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19,375 patients were enrolled.

2,063 patients were excluded from analysis.
- 1,217 patients*: start of administration before survey period
- 789 patients: unassessable safety and efficacy because of failure of follow-up

*

- 55 patients: overlapped
- 2 patients: for other reasons ¥
. Such patients were excluded collectively from analysis throughout the

survey.

7. 1 patient: unassessable because administration was discontinued since

other medication was under way.
1 patient: no incompliance because the patient thought that the drug was
ineffective and decided to discontinue.

17,312 patients were subjected to analysis.

9 patients were excluded from safety
evaluation

- 9 patients: because of failure of follow-up

- 202 patients: failure of follow-up
- 768 patients: off-label use of the drug

970 patients were excluded form efficacy analysis.

17,303 patients were subjected to safety analysis.

16,342 patients were subjected to efficacy analysis.

Fig. 1.

Breakdown of patients.
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Table 1. Incidence of adverse drug reactions stratified by patient demography
Ttem Stratum Incidence of adverse durg reactions (%)
All patients 17,303
male 7,970 (46.06)
Gender
female 9,333 (53.94)
<16 529 (3.06)
16 <25 2,020 (11.67)
25< <35 3,210 (18.55)
35 <45 2,444 (14.12)
Age (years) 45< <55 2,423 (14.00)
55< <65 2,567 (14.84)
65= <75 2,457 (14.20)
75< 1,651 (9.54)
unknown 7 (0.04)
superficial suppurative 1,957 (11.31)
surgical 1,164 (6.73)
respiratory 9,756 (56.38)
urinary tract 1,681 (9.72)
Disease gynecological 274 (1.58)
ophthalmologic 591 (3.42)
otorhinolaryngeal 889 (5.14)
dental and oral surgical 357 (2.06)
other 634 (3.66)
absent 13,058 (75.47)
Complications present 3,728 (21.55)
unknown 517 (2.99)
absent 16,622 (96.06)
Hyp?rsen.si.tive present 476 (2.75)
predisposition
unknown 205 (1.18)
absent 15,176 (87.71)
f;rzzfsis;:; present 1,972 (11.40)
unknown 155 (0.90)
300< 24 (0.14)
300= <450 591 (3.42)
450= <600 1,038 (6.00)
Daily dosage (mg)
600= <900 15,591 (90.11)
900= 58 (0.34)
unknown 1 (0.01)
<3 2,141 (12.387)
Duration of 4 =7 10,808 (62.46)
administration 8< =14 3,518 (20.33)
(days) 15< 836 (4.83)
30=< 118 (0.68)
no 2,826 (16.33)
Concomitant drugs yes 14,476 (83.66)
unknown 1 (0.01)
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Table 2—-1. Incidence of adverse drug reactions stratified by patient demography

Total in use-results surveillances

Patients subjected to examination 17,303
Patients with ADRs 512
Number of ADR events 566
Incidence of ADRs (%) 2.96
Patients with ADRs*
O ith ADR;
reans wi g (incidence of ADRs %)
Skin and appendages disorders 42 (0.24)
Erythematous rash 1 (0.01)
Eczema 4 (0.02)
Urticaria 8 (0.05)
Ttching 4 (0.02)
Erythema annulare 1 (0.01)
Rash 25 (0.14)
Central and peripheral nervous system disorders 6 (0.03)
Nystagmus 1 (0.01)
Dizziness 6 (0.03)
Autonomic nervous system disorders 2 (0.01)
Palpitation 1 (0.01)
Redness 1 (0.01)
Special senses and other disorders 1 (0.01)
Diminished taste 1 (0.01)
Psychiatric disorders 3 (0.02)
Sleepiness 3 (0.02)
Gastro—intestinal system disorders 412 (2.38)
Gastritis 4 (0.02)
Nausea 13 (0.08)
Vomiting 8 (0.05)
Diarrhea, Loose bowels 363 (2.10)
Cheilitis 2 (0.01)
Stomatitis 3 (0.02)
Stomach discomfort 2 (0.01)
Anorexia 6 (0.03)
Abdominal pain 26 (0.15)
Constipation 4 (0.02)
Abdominal sense of fullness 5 (0.03)
Blood in stool 2 (0.01)
Black stool 1 (0.01)
Coated tongue 1 (0.01)
Gastroenteritis 1 (0.01)
Liver and bilirary system disorders 15 (0.09)
Hepatic function disorder 7 (0.04)
Hepatic injury 3 (0.02)
GOT t 1 (0.01)
GPT t 4 (0.02)
y-GTP t 2 (0.01)
Metabolic and untritional disorders 6 (0.03)
ALPt 1 (0.01)
LDH t 1 (0.01)
Blood uric acid t 1 (0.01)
Serum amylase 1 3 (0.02)

