

G 125 QD (N=75)

Mean + Std. 36.0 £30.2

Median 37.0

(Min., Max.) (-36, 89)
Clindamycin Gel, 1% QD (N=82)

Mean + Std. 23.9+342

Median 26.6

(Min., Max.) (-92, 96)
Benzoyl Peroxide Gel, 2.5% QD (N=78)

Mean + Std. 272 +36.5

Median 333

(Min., Max.) (-80, 89)
B -hicle Gel QD (N=39)

Mean + Std. 17.2 £38.1

Median 22.9

(Min., Max.) (-87,78)
G- 12.5% BID (N=78)

Mean + Std. 28.4 +38.5

Median 31.2

(Min., Max.) (-97, 96)
Benzoyl Peroxide Gel, 2.5% BID (N=78)

Mean + Std. 339+343

Median 36.5

(Min., Max.) (-40, 100)

Week 8

44.5+36.4
50.0
(-90, 100)

27.2+34.1
23.9
(-64, 92)

22.7+50.9
27.8
(-218, 95)

16.4+433
30.0
(-100, 85)

44.9 £ 36.6
53.1
(-60, 93)

3924346
40.0
(-37, 100)

Week 10

514+356
60.0
(-106, 100)

38.7+33.8
41.9
(-37,94)

39.4+£452
51.0
(-218, 100)

23.9+389
30.0
(-88, 83)

49.6 +40.9
60.3
(-68, 100)

474+337
488
(-37, 100)

Week 12

56.3+33.9
61.9
(-53, 100)

42.1 +£36.5
50.8
(-67,97)

40.0 £47.8
523
(-218, 100)

262 +458
23.3
(-147, 100)

52.8+439
58.5
(-124, 100)

46.8 + 34.4
50.5
(-60, 100)

Note: Last observation carried forward was used to impute missing data prior to analysis.

B G 125% : 1% 2 Vo s~ 1 25% @k 4 s (D

fhdsE Table 14.2.1.1 (5.35.1-2) 22651 H
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% 2.7.3-37 Summary of Non-inflammatory Lesion Counts at Each Evaluation(Intent-to-Treat Subjects)

Non-Inflammatory Lesion Count Baseline Week 4 Week 8 Week 10 Week 12
Gel, 1/2.5% QD (N=75)

Mean + Std. 524+21.8 43.6 +25.0 39.2+256 32.0+22.8 29.5+£24.0

Median 49.0 42.0 34.0 29.0 26.0

(Min., Max.) (20, 100) (3,111) (1, 108) (0, 126) (0, 123)
Clindamycin Gel, 1% QD (N=82)

Mean =+ Std. 53.3+23.0 45.0 +£26.2 41.0 £28.0 38.1+304 343 +32.1

Median 50.5 41.5 34.0 33.5 27.0

(Min., Max.) (21, 100) (4, 126) (0, 149) (1, 178) (0, 199)
Benzoyl Peroxide Gel, 2.5% QD (N=78)

Mean + Std. 512+223 41.5+24.6 39.7+29.6 37.3+29.7 34.7+27.6

Median 45.0 37.0 355 30.5 26.5

(Min., Max.) (20, 107) (4,130) (2,176) (1, 156) (0, 123)
I chicle Gel QD (N=39)

Mean + Std. 524 +20.7 479 +£27.3 429 £24.6 40.7 £24.5 37.8+27.7

Median 47.0 43.0 40.0 42.0 30.0

(Min., Max.) (20, 93) (12, 124) (7,111) (7,120) (8,129)
G 1/2.5% BID (N=78)

Mean = Std. 56.4+224 41.4+218 33.8+£25.6 32.1+£256 27.5+25.1

Median 53.0 41.5 27.5 22.0 17.5

(Min., Max.) (21, 105) (2,94) (2,121) (0, 119) (1, 100)
Benzoyl Peroxide Gel, 2.5% BID (N=78)

Mean =+ Std. 524+£212 40.7 +23.3 32.8+23.6 30.7+244 29.6 £27.0

Median 49.0 40.0 28.5 26.5 23.5

(Min., Max.) (20, 105) (0, 108) (2,124) (0, 146) (0, 161)

Note: Last observation carried forward was used to impute missing data prior to analysis.
Bl G 125%: 1% 25~ o25% gt 1 s (D
wiEHEE Table 14.2.2.1 (5.35.1-2) »»H5|HA
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& 2.7.3-37 Summary of Non-inflammatory Lesion Counts at Each Evaluation(Intent-to-Treat Subjects) (& =)

Non-Inflammatory Lesion Count Absolute Change From Baseline
Week 4 Week 8 Week 10 Week 12
G- /2.5% QD (N=75)
Mean =+ Std. 8.8+ 18.8 13.2+233 204 +24.6 22.9+249
Median 7.0 17.0 21.0 21.0
(Min., Max.) (-31,57) (-54,71) (-69, 65) (-74, 84)
Clindamycin Gel, 1% QD (N=82)
Mean =+ Std. 8.4+17.6 124+213 152+254 19.0 £28.3
Median 7.5 13.5 15.5 21.0
(Min., Max.) (-38, 60) (-53, 68) (-82,78) (-103, 87)
Benzoyl Peroxide Gel, 2.5% QD (N=78)
Mean =+ Std. 9.7+16.5 11.5+233 13.9+233 16.5+21.6
Median 8.5 13.0 14.5 17.0
(Min., Max.) (-32,48) (-87,73) (-87, 64) (-87, 69)
B chiclc Gel QD (N=39)
Mean =+ Std. 45+17.4 9.5+£14.9 11.7+17.9 14.6+21.4
Median 10.0 9.0 14.0 15.0
(Min., Max.) (-47,28) (-30, 41) (-43, 46) (-52, 58)
G 1/2.5% BID (N=78)
Mean =+ Std. 15.0+18.0 22.7+253 243+235 29.0+£22.9
Median 15.5 23.0 24.0 26.5
(Min., Max.) (-39, 62) (-45,95) (-30, 87) (-19,91)
Benzoyl Peroxide Gel, 2.5% BID (N=78)
Mean + Std. 11.8+15.1 19.6 £ 18.5 21.7+20.9 22.8+21.6
Median 14.0 21.0 23.0 23.0
(Min., Max.) (-23, 46) (-27,59) (-46,71) (-61,72)

Note: Last observation carried forward was used to impute missing data prior to analysis.
B Gl 125% 1% 7V >z 1o 25% ks A s (P
MeFEREE Table 14.2.2.1 (5.35.1-2) H5|H
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%+ 2.7.3-37 Summary of Non-inflammatory Lesion Counts at Each Evaluation(Intent-to-Treat Subjects)

(#E)

Non-Inflammatory Lesion Count

B G- 25% QD (N=75)
Mean + Std.
Median
(Min., Max.)

Clindamycin Gel, 1% QD (N=82)
Mean + Std.
Median
(Min., Max.)

Benzoyl Peroxide Gel, 2.5% QD (N=78)
Mean + Std.
Median
(Min., Max.)

B chicle Gel QD (N=39)
Mean =+ Std.
Median
(Min., Max.)

Gel, 1/2.5% BID (N=78)
Mean =+ Std.
Median
(Min., Max.)

Benzoyl Peroxide Gel, 2.5% BID (N=78)
Mean =+ Std.
Median
(Min., Max.)

Percent Change From Baseline

Week 4

15.8+41.5
14.9
(-105, 86)

15.8+344
13.8
(-94, 94)

18.7 £32.2
18.8
(-61, 85)

10.1 £35.8
194
(-100, 61)

254 +35.7
30.1
(-130,92)

23.9+33.0
27.1
(-65, 100)

Week 8

23.7+454
36.1
(-115,95)

22.4+39.8
27.0
(-128, 100)

21.9+479
29.4
(-242, 94)

20.0+29.8
222
(-67,72)

38.7+44.1
453
(-145,97)

39.0 343
452
(-65, 92)

Week 10

35.0+£43.1
41.9
(-147, 100)

27.3+48.5
36.0
(-176, 98)

27.2+£49.1
32.5
(-242,97)

2334364
29.7
(-75,76)

442 £379
52.2
(-43, 100)

42.4+£40.0
48.6
(-105, 100)

Week 12

43.0+43.5
48.6
(-157, 100)

354 +50.8
45.0
(-224, 100)

33.1+44.4
36.6
(-242, 100)

29.8 £36.6
34.7
(-68, 87)

52.7+33.8
60.9
(-34,97)

46.1+£36.6
50.0
(-61, 100)

Note: Last observation carried forward was used to impute missing data prior to analysis.
B G 125% : 1% 2 Vo x~1 5% @pbsr A s (R
RS E Table 14.2.2.1 (5.35.1-2) 7 55]H
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= 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects)

B G, 1/2.5% QD (N=75)

Global Severity Score
Clear or Almost Clear

Clear
Almost Clear
Mild
Moderate
Severe

Very Severe

Dichotomized Global Severity *
Success
Failure

Baseline

0 ( 0.0%)

0 ( 0.0%)
0( 0.0%)
0( 0.0%)
63 ( 84.0%)
12 (16.0%)
0( 0.0%)

Week 4

4 ( 5.3%)

0( 0.0%)
4( 5.3%)
24 (32.0%)
46 (61.3%)
1( 1.3%)
0( 0.0%)

6 ( 8.0%)
69 (92.0%)

Week 8

9 (12.0%)

0 ( 0.0%)
9 ( 12.0%)
33 (44.0%)
32 (42.7%)
1( 1.3%)
0 ( 0.0%)

11 ( 14.7%)
64 ( 85.3%)

Week 10

18 (24.0%)

0 ( 0.0%)
18 (24.0%)
34 (45.3%)
22 (29.3%)

1 ( 1.3%)

0 ( 0.0%)

25 (33.3%)
50 (66.7%)

Week 12

20 (26.7%)

2 ( 2.7%)
18 (24.0%)
35 (46.7%)
20 (26.7%)
0 ( 0.0%)
0 ( 0.0%)

25 (33.3%)
50 (66.7%)

* Global severity score for each subject was dichotomized to “success” and “failure” with a subject considered a success if the global severity grade was at least

2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.

B G 125% : 1% 2 vz~ oo 25% ey A s (D

fefh A E Table 14.2.3.1 (5.35.1-2) H51H
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% 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects) (#& =)

Mild
Moderate
Severe
Very Severe

Dichotomized Global Severity *

Success
Failure

0 ( 0.0%)
68 ( 82.9%)
14 ( 17.1%)
0( 0.0%)

23 (28.0%)
51 (62.2%)
7( 8.5%)
0( 0.0%)

3( 3.7%)
79 (96.3%)

26 (31.7%)
44 ( 53.7%)
5( 6.1%)
0( 0.0%)

9 ( 11.0%)
73 ( 89.0%)

29 (35.4%)
37 (45.1%)
5( 6.1%)
0 ( 0.0%)

15 (18.3%)
67 (81.7%)

Baseline Week 4 Week 8 Week 10 Week 12
Clindamycin Gel, 1% QD (N=82)
Global Severity Score
Clear or Almost Clear 0 ( 0.0%) 1( 1.2%) 7 ( 8.5%) 11 (13.4%) 9 (11.0%)
Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Almost Clear 0 ( 0.0%) 1( 1.2%) 7 ( 8.5%) 11 (13.4%) 9 (11.0%)

34 (41.5%)
37 (45.1%)
2 ( 2.4%)
0 ( 0.0%)

13 (15.9%)
69 (84.1%)

* Global severity score for each subject was dichotomized to “success” and “failure” with a subject considered a success if the global severity grade was at least
2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.
WiEHEE Table 14.2.3.1 (5.35.1-2) »»H5|H
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% 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects) (#& =)

Mild
Moderate
Severe
Very Severe

Dichotomized Global Severity *

Success
Failure

0 ( 0.0%)
64 ( 82.1%)
14 ( 17.9%)
0( 0.0%)

22 (28.2%)
44 (56.4%)
6 ( 7.7%)
0( 0.0%)

8 (10.3%)
70 (89.7%)

26 (33.3%)
38 (48.7%)
5( 6.4%)
1 ( 1.3%)

12 ( 15.4%)
66 ( 84.6%)

25 (32.1%)
28 (35.9%)
5 ( 6.4%)
1 ( 1.3%)

22 (28.2%)
56 (71.8%)

Baseline Week 4 Week 8 Week 10 Week 12
Benzoyl Peroxide Gel, 2.5% QD (N=78)
Global Severity Score
Clear or Almost Clear 0 ( 0.0%) 6 ( 7.7%) 8 (10.3%) 19 (24.4%) 14 (17.9%)
Clear 0 ( 0.0%) 0( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Almost Clear 0 ( 0.0%) 6 ( 7.7%) 8 (10.3%) 19 (24.4%) 14 (17.9%)

34 (43.6%)
24 (30.8%)
5 ( 6.4%)
1 ( 1.3%)

18 (23.1%)
60 (76.9%)

* Global severity score for each subject was dichotomized to “success™ and “failure” with a subject considered a success if the global severity grade was at least
2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.
FEREE Table 14.2.3.1 (5.35.1-2) »5H5|H
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% 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects) (#& =)