ADRs: adverse drug reactions

*Multiple ADRs experienced by one patient were totaled individually in each corresponding class.
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Table 2-2. Incidence of adverse drug reactions stratified by patient demography

Patients with ADRs*

O ith ADR;
reans wi s (incidence of ADRs %)
Endocrine disorders 1 (0.01)
Gynaecomastia 1 (0.01)
Heart rate and rhythm disorders 1 (0.01)
Ventricular premature contraction 1 (0.01)
RBC disorders 2 (0.01)
Hypochronic anaemia 1 (0.01)
RBC 1 (0.01)
Ht! 1 (0.01)
WBC and RES disorders 2 (0.01)
Leucopenia 1 (0.01)
Abnormal fraction of WBC 1 (0.01)
Platelet, bleeding and clotting disorders 1 (0.01)
Thrombocytopenia 1 (0.01)
Urinary system disorders 12 (0.07)
Blood creatine * 3 0.02)
Urine volume { (0.01)
BUN t 10 (0.06)
Female reproduction disorders 1 (0.01)
Vaginitis 1 (0.01)
General disorders 19 (0.11)
Anaphylaxis 2 (0.01)
Drug allergy 1 (0.01)
Face oedema 2 (0.01)
Headache 3 (0.02)
Pain in face 1 (0.01)
Fever 1 (0.01)
Malaise 3 (0.02)
Oedema 3 (0.02)
Hot flushes 2 (0.01)
Oedema in extremities 1 (0.01)
Condition aggravated 1 (0.01)
Disorders in host defense mechanism 4 (0.02)
Vaginal candidiasis 1 (0.01)
Candidiasis 2 (0.01)
Microbial substitution 1 0.01)

ADRs: adverse drug reactions

*Multiple ADRs experienced by one patient were totaled individually in each corresponding class.
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Table 3. Incidence of adverse drug reactions stratified by patient demography
Item Stratum Incidence of adverse drug reactions (%) %* test
All surveillance 2.96 (512/ 17,303)
male 2.65 211/ 17,970)
Gender p<0.05
female 3.23 301/ 9,333)
<16 0.76 ( 4/ 529)
16 <25 2.52 ( 51/ 2,020)
2= <35 3.68 (118/ 3,210)
3= <45 3.23 (79/ 2,444)
Age (years) n.s
45< <55 2.72 (66/ 2,423)
55< <65 3.04 (78/ 2,562)
65= <75 2.77 (68/ 2,457)
7B 2.91 (48/ 1,651)
absent 2.68 (350/ 13, 058)
p<0.05
present 4.00 (149/ 3,728)
unknown 2.51 (13/ 517)
absent 2.93 477/ 16,274)
p<0.05
hepatic disorders present 4.46 ( 22/ 493)
unknown 2.43 (13/ 536)
Complications
absent 2.93 (484/ 16,528)
p<0.05
renal disorders present 6.01 ( 14/ 233)
unknown 2.58 ( 14/ 542)
absent 2.73 (368/ 13,484)
p<0.05
others present 3.96 (133/ 38,359)
unknown 2.39 (11/ 460)
absent 2.80 (465/ 16, 622)
p<0.05
present 8.82 ( 42/ 476)
Hypersentitive drug 11.69 ( 27/ 231)
predisposition food 12.50 ( 8/ 24)
other 5.88 ( 4/ 68)
unknown 4.76 (w7 147)
absent 2.85 (433/ 15,176)
Preexposure to p<0.05
L. present 3.90 (77/ 1,972)
antibiotics
unknown 1.29 ( 2/ 155)
300< 4.00 (v 25)
300 <450 2.20 ( 13/ 591)
Daily dosage
450< <600 2.70 (28/ 1,038 n.s
(mg)
600= <900 2.98 (465/ 15,591)
900= 8.62 ( 5/ 58)
<3 6.82 (146/ 2,141)
Duration of drug 4< =7 2.43 (263/ 10, 808) £<0.05
administrartion 8 <14 2.27 ( 80/ 3,518)
(days) 15< 2.75 (23/ 836
30=< 3.39 ( 4/ 118)
no 2.48 (70/ 2,826)
n. s
Concomitant drugs | yes 3.05 (442/ 14,476)
unknown ( o/ 1)
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Table 4. Adverse drug reactions categorized by patient demography of hypersensitive predisposition
Incidence of advers drug reactions % (Number of patients')
Predis— skin and autonomic trointestinal " dbili
i astrointestina iver and bilia:
position appendages nervous system & . . v general disorders total
N . disorders system disorders
disorders disorders
Drug 3.03 (7/281) | 0.43 (7/231) | 17.79 (18/231) | 0.43 (1/231) | 0.43 (1/231) | 11.69 (27/231)
Food 4.17 (0/24)| 0.00 (0/24)| 4.17 (1/24)| 0.00 (0/24)| 4.17 (1/ 24) | 12.50 (38 24)
Others® 2.94 (0/68) | 0.00 (0/68) | 2.94 (2/68) | 0.00 (0/68) | 0.00 (0/68) | 5.88 ( 4/ 68)
Unknown 0.00 (11/147) | 0.00 (10/147) | 4.08 (6/147) | 0.00 (0/147) | 0.68 (0/147) | 4.76 (17/147)
Duplicate | 16.67 (1/ 6| 0.00 (o/ 6| 0.00 (o/ 6| 0.00 (o/ 6)| 0.00 (0/ 6)]16.67 (1/ 6