Baseline Week 4 Week 8 Week 10 Week 12
B hicie Gel QD (N=39)
Global Severity Score
Clear or Almost Clear 0 ( 0.0%) 0( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 3( 7.7%)
Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Almost Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 3 ( 7.7%)
Mild 0 ( 0.0%) 6 ( 15.4%) 12 (30.8%) 13 (33.3%) 12 (30.8%)
Moderate 33 ( 84.6%) 29 (74.4%) 25 (1 64.1%) 22 (56.4%) 21 (53.8%)
Severe 6 (15.4%) 4 (10.3%) 2 ( 5.1%) 4 (10.3%) 3 ( 7.7%)
Very Severe 0 ( 0.0%) 0( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Dichotomized Global Severity *
Success 0( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 3( 7.7%)
Failure 39 ( 100%) 39 ( 100%) 39 ( 100%) 36 (92.3%)

* Global severity score for each subject was dichotomized to “success” and “failure” with a subject considered a success if the global severity grade was at least
2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.
WITH 4 Table 14.2.3.1 (5.35.1-2) H 5[
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% 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects) (#& =)

Mild
Moderate
Severe
Very Severe

Dichotomized Global Severity *

Success
Failure

0 ( 0.0%)
66 ( 84.6%)
12 (15.4%)
0 ( 0.0%)

26 (33.3%)
45 (57.7%)
4( 5.1%)
0( 0.0%)

3( 3.8%)
75 (96.2%)

29 (37.2%)
38 (48.7%)
1 ( 1.3%)
0 ( 0.0%)

12 ( 15.4%)
66 ( 84.6%)

27 (34.6%)
31 (39.7%)
2 ( 2.6%)
0 ( 0.0%)

24 (30.8%)
54 (69.2%)

Baseline Week 4 Week 8 Week 10 Week 12
B G, 1/2.5% BID (N=78)
Global Severity Score
Clear or Almost Clear 0 ( 0.0%) 3( 3.8%) 10 ( 12.8%) 18 (23.1%) 26 (33.3%)
Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 1 ( 1.3%) 0 ( 0.0%)
Almost Clear 0 ( 0.0%) 3( 3.8%) 10 ( 12.8%) 17 (21.8%) 26 (33.3%)

22 (28.2%)
28 (35.9%)
2 ( 2.6%)
0 ( 0.0%)

28 (35.9%)
50 (64.1%)

* Global severity score for each subject was dichotomized to “success” and “failure” with a subject considered a success if the global severity grade was at least
2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.
B G 125% 1% 2 U >z~ 2o 25% ey A s (D
MFRREE Table 14.2.3.1 (5.35.1-2) »5H5|H
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% 2.7.3-38 Summary of Global Severity Scores at Each Evaluation (Intent-to-Treat Subjects) (#& =)

Baseline Week 4 Week 8 Week 10 Week 12
Benzoyl Peroxide Gel, 2.5% BID (N=78 )
Global Severity Score
Clear or Almost Clear 0 ( 0.0%) 6( 7.7%) 8 (10.3%) 10 (12.8%) 18 (23.1%)
Clear 0 ( 0.0%) 0( 0.0%) 0 ( 0.0%) 1 ( 1.3%) I ( 1.3%)
Almost Clear 0 ( 0.0%) 6( 7.7%) 8 (10.3%) 9 (11.5%) 17 (21.8%)
Mild 0 ( 0.0%) 20 (25.6%) 29 (37.2%) 28 (35.9%) 23 (29.5%)
Moderate 64 ( 82.1%) 45 (57.7%) 37 (147.4%) 37 (47.4%) 36 (46.2%)
Severe 14 ( 17.9%) 7 ( 9.0%) 4 ( 5.1%) 3 ( 3.8%) 1 ( 1.3%)
Very Severe 0 ( 0.0%) 0( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Dichotomized Global Severity*
Success 9 (11.5%) 12 ( 15.4%) 15 (19.2%) 22 (28.2%)
Failure 69 ( 88.5%) 06 ( 84.6%) 63 (80.8%) 56 (71.8%)

* Global severity score for each subject was dichotomized to “success” and “failure” with a subject considered a success if the global severity grade was at least
2 grades less than baseline.

Note: Last observation carried forward was used to impute missing data prior to analysis.
WiEHEE Table 14.2.3.1 (5.35.1-2) »»H5|H
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& 2.7.3-39 Summary of VASa Scores at Each Evaluation(Intent-to-Treat Subjects)

VAS Score Baseline Week 4 Week 8 Week 10
Gel, 1/2.5% QD (N=75)

Mean + Std. 6.5+0.8 54+1.3 49+1.5 44+1.6

Median 6.3 5.8 4.8 4.5

(Min., Max.) (5,8) (2,8) (1, 8) (1, 8)
Clindamycin Gel, 1% QD (N=82)

Mean + Std. 6.6+0.8 58+1.2 54+13 50+1.7

Median 6.3 6.0 5.7 5.1

(Min., Max.) (5,9) 2,9) (2,8) (1,8)
Benzoyl Peroxide Gel, 2.5% QD (N=78)

Mean + Std. 6.5+0.7 55+1.4 54+1.7 49+1.8

Median 6.3 5.8 5.4 5.0

(Min., Max.) (5, 8) (1,8) (1, 10) (1, 10)
R -icc Gel QD (N=39)

Mean =+ Std. 6.7+09 62+1.0 590+1.1 590+1.3

Median 6.8 6.1 6.0 6.2

(Min., Max.) (5,9) 4,9) 4, 8) (3,8)
HG:!. (/2.5% BID (N=77)

Mean + Std. 6.5+0.8 54+13 49+1.6 46+1.8

Median 6.3 5.7 5.1 4.8

(Min., Max.) (5,9) (1,8) 2,8) 0, 8)
Benzoyl Peroxide Gel, 2.5% BID (N=78)

Mean =+ Std. 6.6 0.8 55+1.5 51+1.5 49+1.7

Median 6.3 5.9 53 5.2

(Min., Max.) 4,9) 0, 8) (1, 8) (0, 8)

Week 12

40+1.9
4.2
0,7)

49+1.6
5.0
(0,8)

48+1.8
4.7
(1, 10)

55+15
6.0
(1,8)

4.1+2.0
4.3
(0. 8)

4.6+1.8
5.0
(0,8)

a

Visual Analog Scale score based on a 10 cm scale, with 0 representing Clear and 10 representing Very Severe.
Note: Last observation carried forward was used to impute missing data prior to analysis.
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% 2.7.3-39 Summary of VASa Scores at Each Evaluation(Intent-to-Treat Subjects)

(#E)

Absolute Change From Baseline

VAS Score
Week 4
G 12.5% QD (N=75)
Mean =+ Std. 1.1£1.2
Median 0.9
(Min., Max.) (-2,4)
Clindamycin Gel, 1% QD (N=82)
Mean =+ Std. 0.8+1.1
Median 0.7
(Min., Max.) (-1, 6)
Benzoyl Peroxide Gel, 2.5% QD (N=78)
Mean =+ Std. 1.1+14
Median 0.8
(Min., Max.) (-2,5)
B il Gel QD (N=39)
Mean =+ Std. 0.5+0.8
Median 0.6
(Min., Max.) (-2,2)
G- 1/2.5% BID (N=77)
Mean =+ Std. 1.2+1.1
Median 1.1
(Min., Max.) (-1,5)
Benzoyl Peroxide Gel, 2.5% BID (N=78)
Mean =+ Std. 1.1+14
Median 0.8
(Min., Max.) (-2, 6)

Week 8

1.7+1.4
1.6
(-1.5)

1.2+1.3
1.0
(-1,6)

12+1.6
1.0
(-3.95)

0.8+1.1
0.6
(_1’ 3)

1.7+1.5
1.3
(-1,5)

15«14
1.3
-1.5)

Week 10

2.1+1.7
1.9
(_29 6)

1.6+1.7
1.6
(-2,6)

1.6+ 1.8
1.4
(-3.7)

09+1.2
0.8
(-3,3)

20+1.8
1.9
(-1,6)

1.7+1.6
1.5
(-1,7)

Week 12

25+£2.0
2.2
(_19 7)

1.7+ 1.8
1.5
(-1, 6)

1.8+19
1.7
(-3.7)

1.2+1.3
1.2
(_13 5)

24+2.0
2.1
(-1.7)

20+1.8
1.8
(-1, 6)

a

B G 125% : 1% 2 Vv x~ 1 v25% ks A s (D

fefhdEE Table 14.2.4.1 (5.35.1-2) 72651 H

Visual Analog Scale score based on a 10 cm scale, with 0 representing Clear and 10 representing Very Severe.
Note: Last observation carried forward was used to impute missing data prior to analysis.
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% 2.7.3-39 Summary of VASa Scores at Each Evaluation(Intent-to-Treat Subjects) (#t=)

VAS Score Percent Change From Baseline
Week 4 Week 8 Week 10 Week 12
Gel, 1/2.5% QD (N=75)

Mean =+ Std. 17.1+19.3 25.5+222 31.9 +26.1 38.3+299

Median 15.0 254 28.4 344

(Min., Max.) (-38, 67) (-23, 86) (-47, 83) (-20, 98)
Clindamycin Gel, 1% QD (N=82)

Mean + Std. 124 +£15.8 182 +189 23.9+25.7 25.6+£25.6

Median 10.4 15.1 24.6 23.6

(Min., Max.) (-20, 74) (-16, 72) (-32,78) (-22,94)
Benzoyl Peroxide Gel, 2.5% QD (N=78)

Mean =+ Std. 16.1+£21.6 17.6 £25.6 245+26.5 26.8 £27.5

Median 11.2 16.5 19.8 27.0

(Min., Max.) (-34, 80) (-44, 81) (-44, 83) (-44, 90)
i G oD (v=39)

Mean =+ Std. 7.1+13.1 11.7+152 12.4+189 18.1+204

Median 8.3 7.7 11.1 16.0

(Min., Max.) (-43, 32) (-17, 39) (-53, 52) (-30, 82)
G 12.5% BID (N=77)

Mean + Std. 182+17.7 25.1£23.1 294 +283 36.3 £30.0

Median 15.0 17.1 29.3 31.7

(Min., Max.) (-8,79) (-17,72) (-29, 98) (-11,96)
Benzoyl Peroxide Gel, 2.5% BID (N=78)

Mean =+ Std. 169 +£21.6 22.1+21.6 26.6 £25.1 31.1+£273

Median 12.5 17.9 21.0 255

(Min., Max.) (-24, 93) (-15, 87) (-20, 98) (-10,97)

a

Visual Analog Scale score based on a 10 cm scale, with 0 representing Clear and 10 representing Very Severe.
Note: Last observation carried forward was used to impute missing data prior to analysis.
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5 2.7.3-40 Summary of Inflammatory Lesion Counts at Each Evaluation“ Combined)

(Intent-to-Treat Subjects)

Inflammatory Lesion Count
I (N=797)

Mean

Median

Std

Range

Clindamycin Gel, 1% (N=812)
Mean
Median
Std
Range

Benzoyl Peroxide Gel, 2.5% (N=809)
Mean
Median
Std
Range

IDP-110 Vehicle Gel (N=395)
Mean
Median
Std
Range

Baseline

26.4

25.0

6.9
17.0t042.0

(5]

[
N O
oo O

17.0t0 48.0

[T o ]
Sy n Ln

-1 O o0

17.0t042.0

26.1

25.0

6.7
16.0t0 41.0

Week 4

17.0

15.0

10.1
0.0t0 61.0

19.0

17.0

11.1
0.0to0 75.0

17.9

17.0

10.1
0.0 to 55.0

21.0

19.0

10.5
2.01t059.0

Week 8

14.1

12.0

11.1
0.0t0 73.0

16.6

14.0

12.8
0.0t0 110.0

—_— = =
< s L
N D

0.0 t0 65.0

19.6
17.0
12.3

0.0to 71.0

Week 12

12.2

9.0

11.2
0.0 to 85.0

14.5

12.0

12.7
0.0 to 106.0

13.7

11.0

11.2
0.0t0 73.0

18.7

17.0

13.5
0.0t0 75.0

Note: Last observation carried forward was used to impute missing data prior to analysis.

B 7V 2~ s 25% iR Y A
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% 2.7.3-40 Summary of Inflammatory Lesion Counts at Each Evaluation (|| | | | Gk EE =« I corbined) (=)

(Intent-to-Treat Subjects)