*Pollen, house dust, and others ‘Contains multiple entries

Table 5. Adverse drug reactions categorized by causal agent of hypersensitive
predisposition
Drug® Incidence of adverse drug reactions (%)
ru
& (Number of patients')
Drug for central nervous system 7.62 ( 8/105)
Analgesic antipyretic antiphlogistic drug 7.61 (7/92)
Cold and cough preparations 9.09 (1/ 11)
Antibiotics 16.25 (13/ 80)
Penicillin 14.81  (4/27)
Cephem 9.09 ( 2/ 22)
Carbapenems 0.00 (o/ 2
Chemotherapeutic agent 36. 36 ( 6/ 30)

*The medicine of 10 or more examples is indicated according to an effect—of-a—

medicine classification
‘Contains multiple entry



VOL.50 NO.11 Faropenem i Fil 135 i 2 817
Table 6. Time of adverse durg reactions occurrence
Duration of administration until ADRs occurrence (day)
Start 8 14 15 day
of 1 day 2 day 3 day 4 day 5 day 6 day 7 day d or Total
admin a lomger
No. of ADRs 40 136 148 86 23 13 9 14 5 508
(Accumulation %) (7.87) (84.65) | (63.78) | (80.71) | (87.40) | (91.93) | (94.49) | (96.26) | (99.02) (100)

ADRs: adverse drug reactions
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(146 $1/2,141 1) T, MO 5 (4~7 H# 2.43
% (263 $1/10, 545 $1), 8~14 H#E 2.27% (80 $1/3, 438
Bl) 72 &) \ZHREPo T,

Table 6 (2 AHI IR FIAE ORITEHFEH T TORM %
AT BIEHSEBAER O 63.8% (324 #1/508 Bl) 128
WG BEA S 3 HEAWICEITEHI 2SS L 72,

3) FLREREATLERICBITLEENE

ERTL0RIT L@ LRI BRI, 16k
Wiz bk & 3% it TR IZMMAE TH > 720 16 AT D
NRTOREIERFEEERIE, 0.76% (4 51/529 ) TH
D, MOERRE I LBERRD - 720 MR TORIE
FZEBER] 4 B, W3 I D B CARA I EE L
TWwiz, ¥72, 65U EOBEMEIL 4,108 6 TH Y,
FOH)L T EIX 1,645 B TH o720 65U ES
XU 75 U LoRER BRI Th 2.82% (116
#1/4,108 #1), 2.91% (48%i/1,651%1) T & v, 65
i A i 0 BI VR JH 56 L% 3.00% (396 $1/13,188 fil) &
o7z, FEE TR L 22 EHE R REIEHIE TR,
REBEAL, BEBRAEOZL 1GTH -7,

MR IR B 62 Bl 5 HBERHAEICH A Sk
Mol 261 K< 60 BIZOWT, ZDHORE (LR
Rl ARG, IENRETR) R L7, BkBEL &
Morzl), WEDDZDRDOINNPHER TS Rh otz
HEBI 5 B % B < 55 B B\ TS AKI IR T 15 0 -1k

R, WEIRRIZOWTERFIEZRO SN ah oz, £z,
EBED 72 OFERTE oo 729EH 7 BB X O -
HE B 6 B % Bz < 47 Pl A RIS W T b ARHIC
B2 L b EFIIRDOON LD o7,