Inflammatory Lesion Count
(N=797)
Mean
Median
Std
Range

Clindamycin Gel, 1% (N=812)
Mean
Median
Std
Range

Benzoyl Peroxide Gel. 2.5% (N=809)
Mean
Median
Std
Range

I chicle Gel (N=395)
Mean
Median
Std
Range

Absolute Change from Baseline

Percent Change from Baseline

Week 4 Week 8 Week 12

9.4 12.3 14.2

10.0 14.0 16.0

8.7 10.1 10.7
-27.0 to 33. -44.0 to 35.0 -46.0 t0 39.0

7.3 9.7 11.8

8.0 11.0 13.0

9.1 11.1 11.6
-41.0to 32.0 -77.0 to 33. -77.0t0 37.0

7.9 10.5 12.1

8.0 11.0 14.0

8.4 9.8 10.5
-28.0t0 35.0 -37.0t0 39.0 -37.0to 39.0

5.1 6.6 7.4

5.0 8.0 9.0

8.5 11.0 12.3

-36.0t0 29.0 -37.0to 36.0 -47.0 to 35.0

Week 4

36.4
40.0
329

-128.6 to 100.0

a9
b o

-189.5t0 91.7

Week 8

47.6

55.0

38.1
-209.5 to 100.0

38.7

45.0

40.0
-320.8 to 100.0

40.9

459

38.8
-183.3 t0 100.0

(PR o)
2 2 Lh

.
oo v

-189.5 to 100.0

Week 12

54.6

64.1

39.4
-209.5t0 100.0

46.2

54.0

41.6
-320.8 to 100.0

47.5

552

40.3
-211.8 10 100.0

29.0

34.4

48.4
-189.5to 100.0

Note: Last observation carried forward was used to impute missing data prior to analysis.
B 7V 2~ o 25% g R Y A
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% 2.7.3-41 Summary of Non-Inflammatory Lesion Counts at Each Evaluation (||| [ [ [ [GTGTGEGENG =~ GGG cobined)

(Intent-to-Treat Subjects)

Non-Inflaimmatory Lesion Count Baseline Week 4 Week 8 Week 12
75
Mean 474 35.8 30.6 26.9
Median 42.0 30.0 24.0 21.0
Std 214 22.6 22.8 22.7
Range 20.0 to 100.0 0.0 to 158.0 0.0t0 159.0 0.0t0 131.0
Clindamycin Gel. 1% (N=812)
Mean 453 37.7 32.7 28.9
Median 40.0 32.0 27.0 235
Std 20.2 22.8 225 22.7
Range 20.0 to 100.0 0.0 t0 139.0 0.0t0139.0 0.0 t0 139.0
Benzoyl Peroxide Gel. 2.5% (N=809)
Mean 46.8 37.3 3255 28.9
Median 41.0 33.0 27.0 23.0
Std 21.2 21.8 22.9 224
Range 20.0 to 100.0 0.0 to 126.0 0.0t0 191.0 0.0 to 137.0
B chicle Gel (N=395)
Mean 44.0 38.6 353 333
Median 39.0 35.0 29.0 28.0
Std 19.2 214 23.1 236
Range 20.0 to 100.0 0.0 to 144.0 0.0t0123.0 0.0 to 123.0

Note: Last observation carried forward was used to impute missing data prior to analysis.

B 7V 2~ s 25% g Ry Y A
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% 2.7.3-41 Summary of Non-Inflammatory Lesion Counts at Each Evaluation (|| | [ |GG = T corbvined) (5:2)

(Intent-to-Treat Subjects)

Non-Inflammatory Lesion Count
(N=797)
Mean
Median
Std
Range

Clindamycin Gel. 1% (N=812)
Mean
Median
Std
Range

Benzoyl Peroxide Gel, 2.5% (N=809)
Mean
Median
Std
Range

B cLhicle Gel (N=395)
Mean
Median
Std
Range

Absolute Change from Baseline

Percent Change from Baseline

Week 4

11.7

11.0

162
-68.0 to 66.0

7.6

7.0

15.9
-70.0 to 60.0

9.5

8.0

153
-76.0t0 61.0

54

5.0

15.5
-59.0 t0 54.0

Week 8

16.8

15.0

18.8
-65.0to 81.0

12.7

12.0

18.3
-88.0 to 88.0

14.3

12.0

19.0
-101.0 to 88.0

8.7

9.0

18.2
-77.0 to 80.0

Week 12

20.5

19.0

20.6
-88.0 t0 90.0

16.4

16.0

19.4
-64.0 to 89.0

17.9

16.0

20.7
-87.0t092.0

10.8

10.0

20.2
-59.0 to 86.0

Week 4

16.5
16.8
33.7

-166.7 to 100.0

19.4
20.0
33.2

-262.1 t0 100.0

11.0
12.5
36.3

-144.0 to 100.0

Week 8 Week 12
355 43.2
394 48.7
35.5 38.3

-175.9 to 100.0 -209.5 to 100.0

27.3 36.2
30.6 40.3
38.5 394

-245.0 to 100.0 -155.0 to 100.0

30.2 374
30.8 43.8
36.0 40.1

-196.7 t0 100.0 -216.7 to 100.0

19.5 24.0
23.1 26.0
412 433

-200.0 to 100.0 -145.0 to 100.0

Note: Last observation carried forward was used to impute missing data prior to analysis.

B 7V 2~ s 25% g Ry Y A
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Total Lesion Count
I (~=797)
Mean
Median
Std
Range

Clindamycin Gel. 1% (N=812)
Mean
Median
Std
Range

Benzoyl Peroxide Gel, 2.5% (N=809)
Mean
Median
Std
Range

B chicle Gel (N=395)
Mean
Median

Std

i 2.7.3-42 Summary of Total Lesion Counts at Each Evaluation“ Combined) (Intent-to-Treat Subjects)
Baseline Week 4 Week 8 Week 12
73.8 52.7 44.7 39.1
68.0 47.0 38.0 33.0
23.9 27.2 28.5 29.1
37.0 to 140.0 5.0t0 176.0 0.0to 162.0 0.0 to 160.0
71.6 56.7 49.2 434
67.0 52.0 44.0 38.0
22.2 273 293 297
37.0to 137.0 5.0t0214.0 0.0to 214.0 0.0t0 214.0
72.6 553 47.8 42.6
67.0 51.0 42.0 36.0
23.6 26.8 28.9 293
37.0to 141.0 1.0 to 150.0 0.0to 222.0 0.0t0 174.0
70.2 59.7 54.9 52.0
66.0 56.0 49.0 47.0
20.9 25.6 294 319
37.0to 128.0 9.0t0 178.0 2.0to 178.0 0.0t0 178.0

Range

Note: Last observation carried forward was used to impute missing data prior to analysis.