4) A TH

© T, BRAEOFEILIRN

THI - BREDOFEBLEIL 2.10% (363 $1/17, 303 BI) T,
B ORI 3.17% (70 B1/2,207 B) (ZH~EKD >
725

JER O EIEE % Table 7 127836 FHI - BAE D 80%
VEAEMTH D, TN ERFEHBZIEAF O RS
EHRIC X D L7z, EE L 2601, AF LR
ZRL, BRPIERIMEL 720 — 7, RREEO 1
BE, AFRERLE 3 HEIERDZFEB L, 5%AE 2%
TOHMEEMES 2 E T 24 HEPGHGE L7z BRYLE
AR L 72 2SEEREIR IS F-BE L, 2 0% oM R
TEXLRDP o7,

TH - O BFEEFIFEBIRIZ, SR LX)
HERENEAET2EETHL, 72, 900 mg/H %@
AAEARERS LB CRIMEH RS 6.90% (4 1/
58 ) L Eh o7z,

Table 8 |2 T #i - B S BUEF 0¥ G-k fe - H k5
RIVEHZE 2 S - B2 AT 5 TOHEERT,
5 THkfe ] BEClE, AIVEHZEBI%3 HH £ TIZ43.6
%, THHZTIZ89.83% MEHEL. —F, [Hik] #
TlE, MR FERZ3SHHE £ TIZ63.2%, THHZ T
12.92.97% A3mIAE L 72,

Table 9 {Z T - SAFBIVEF BT 5 BmEO A ER)
WCEIWER S O B - BIRE R T 5 TOHEER
T ARBOIE T, RMEHZH%L 3 HE £ TI247.27

Table 7. Severity of diarrhoea and loose bowels
Number of patients with ADRs (Incidence of ADRs %)
Total
serious moderate mild
Diarrhoea 2 (0.70%) 39 (13.59%) 246 (85.71%) 287
Loose bowels 0 2 (2.63%) 74 (97.37%) 76
Total 2 (0.55%) 41 (11.29%) 320 (88.15%) 363

ADRs: adverse drug reactions
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Table 8. Days required for recovery or improvement of diarrhoea and loose bowels categorized by change of administration regimen
Administration of FRPM*
Total
continued dosage decreased discontinued
0 5 (1.52) 0 0 5 (2.70)
1 47 (15.76) 11 (7.86) 0 36 (22.16)
N 2 80 (40.00) 29 (28.57) 3 (60. 00) 48 (48.11)
:;z o 3 51 (55.45) 21 (43.57) 2 (100) 28 (63.24)
% g 4 54 (71.82) 32 (66.43) 0 22 (75.14)
% ;‘3 5 30 (80.91) 17 (78.57) 0 13 (82.16)
a 6 17 (86.06) 7 (83.57) 0 10 (87.57)
7 18 (91.52) 8 (89.29) 0 10 (92.97)
8~ 28 (100) 15 (100) 0 13 (100)
Total 330 140 5 185

(' ): Accumulation %

*Patients for whom administration of FRPM was terminated before the onset adverse events were excluded

Table 9. Days required for recovery or improvement of diarrhoea and loose bowels categorized by presence
or absence of treatment
Treatment
Total
absent present
0 5 (1.45) 5 (2.14) 0
1 52 (16.57) 39 (18.80) 13 (11.82)
2 82 (40.41) 59 (44.02) 23 (32.73)
E g 3 53 (55.81) 37 (59.83) 16 (47.27)
% § 4 57 (72.38) 33 (73.93) 24 (69.09)
E‘ & 5 30 (81.10) 22 (83.33) 8 (76.36)
6 17 (86.25) 11 (88.03) 6 (81.82)
7 18 (91.28) 11 (92.74) 7 (88.18)
8~ 30 (100) 17 (100) 13 (100)
Total 344 234 110
(' ): Accumulation %
%, THHETIZ88.18% MMM L 7z —75, ] B 5.05% (6661/1,307 Bl) THY, ThTHAKEREDM

T, BIEMZH%Z3HH £TI259.83%, THHE T
12 92.74% SR L 726

@ EHRERCBXITTRE

KRIFAE DR VR GIER] 17,308 Fldh, AH| D%
Lpiftk & b BUN 29l & 7z 611d 1,300 B, 7 L
7 F = EDNHE S NERL 1,307 FITH - 72,
BARRERA I O B AT, REHEOEHRE K E il
RTOEFEZER L2300 L, 2095, H5HiD
IEHE TGS 2 VIR GERRAEMHE Zo72b D, F
723, BHAISREHE TR TS VIIHRGHS STk
AL-bDERFEEHI L L THEF L.

ZORFE, BUN, 7 L7 F = VO EREREMRA 2
WEABRBEEE, Fh#*N110.38% (135 51/1,300 #1),

# 9.49% (152 #1/1,601 ) , 6.23% (99 #i/1, 588 #)
ERRRETH - 720

TR MR O BFE I AR A T 1041 (BUN L
A10fF, 7V7F=v LA M) PHESNTVEH,
WELDLDIFRL, WERIZOVWTD, KA X B0
BRI KR EVE SNTIERMEZLBDOATH - 720 72,
NS BB MR A S O RIVE R BLER KRR O F A
EERII LT,

3. K

1) B B R R R 2

AR PESEAT R G5 16, 342 B 330 2 FEIR - BT
HRFIE, N FN91.11%~98.60%, 85.00%~100
% (Table 10) T&H - 72,
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Table 10. Efficacy stratified by disease
Therapeutic Disease Rate of ?fﬁcacy in Rat.e of efficacy in
area therapeutic area (%) disease® (%)
acne pustular 90.91 ( 100/ 110)
acne conglobata 85.00 ( 34/ 40)
folliculitis 95.08 ( 174/ 183)
boils 5.80 ( 228/ 238)
furunculosis 92.98 ( 53/ 57)
carbuncles 96.67 ( 29/ 30)
impetigo contagiosa 96.36 ( 53/ 55)
erysipelas 100.0 ( 17/ 17)
Superficial
suppurative phlegmon 95.81 (1,857/1,957) 96.92 ( 189/ 195)
lymphangitis (lymphadenitis) 96.43 ( 135/ 140)
whitlow 96.43 ( 162/ 168)
i;gf:;;ivi:;mycma 96.12 ( 223/ 232)
subcutaneous abscess 96.03 ( 145/ 151)
hidradenitis — 7 8
infectious atheroma 96.79 ( 362/ 374)
pyoderma chronica — ( 8/ 9)
mastitis 97.67 ( 42/ 43)
Surgical periproctal abscess 98.45 (1,146/1.164) 96.23 ( 51/ 53)
:f:;ii?l secondary 98.60 (1,053/1,068)
pharyngolaryngitis 95.87 (4,250/4,433)
acute bronchitis 94.12 (3,923/4,168)
Respiratory tonsillitis 95.07 (9,257/9,756) 96.16 (1,627/1,692)
pneumonia 87.54 ( 288/ 329)
lung suppurations — ( 8 9
prelonephritis 92.99 ( 146/ 157)
cystitis 95.05 (1,306/1,374)
Urinary tract 94.35 (1,586/1,681)
prostatitis 89.19 ( 132/ 148)
epididymitis 94.12 ( 32/ 34)
adnexitis 95.83 ( 115/ 120)
Gynecological intrauterine infection 96.72 ( 265/ 274) 97.41 ( 113/ 116)
brtholinitis 98.04 ( 50/ 51)
blepharitis 93.02 ( 40/ 43)
sty 64.32 ( 332/ 352)
dacryocystitis 100.0 ( 23/ 23)
Ophthalmologic 95.43 ( 564/ 591)
tarsitis 95.00 ( 57/ 60)
keratitis 100.0 ( 40/ 40)
corneal ulcer 98.86 ( 87/ 88)
otitis externa 91.37 ( 127/ 139)
Otorhinolaryngeal otitis media 91.11 ( 810/ 889) 90.08 ( 318/ 353)
sinusitis 91.80 ( 414/ 451)
inflammation of periodontal tissue 97.69 ( 169/ 173)
Den:igaitglt’ral pericoronitis 98.6 ( 352/ 357) 99.07 ( 107/ 108)
inflammation of the jaw 98.78 ( 81/ 82)

*Duplication occurs because some patient had more than one diagnosis

' (Superficial) Secondary infection of external wounds, burns and operation incisions
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2) R R

SEEBAIMIE B < 17, 303 B CHIH SF IR A % 17 -
7IEBIIE 1,952 B (FEHiH 11.28%) THo720 TD 9
HHIEE LS SN h o FER D 5 WIZER B AR E
TELRDo HEMIE3TTHITH > 720 KFAETIE, H
BIZoWTIE#AELZ LTwinid, AR KE D
Al 2 S N 7E B & o G BRIR R A D W TRRES L 72,
FRE OB L OCHERE T & OFR)M% Table 11
RS BHBENOAEMEICB T, WSS 2L R
5 7B LTI RERIE %2 B & 90% DL Lo AR %
GNERS