B 7V 2~ s 25% il R Y A L
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= 2.7.3-42 Summary of Total Lesion Counts at Each Evaluation__ Combined) (Intent-to-Treat Subjects) (& =)

Absolute Change from Baseline Percent Change from Baseline

Total Lesion Count Week 4 Week 8 Week 12 Week 4 Week 8 Week 12
(N=797)
Mean 21.1 29.1 34.8 29.1 40.4 47.9
Median 20.0 29.0 35.0 29.1 44.2 52.0
Std 20.6 238 26.3 27.0 30.4 33.
Range -58.0 t0 94.0 -49.0to 112.0 -98.0t0 125.0 -96.2 to 88.9 -93.6 to 100.0 -158.1 to 100.0
Clindamycin Gel. 1% (N=812)
Mean 14.9 224 28.2 21.3 32.1 404
Median 14.0 22.0 29.0 229 34.8 44.5
Std 20.1 24.0 25.7 27.3 314 34.1
Range -103.0 to 74.0 -112.0 to 109.0 -103.0 to 124.0 -96.3 to0 90.0 -124.6 to 100.0 -102.0 to 100.0
Benzoyl Peroxide Gel, 2.5% (N=809)
Mean 17.3 248 30.0 243 34.6 41.6
Median 16.0 24.0 30.0 243 36.5 46.6
Std 19.8 251 273 274 321 353
Range -88.0t0 93.0 -111.0to 123.0 -92.0to 123.0 -176.0 to 98.5 -135.6 to 100.0 -120.0to 100.0
B chicle Gel (N=395)
Mean 10.5 15.3 18.2 14.9 223 26.2
Median 11.0 16.0 18.0 l16.4 243 26.9
Std 19.4 244 28.3 279 344 39.8
Range -95.0 to 70.0 -95.0 to 109.0 -95.0t0 121.0 -114.5t0 88.3 -14391t095.8 -145.2to 100.0

Note: Last observation carried forward was used to impute missing data prior to analysis.
Bl % 7V s~r o25% B R Y A L
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I ~-757)
Global Severity Score

Clear
Almost Clear
Mild
Moderate
Severe
Very Severe

Dichotomized Global Severity®
Success
Failure

Clindamycin Gel, 1% (N=812)
Global Severity Score

Clear

Almost Clear

Mild

Moderate

Severe

Very Severe

Dichotomized Global Severity®
Success
Failure

Baseline Week 4
0 ( 0.0%) 0 ( 0.0%)
0 ( 0.0%) 43 ( 5.4%)
0 ( 0.0%) 270 ( 33.9%)
643 ( 80.7%) 427 ( 53.6%)
154 ( 19.3%) 56 ( 7.0%)
0 ( 0.0%) 1 ( 0.1%)
66 ( 8.3%)
731 ( 91.7%)
0 ( 0.0%) 0 ( 0.0%)
0 ( 0.0%) 26 ( 3.2%)
0 ( 0.0%) 213 ( 26.2%)
653 ( 80.4%) 510 ( 62.8%)
159 ( 19.6%) 63 ( 7.8%)
0 ( 0.0%) 0 ( 0.0%)
38 ( 4.7%)

774 ( 95.3%)

L) ) =
= = ]
G

o

151
646

LV Y]
h Oy b Oy
[FE R SO RS ]

[FY RN

r

96
716

Week 8

0.4%)
7.6%)
39.8%)
45.4%)
6.5%)
0.2%)

e,

( 11.8%)
( 88.2%)

22
206
301
239

13
165
295

302

Week 12

2.8%)
25.8%)
37.8%)
30.0%)

3.6%)

0.0%)

i N e

( 34.9%)
( 65.1%)

1.6%)

3%)
3%)
2%)
4.4%)
0.1%)

[N o]

0.
6.
7.

A
L]

( 26.4%)
( 73.6%)

a

A subject was considered a “success” if the Global Severity Score is at least 2 grades less than Baseline,

Note: Last observation cairied forward was used to impute missing data prior to analysis.
B 7V 2~ g 25% g R Y A
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% 2.7.3-43 Summary of Global Severity Scores at Each Evaluation (| | | | | Sl 2 I Corbined) (Intent-to-Treat Subjects) ()

Benzoyl Peroxide Gel, 2.5% (N=809)
Global Severity Score

Clear

Almost Clear

Mild

Moderate

Severe

Very Severe

Dichotomized Global Severity
Success
Failure

B chicle Gel (N=395)
Global Severity Score
Clear
Almost Clear
Mild
Moderate
Severe
Very Severe

Dichotomized Global Severity
Success
Failure

Baseline

[=\}
(o))
(=R SV I e B o i o )

._.
.

[¥5)

[==RN = WRNe I e B o B o ]

— e — — p— —

e — — p— —

0.0%)
0.0%)
0.0%)
82.4%)
17.6%)
0.0%)

0.0%)
0.0%)
0.0%)
80.8%)
19.2%)
0.0%)

Week 4

0 ( 0.0%)
33 ( 4.1%)
237 (29.3%)
472 ( 58.3%)
66 ( 8.2%)

1 ( 0.1%)
42 ( 5.2%)

th D~
")

) )

.
= IV SR

110
699

24
106
229

35

[F%]
[V ]

L3
N

Week 8

( 0.4%)
( 9.8%)
( 39.8%)
44.0%)
6.1%)
0.0%)

o~~~

( 13.6%)
( 86.4%)

0.0%)
6.1%)
26.8%)
58.0%)
8.9%)
0.3%)

P~ — o~ o~

( 8.1%)
( 91.9%)

46
124
184

35

LY B
= h

(73]

Week 12

( 1.0%)
( 11.6%)
( 31.4%)
( 46.6%)
( 8.9%)
( 0.5%)

a

A subject was considered a “success” if the Global Severity Score is at least 2 grades less than Baseline,

Note: Last observation carried forward was used to impute missing data prior to analysis.

ISE Table14.2.3.1.1 (5.35.3-2) 75 5(H
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g 2.7.3-44 Primary Analysis of the Absolute Change from Baseline in Lesion Counts and Dichotomized Global Severity Score at Week 12

(N -~ I Cor:incd)

(Intent-to-Treat Subjects)

Absolute Change from Baseline

Inflammatory Lesion Count

Non-Inflammatory Lesion Count

Number of Subjects

Dichotomized Global Severity®
Success
Failure

LSMEAN?* LSSTD?
Median (Min. Max)

12.7 132
160  (-46.0.39.0)

19.9 22.
19.0  (-88.0.90.0)

4

797

278 (34.9%)
519 (65.1%)

_- Vehicle Gel Difference
LSMEAN® LSSTD? Mean
Median (Min. Max) Median
5.7 11.9 6.8
9.0 (-47.0. 35.0) 7.0
11.1 20.2 9.8
10.0 (-59.0. 86.0) 9.0

] Vehicle Gel

395

)
i
2 .2

> X
S S

o0 =
4
N
(=]
=)

Ly Oy
< Lh
—_——

(¥

Normality®
P-value

<0.001

<0.001

Treatment P-value
ANOVA
Ranked ANOVA

<0.001
<0.001

<0.001
<0.001

Treatment P-Value®

<0.001

Baseline lesion count, dichotomized skin type (I, I, IIT vs. IV, V VI), and Baseline severity as covariates.

Baseline severity.