Wi ERE AN & SN B EBDOAERFIL 86.67%
(39 B/45 Bl) LARWKERE 7o 720 MISEREHRR &
ENDERIER 6 BID D B, 1FILEISHTDH 5 %
ZPFLCTOBIERITH Y, 1 BHIHGRERTE O 12 8
NEFETHLFT Y P EFRABEIRERHE 2o TV DI
BITH o7z TNOHDIER %R TZHEDOARFI
91.11% (416l/45 %) L%V, TOMOFHER L #HM L
ol

3) AWM BEEEZ D EEZ SN EROME
AR L, BEE KT E N 2175 72
(Table 12) o MFMAIIICH B2 2HF00 LN H I,
AR, BRI - AOHEO AR, AR IUEYE O

FIER, ZSHENTH 7225 WTFhoBEIcBnT
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WCHIBEE 2 2 b D TR Rd o7

Im. = =

3RO REVEREIRT 5720, B ToORENRER
RFR R B VTR STKEEENEINTW D
A, FEOKBHFED 72 DIATbN L HERRBE T, %
RGN, etz bzl oN50 GEFE
A, EERGIR, PEHEORIKR, GHELXET5H
FHRN R BE OB, LERORIN R L) OTICER
ENBI DS, KEBEIIBITAEEM R EICHETS
R {E QA R N s R EG= i A

L7235 T, MRBICBWTIE, EREETICBITS
e, AR EoBmENEL, L, chbo
TR A BRI EYN IRt 2 2 L sk D, RIS
OBMIERFEHOMREZXL Z EPEETH 5,

A, REEBRB D)) & 15 R IR A 2 R L,
%7 20,000 BIOREGI A2 L L, EHEBIYIC BT 5241,
BRI DWW T ORI Z 1572

(Zatt)

FRPM (38l EGRGFR AR IC B W CIRIA W BB L U
FHRIMHEH SN, REMWMBTTSR 17,303 EFIC BT 5
RBITER SR, 2.96% TH Y, KA BI 2 EIE

Table 11. Efficacy stratified by causative bacteria
Bacterial species Rate of efficacy (%) '

Staphylococcus spp. [MRSA included] 94.12(352/374) [65.52 (19/29) ]
E « | Streptococcus sp. 94. 30 (215/228)
|§~ % Streptococcus pneumoniae 86.67 (39/ 45)
Eﬁ = Enterococcus faecalis 93.33 ( 56/ 60)
other gram—positive bacteria* 92.65 (126/136)
Moraxella (Branhamella) catarrhalis 100.0 (12/ 12)
_g Escherichia coli 96. 64 (403/417)
% Citorobacter sp. 100.0 ( 16/ 16)
E Klebsiella sp. 98.44 ( 63/ 64)
% Enterobacter sp. 90.48 (19/ 21)
IE Proteus mirabilis 100.0 ( 15/ 15)
S Haemophilus influenzae 90.48 (38/ 42)
other gram—positive bacteria* 82.96 (185/223)
Peptostreptococcus sp. — (9 9
—é Propionibacterium acnes — (o 1
;E Bacteroides sp. 100.0 (11/ 11
other gram—positive bacteria* — ( 5/ 6)
Unidentified bacteria, fungi, etc 87.50 (21/ 24)

*Bacteria species for which FRPM is not applicable
‘Cases used for analysis of efficacy are included
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Table 12. Efficacy stratified by patient demographic characteristics
Ttem Rate of efficacy (%) ¥ test
Sex male 95.18 (7,146/ 17,508)
female 95.38 (18,426/ 8,834) e
<16 97.03 ( 359/ 370)
16= <25 96. 46 (1,828/ 1,895)
25 <35 95.27 (12,920/ 3,065)
3= <45 95.08 (2,201/ 2,315)
(ig;) 45< <55 95.11 (2,160/ 2,271)
55= <65 95.28 (12,322/ 2,437)
65= <75 95.69 (2,221/ 2,231)
5= 93.35 (1,431/ 1,533)
no record 100.0 ( 7/ 7)
Complications absent 95.99 (11, 862/ 12,357) 5<0.05
present 93.10 (3,250/ 3,491)
no record 93.12 ( 460/ 494)
Hepatic disorders absent 95. 45 (14,668/ 15,367)
present 92.41 ( 426/ 461 p<0-05
unknown 92.98 ( 471/ 513)
no record 100.0 ( 1/ 1)
Renal disorders absent 95.40 (14,897/ 15,615)
present 91.75 ( 189/  206) p=0-05
unknown 93.26 ( 484/ 519)
no record 100.0 ( 2/ 2)
Others absent 95.89 (12,227/ 12,751)
present 93.11 (2,934/ 3,151) pe0-05
unknown 93.35 ( 407/ 436)
no record 100.0 ( 4/ 4)
Hypersensitive absent 95.28 (14,975/ 15,717)
predisposition present 95.19 ( 416/  437) e
unknown 96. 26 ( 180/ 187)
no record 100.0 ( 1/ 1)
Preexposure absent 95.67 (18,757/ 14,379)
to antibiotics present 92.03 ( 1,675/ 1,820) p=0-05
unknown 97.87 ( 138/ 141)
no record 100.0 ( 2/ 2)
Daily dosage 300< 90.0 ( 18/ 20)
(mg) 300= <450 94.59 ( 525/ 555)
450= <600 94. 39 ( 908/ 962) n.s
600= <900 95.40 (14,075/ 14,754)
900= 92.00 ( 46/ 50)
no record 0.00 ( 0/ 1)
Duration of <38 94.06 (1,805/ 1,919)
administration (day) 4= =7 95.55 (9,798/ 10,254)
8= =14 95. 65 (3,236/ 3,383) p<0-05
15= 93.26 ( 1733/ 786)
Concomitant drugs absent 95.90 (2,571/ 2,681) s
present 95.17 (13,000/ 13,660)
no record 100.0 ( 1/ 1)
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Appendix 1.

Incidence of adverse drug reactions stratified by patient demography in premarketing study

Total in pre-marketing study

Patients subjected to examination 2,207

Patients with ADRs 127

Number of ADR events 150

Incidence of ADRs (%) 5.75

o ith ADR Patients with ADRs*

reans wi s (incidence of ADRs, %)

Skin and appendages disorders 18 (0.82)
Ttching 5 (0.23)
Rash 13 (0.59)
Nail discolouration 1 (0.05)

Central and peripheral nervous system disorders 2 (0.09)
Dizziness 2 (0.09)

Autonomic nervous system disorders 1 (0.05)
Redness 1 (0.05)

Special senses and other disorders 1 (0.05)
Eye pain 1 (0.05)

Psychiatric disorders 1 (0.05)
Sleepiness 1 (0.05)

Gastro—intestinal system disorders 101 (4.58)
Nausea 12 (0.54)
Vomiting (0.23)
Angular stomatitis 1 (0.05)
Diarrhea, Loose bowels 70 (3.17)
Gastrointestinal upset 2 (0.09)
Anorexia 4 (0.18)
Abdominal pain 19 (0.86)
Abdominal sense of fullness (0.18)
Dry lip 1 (0.05)
Gastroenteropathy 1 (0.05)

General disorders 7 (0.32)
Face oedema 1 (0.05)
Headache 1 (0.05)
Fever 1 (0.05)
Hot flashes 3 (0.14)
Oedema in extremites 1 (0.05)

ADRs: adverse drug reactions

*Multiple ADRs experienced by one patient were totaled individually in each correspondig class

M5B 5.75% (280 #1/2, 207 #1) (Appendix 1) 2}t
LT, e oz,
FARRVERNE, T - B 2 & oW LRk E A% 2.38
%, 5B 7% EDORNE « B R GEREE D 0.24%, —#k
M4 B REEIL 0.11%, i - JREREEEILX 0.09% TH
o572 BWEHONESB L OEIMIE, KRS ZE X R
726

BEEFONE R OF R, BITEHBBRICHEED
RO LN BEE R, MR, FiEn, G0HE, FEE
%ﬁm,ﬁﬁﬁiﬁ,méﬁﬁ,ﬁ&%%%f%oto

INLOBETFED ) HBBEERNEET L HEI
WT, BARZHEICHOBHE, FIZp-57% Aw%b
of UClit: 2R+ BE CRTER IR SR L &
5720 BATORMA LOEBEICRHBEL TWDE X HITp-F
7 5 HRIEITH L CHEBUE O BEHRE O H 2 BE O AH
OFHICBLTIERLZET L EEX NI,

%O)WJ HRIClE, ZHICRIER BRI A RICE
o720, BEOBLIEFIZBWTLEIE - 72U
i EHE Ao 5 2 L3 TE L d o7

HEOHED TH] #E, NEIICKREZEETZRL, T
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Appendix 2. Efficacy stratified by disease in premarketing study