Note: Last observation carried forward was used to impute missing data prior to analysis.
B 1% 7)ot o 25% @RS Y A LA
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Least squares means and standard deviations from an analysis of covariance (ANCOVA) with factors of treatment and analysis center and the respective

P-value from Shapiro-Wilk test applied to the residuals resulting from the ANCOVA. A p-value < 0.05 validates use of a ranked ANCOVA.
The subject’s global severity score was dichotomized to “success™ if the global severity grade at Week 12 was at least 2 grades less than Baseline.
P-value from a logistic regression with factors of treatment, analysis center, and the stratification variables dichotomized skin type (I, IL, IIT vs. IV, V VI) and
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g 2.7.3-44 Primary Analysis of the Absolute Change from Baseline in Lesion Counts and Dichotomized Global Severity Score at Week 12

(N - I orbincd) (4%)

(Intent-to-Treat Subjects)

Absolute Change from Baseline in Inflammatory Lesions

- Clindamycin Gel. 1% (N=812) Benzoyl Peroxide Gel. 2.5% (N=809)
LSMEAN® LSSTD? Median  Min, Max LSMEAN" LSSTD" Median  Min Max LSMEAN" LSSTD* Median Min, Max
13.0 11.6 16.0 (-46.0. 39.0) 10.6 11.6 13.0 (-77.0.37.0) 11.1 11.7 14.0 (-37.0.39.0)
-Versus Clindamycin Gel. 1% -vel‘sus Benzoyl Peroxide Gel. 2.5%
Difference P-Value Difference P-Value
Normality Mean ANCOVA Mean ANCOVA
P-Value" Median Ranked ANCOVA Median Ranked ANCOVA
0.010 24 <0.001 2.1 <0.001
3.0 <0.001 2.0 <0.001
Dichotomized Global Severity® -_ Clindamycin Gel. 1% Benzoyl Peroxide Gel. 2.5%
Success 278 ( 34.9%) 214 ( 26.4%) 210 (26.0%)
Failure 519 ( 65.1%) 398 ( 73.6%) 599 (74.0%)
P-Value® <0.001 <0.001

Least squares means and standard deviations from an analysis of covariance (ANCOVA) with factors of treatment and analysis center and the respective
Baseline lesion count, dichotomized skin type (I. IL IIT vs. IV. V VI), and Baseline severity as covariates. Pairwise comparisons were conducted using linear
treatment contrasts within the ANCOVA.

P-value from Kolmogorov-Smirmov test applied to the residuals resulting from the ANCOVA. A p-value < 0.05 validates use of a ranked ANCOVA.

The subject’s global severity score was dichotomized to “success™ if the global severity grade at Week 12 was at least 2 grades less than Baseline.

Pairwise comparisons ot_versus Clindamyecin (1%) Gel and-versus Benzoyl peroxide (2.5%) were conducted using a logistic regression with
factors of treatment, analysis center, and the stratification variables dichotomized skin type (I, II, IIT vs. IV, V VI) and Baseline severity.

Note: Last observation carried forward was used to impute missing data prior to analysis.
B 1 2V m et s 25% SRR Y A L
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i 2.7.3-45 Analysis of the Absolute Change from Baseline in Non-Inflammatory Lesion Counts at Week 12

(N -~ I Corbincd)

(Intent to-Treat Subjects)

Absolute Change from Baseline in Non-Inflammatory Lesions

-0 Clindamycin Gel. 1% (N=812) Benzoyl Peroxide Gel. 2.5% (N=809)
LSMEAN* LSSTD? Median ~ Min, Max LSMEAN* LSSTD? Median Min.Max LSMEAN* LSSTD?* Median Min, Max
19.8 19.7 19.0 (-88.0, 90.0) 16.4 19.6 16.0 (-64.0, 89.0) 17.4 19.8 16.0 (-87.0,92.0)

I < sus Clindamycin Gel. 1% -versus Benzoyl Peroxide Gel. 2.5%

Difference P-Value Difference P-Value
Normality Mean ANCOVA Mean ANCOVA
P-Value® Median Ranked ANCOVA Median Ranked ANCOVA
0.010 4.1 <0.001 2.6 0.006

3.0 <0.001 3.0 0.001

* Least squares means and standard deviations from an analysis of covariance (ANCOVA) with factors of treatment and analysis center and the respective
Baseline lesion count, dichotomized skin type (I, II, IIT vs. IV, V VI), and Baseline severity as covariates. Pairwise comparisons were conducted using linear
treatment contrasts within the ANCOVA.

® p-value from Kolmogorov-Smirnov test applied to the residuals resulting from the ANCOVA. A p-value < 0.05 validates use of a ranked ANCOVA.

Note: Last observation carried forward was used to impute missing data prior to analysis.
B 1 2Vt s 25% SRR A AL
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5 2.7.3-46 Analysis of the Absolute Change from Baseline in Total Lesion Counts at Week 12

e, p—

(intent-to Treat Subjects)

Absolute Change from Baseline -§N=79?1 _-Vehicle Gel (N=395) Difference Treatment P-value

LSMEAN®* LSSTD? LSMEAN" LSSTD? Mean Nonnaliryb ANOVA

Median (Min. Max) Median (Min. Max) Median P-value Ranked ANOVA
Total Lesion Count 33.0 30.5 17.1 27.2 16.6 <0.001 <0.001
35.0 (-98.0,125.0) 18.0 (-95.0,121.0) 17.0 <0.001

* Least squares means and standard deviations from an analysis of covariance (ANCOVA) with factors of treatment and analysis center and the respective

Baseline lesion count, dichotomized skin type (I, IL III vs. IV, V VI), and Baseline severity as covariates.
® P-value from Shapiro-Wilk test applied to the residuals resulting from the ANCOVA. A p-value < 0.05 validates use of a ranked ANCOVA.

Note: Last observation carried forward was used to impute missing data prior to analysis.

B 7V 2~ g o 25% @Ry Y A
ISE Table 14.25.1.3 (5.3.5.3-2) 753
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5 2.7.3-46 Analysis of the Absolute Change from Baseline in Total Lesion Counts at Week 12

(N - I orbincd) (1)

(intent-to Treat Subjects)

Absolute Change from Baseline in Total Lesions

- Clindamycin Gel, 1% (N=812) Benzoyl Peroxide Gel, 2.5% (N=809)
LSMEAN* LSSTD? Median Min, Max LSMEAN?® LSSTD? Median  Min.Max LSMEAN?* LSSTD® Median Min, Max
33.2 26.6 35.0 (-98.0. 125.0) 27.2 26.5 29.0 (-103.0, 124.0) 28.8 26.8 30.0 (-92.0,123.0)

-versus Clindamycin Gel. 1% -versus Benzoyl Peroxide Gel. 2.5%

Difference P-Value Difference P-Value
Normality Mean ANCOVA Mean ANCOVA
P-Value® Median Ranked ANCOVA Median Ranked ANCOVA
0.010 6.6 <0.001 4.8 <0.001

6.0 <0.001 5.0 <0.001

* Least squares means and standard deviations from an analysis of covariance (ANCOVA) with factors of treatment and analysis center and the respective

Baseline lesion count, dichotomized skin type (L IL IIT vs. IV, V VI), and Baseline severity as covariates. Pairwise comparisons were conducted using linear
treatment confrasts within the ANCOVA.

P-value from Kolmogorov-Smirnov test applied to the residuals resulting from the ANCOVA. A p-value < 0.05 validates use of a ranked ANCOVA.

Note: Last observation carried forward was used to impute missing data prior to analvsis.
B 0 2 ) s 125% R A AL
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i 2.7.3-47 Analysis of Subject Demographic Characteristics “ Combined) (Intent-to-Treat Subjects)
Clindamycin Benzoyl Peroxide -
e Gel. 1% Gel. 2.5% Vehicle Gel Total
Variable (N=797) (N=812) (N=809) (N=3935) (N=2813) P-Value
Age (yrs)
Mean 19.2 19.6 19.1 19.4 19.3 0.403°
Median 16.8 17.1 16.6 16.7 16.8
Std 6.8 7.3 7.1 6.8 7.0
Range 12.1-54.7 12.1-70.2 12.0-53.8 12.2-50.9 12.0-70.2
Gender
Male 389 (48.8%) 392 ( 48.3%) 354 ( 43.8%) 203 ( 51.4%) 1338 ( 47.6%) 0.053"
Female 408 (51.2%) 420 ( 51.7%) 455 ( 56.2%) 192 ( 48.6%) 1475 ( 52.4%)
Ethnicity
Hispanic/Latino 124 (15.6%) 135 ( 16.6%) 138 ( 17.1%) 61 ( 15.4%) 458 ( 16.3%) 0.672°
Not Hispanic/Latino 673 (84.4%) 677 ( 83.4%) 671 ( 82.9%) 334 ( 84.6%) 2355 ( 83.7%)
Race
White 618 (77.5%) 628 ( 77.3%) 598 ( 73.9%) 305 (1 77.2%) 2149 ( 76.4%)
Black/African American 128 (16.1%) 133 ( 16.4%) 165 ( 20.4%) 68 ( 17.2%) 494 ( 17.6%)
Native Hawaiian/Pacific Islander 3 ( 0.4%) 2 ( 0.2%) 6 ( 0.7%) 2 ( 0.5%) 13 ( 0.5%)
Asian 17 ( 2.1%) 27 (1 3.3%) 18 ( 2.2%) 11 ( 2.8%) 73 ( 2.6%)
American Indian/Alaska Native 5 ( 0.6%) 11 ( 1.4%) 5 ( 0.6%) 3 ( 0.8%) 24 (1 0.9%)
Other 35 ( 4.4%) 22 (1 2.7%) 28 ( 3.5%) 13 ( 3.3%) 98 ( 3.5%)

a

b

P-value from a two-way analysis of variance with factors of treatment group and analysis center.
P-value from a Cochran-Mantel-Haenszel test, stratified by analysis center.

B 1 7)o a g s 25% SRR Y A L
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% 2.7.3-48 Analysis of Subject Baseline Characteristic((||| | | [ [ [ GGz 20 I Cobined)(Intent-to-Treat Subjects)

Clindamycin Benzoyl Peroxide -
e Gel, 1% Gel, 2.5% Vehicle Gel Total

Variable (N=797) (N=812) (N=809) (N=393) (N=2813) P-Value
Inflammatory Lesion Count

Mean 26.4 26.3 258 26.1 26.2 0.296"

Median 25.0 25.0 25.0 25.0 25.0

Std 6.9 6.8 6.7 6.7 6.8

Range 17.0-42.0 17.0-48.0 17.0-42.0 16.0-41.0 16.0-48.0
Non-Inflammatory Lesion Count

Mean 47.4 453 46.8 44.0 46.2 0.020"

Median 42.0 40.0 41.0 39.0 40.0

Std 214 20.2 212 19.2 20.7

Range 20.0-100.0 20.0-100.0 20.0-100.0 20.0-100.0 20.0-100.0

P-Value® 0.031 0.494 0.006

Total Lesion Count

Mean 73.8 71.6 72.6 70.2 72.3 0.042°
Median 68.0 67.0 67.0 66.0 67.0

Std 239 222 23.6 20.9 229

Range 37.0-140.0 37.0-137.0 37.0-141.0 37.0-128.0 37.0-141.0

P-Value " 0.041 0.238 0.008

P-value from a two-way analysis of variance with factors of treatment group and analysis center.

Pairwise comparisons from a Cochran-Mantel-Haenszel test. stratified by analysis center. limited to the- treatment group paired with each monad and
vehicle treatment group.

B o)~ s 25% R Ry Y A
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% 2.7.3-48 Analysis of Subject Baseline Characteristic({|| | | [ |GGz 2 I Corbined)(Intent-to-Treat Subjects)  (#5%)

Clindamycin Benzoyl Peroxide
e Gel. 1% Gel. 2.5% Vehicle Gel Total
Variable (N=797) (N=812) (N=809) (N=395) (N=2813) P-Value
Global Severity Score
Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0.735°
Almost Clear 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Mild 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Moderate 643 ( 80.7%) 653 (80.4%) 667 (82.4%) 319 (80.8%) 2282 (81.1%)
Severe 154 ( 19.3%) 159 (19.6%) 142 (17.6%) 76 (19.2%) 531 (18.9%)
Very Severe 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
Skin Type
I 27 ( 3.4%) 33 ( 4.1%) 22 ( 2.7%) 15 ( 3.8%) 97 ( 3.4%)
II 147 ( 18.4%) 156 (19.2%) 159 (19.7%) 67 (17.0%) 529 (18.8%)
111 245 ( 30.7%) 250 (30.8%) 245 (30. ‘%) 129 (32.7%) 869 (30.9%)
IV 215 ( 27.0%) 216 (26.6%) 204 (25.2%) 102 (25.8%) 737 (26.2%)
v 102 ( 12.8%) 91 (11.2%) 98 (]2.1%} 55 (13.9%) 346 (12.3%)
VI 61 ( 7.7%) 66 ( 8.1%) 81 (10.0%) 27 ( 6.8%) 235 ( 8.4%)
Dichotomized Skin Type
[ II 1T 419 ( 52.6%) 439 (54.1%) 426 (52.7%) 211 (53.4%) 1495 (53.1%) 0.928*
IV. V. VI 378 ( 47.4%) 373 (45.9%) 383 (47.3%) 184 (46.6%) 1318 (46.9%)

a

P-value from a Cochran-Mantel-Haenszel test, stratified by analysis center.

B 1% 7V 2ot v 25% iRk Y A AL
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