Therapeutic area Disease Rate of z.efﬁcacy in Rat.e of efficacy in
therapeutic area (%) disease* (%)

acne pustular 75.00 ( 15/ 20)
acne conglobata — (1 1
folliculitis 95.45 (21/ 22)
boils 96.08 ( 49/ 51)
furunculosis 78.57 (11/ 14)
carbuncles — ( 4/ 4
impetigo contagiosa 88.89 ( 16/ 18)
Superﬁci.al erysipelas 87 96 (285/324) 90. 00 ( 9/ 10)
suppurative phlegmon 96.30 ( 26/ 27)
lymphangitis (lymphadenitis) 100.0 (12/ 12)
whitlow — ( 5/ 6)
suppurative onychia (paronychia) — (8 8
subcutaneous abscess 87.50 (21/ 24)
hidradenitis — ( 5/ 6)
infectious atheroma 90. 28 ( 81/ 98)
pyoderma chronica — (1 3
mastitis 80. 00 ( 8/10)
Surgical periproctal abscess 90.98 ( 65/ 72) 100.0 (21/ 21)
lsnufz:;i:al secondary 87.80 ( 36/ 41)
pharyngolaryngitis 84.00 (21/ 25)
acute bronchitis 82.43 ( 61/ 74)
Respiratory tonsillitis 86.23 (332/385) 90.41 ( 66/ 73)
pneumonia 86.32 (183/212)
lung suppurations — (11
prelonephritis 62.22 ( 56/ 90)
cystitis 79.30 (318/401)

Urinary tract 717.07 (410/532)
prostatitis 81.82 (18/ 22)
epididymitis 94.74 (18/ 19)
adnexitis 84.62 (22/ 26)
Gynecological intrauterine infection 88.79 (195/107) 93.75 ( 45/ 48)
brtholinitis 84.85 (28/ 33)
blepharitis (8 8
hordeolum 95.00 (19/ 20)
dacryocystitis 82.61 (19/ 23)

Ophthalmologic 89.32 (192/103)
tarsitis 100.0 (18/ 18)
keratitis 90.00 ( 18/ 20)
corneal ulcer 71.43 ( 10/ 14)
otitis externa 83.33 (20/ 24)
Otorhino-laryngeal | otitis media 68. 82 (117/170) 65.00 ( 65/100)
sinusitis 69. 57 ( 82/ 46)
inflammation of periodontal tissue 86.49 (132/ 387)

Dental and oral " .

surgical pericoronitis 86.84 (199/114) 88.89 ( 24/ 27)
inflammation of the jaw 86.00 ( 43/ 50)

*Duplication occurs because some patient had more than one diagnosis
"Superficial secondary infection of external wounds, burns, and surgical incisions
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1) BEHE &, MEERT, fHHEEAR) M, i SY 5555
ORBENIUE T & EWFENZE M, Chemotherapy
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Faropenem: A postmarketing surveillance review of 19, 375 cases

Hiroaki Kubota’, Shigeko Tsutsumi’, Atsushi Hikita", Kazuteru Funahashi',
Naoko Komano”, Yukio Kubota” and Taiichi Kajiura”

YDrug safety and postmarketing surveillance pharmaceutical Div., SUNTORY Ltd., Kojimachi MT BLDG,
No 31, 4F, 5-7-2 Kojimachi Chiyoda—ku, Tokyo 102-8530, Japan
?QA & RA Div., Dept. of PMS, Yamanouchi Pharmaceutical Co., Ltd.

We conducted a Use—Results Surveillance study of Farom® tablet (faropenem, FRPM) in the first four
years after its launch in 1997, covering 19, 375 cases at 2, 826 institutions nationmide. Of these, safety
analyzed in 17, 303 and efficay in 16, 324 excluding inappropriate cases for reasons such as the cases given
FRPM off the specified surveillance period. Results were as follows.

1. The incidence of adverse events associated with the use of FRPM (including abnormal laboratory
findings) was 2.96% (512 cases), lower than 5.75% (127 of 2,207 cases) in premarketing studies. Major
adverse event were gastrointestinal disorders at 2.38% (412 cases) including diarrhoea and loose bowels
(2.1%) ; skin and appendages disorders at 0.24% (42 cases) including rash. The incidence of diarrhoea and
stools loose was lower compared with the reported in premarketing studies. Any symptoms were mild, and
resolved by early termination of use. A higher incidence of adverse drug reactions were observed in
patients with hypersensitive predisposition and those given 900 mg/day of FRPM. We confirmed that
adverse drug reactions to less than three days of medication starts.

2. FRPM efficacy exceeded 85.0% for all indication, similar to those observed in premarketing studies.



