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follow-up.

- 1 patient: overlapped

204 patients were excluded from the analysis:
- 191 patients : safety and efficacy unassessable because of failure to return for the
- 5 patients : deviation from sequential enrollment.

- 5 patients : no intake.

- 2 patients : started administration before the contracted survey period.

3,619 patients were subjected to analysis.

6 patients were excluded from safety analysis
due to failure of follow-up.

195 patients were excluded from the efficacy analysis.

- 122 patients : off-label use.
- 73 patients : efficacy unassessable.
-+ 19 patients : change to other hospitals (departments) or
failure to visit.
+ 18 patients : administration was discontinued due to adverse
events.
+ 16 patients : because of concomitant drugs.
- 7 patients : insufficient intake.

+ 13 patients : other reasons.

3,613 patients were subjected to the safety

analysis. analysis.

3,424 patients were subjected to the efficacy

Fig. 1.

Breakdown of patients.
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Table 1. Incidence of ADRs by patient demography
Stastical
Item Stratum Incidence of ADRs (%) analysis
(x* test)
Total patients 10.16 367 / 3,613
male 11.23 218 / 1,942
Gender p<0.05
female 8.92 149 / 1,671
younger than 1 18.44 52 / 282
1-2 14.77 176 / 1,192
3-5 7.48 104 / 1,390
Age p<0.05
6-11 4.58 32 / 699
12-15 3.03 1/ 33
16 or older 11.76 2 / 17
in 12.07 7/ 58
In—out patients out 10.13 354 / 3,494 n.s
in&out 9.84 6 / 61
serious 9.47 9 / 95
) moderate 10. 87 197 / 1,812 n.s
Severity -
mild 9.44 161 / 1,705
unknown — 0/ 1
absent 10. 16 310 / 3,050
n.s
present 10.07 41 / 407
unknown 10.26 16 / 156
renal disorder absent 10. 16 310 / 3,424
n.s
present 5.88 41 / 17
unknown 10.47 16 / 172
Complications
hepatic disorder  absent 10.15 348 / 3,430
n.s
present 10. 00 1/ 10
unknown 10. 40 18 / 173
others absent 10.18 315 / 3,094
n.s
present 9.97 39 / 391
unknown 10.16 13 / 128
absent 9.79 307 / 3,137
n.s
Past disease present 12.36 56 / 453
unknown 17.389 4 / 23
- absent 10.02 340 / 3,392
iti n.s
YPETSERSIVE [ esent 14.29 21 / 147
predisposition
unknown 8.11 6 / 74
b absent 9.46 266 / 2,811 <0.05
- t .
re e),(pf)Sl‘lre ° present 12.71 98 / 771 P
antibiotics
unknown 9.68 3/ 31
lower than 2 0.00 0o/ 9
2 (incl.) —4 (excl.) 6.80 24 / 353
4 (incl.) -6 (excl.) 10.49 317 / 3,030 s
Dosage (mg/kg) 6 (incl) -9 (excl.) 13.66 22 / 161
9 (incl.) -11 (excl.) 7.41 2/ 27
11 or higher — 0/ 3
unknown* 6.67 2/ 30
3orless 13.33 7% / 570
) 4-7 9.69 218 / 2,250
Duration of 8-14 9.81 71/ 724 p<0.05
administration
15 or more 2.94 / 68
(days)
[30 or more] — / 2
unknown — 0/ 1
no 6.42 24 / 374
Concomitant drugs p<0.05
yes 10. 59 343 / 3,239

*Dosage per body weight is not available because body weight was not measured.
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Table 2. Incidences of ADRs stratified by organs with ADRs
Total in use-results
survellances
Patients subjected to examination 3,613
Patients with ADRs 367
Number of ADR events 382
Incidence of ADRs (%) 10. 16
Organs with ADRs (eidonas of DR, 7
Skin and appendages disorders 14 (0.39)
Rash 10 (0.28)
Urticaria 3 (0.08)
Eruption 1 (0.03)
Psychlatric disorders 1 (0.03)
Sleep disorder 1 (0.03)
Gastro—intestinal system disorders 354 (9.80)
Diarrhea** 349 (9.66)
Vomiting 4 0.11)
Nausea 1 (0.03)
Constipation 2 (0.06)
Enterocolitis 2 (0.06)
Abdominal pain 1 (0.03)
Defecation frequency t 1 (0.03)
Liver and biliary system disorders 2 (0.06)
Hepatic function disorder 2 (0.06)
General disorders 3 (0.08)
Fever 2 (0.06)
Discomfort 1 (0.03)
Disorders in host defense mechanism 1 (0.03)
Candidiasis 1 (0.03)

ADRs: adverse drug reactions

*Multiple ADRs experienced by 1 patient were totaled individually in

each corresponding class.

**included with loose bowels, caddy stools and watery stools.
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Table 3. Incidence and occurrence timing of diarrhea and loose bowels by drug administration duration
Duration of drug administration to occurrence
St::t;ng dayl | day2 | day3 Zﬁi day 8= | unknown fotal
Number of patients with diarrhea and loose bowels 37 107 119 45 33 2 6 349
Cumulative ratio (%) 10.8 42.0 76.7 89.8 99.4 100 — —
Number of patients administered 3,612 3,042 792 1 3,613
Incidence (%) 8.53 (308/3,612) 1.08 0.25 — 9.66

Table 4. The comparison before and after administration of the number of defecations according according to the condition of the stools

Condition of stool Average frequency of defecation
Number of patients
before administration after administration before administered behind administered

loose bowels 107 1.08 2.57
Normal caddy stools 79 1.19 3.38
watery stools 51 1.12 4.31
loose bowels 9 1.67 2.89
Loose bowels caddy stools 8 1.50 3.87
watery stools 11 1.82 4.55
loose bowels 2 5.00 2.00
Caddy stools caddy stools 2 4.00 3.50
watery stools 2 2.50 3.00
Watery stools watery stools 3 3.33 6.67




VOL.51 NO.12 Faropenem fil F U AR A (55 2 ) 787
Table 5. Incidence of diarrhea by patient demography
Stastical
Ttem Stratum Incidence of diarrhea (%) analysis
(x* test)
Total patients 9.69 350 / 3,613
male 10.71 208 / 1,942
Gender p<0.05
female 8.50 142 / 1,671
younger than 1 17.38 49 / 282
1-2 14.26 170 / 1,192
3-5 7.12 99 / 1,390
Age p<0.05
6-11 4.15 29 / 699
12-15 3.03 1/ 33
16 or older 11.76 / 17
in 10. 34 / 58
In—out
. out 9.67 338 / 3,494 n.s
of patients
in&out 9.84 6 / 61
serious 8.42 8 / 95
. moderate 10. 38 188 / 1,812 n.s
Severity
mild 9.03 154 / 1,705
unknown — 0o / 1
absent 9.74 297 / 3,050
n.s
present 9.34 38 / 407
unknown 9.62 15 / 156
renal disorder absent 9.70 332 / 3,430
n.s
present 5.88 1/ 10
o unknown 9.88 17 /173
Complications -
hepatic disorder absent 9.68 332 / 3,094
n.s
present 10.00 1/ 391
unknown 9.83 17 / 128
others absent 9.76 302 / 3,137
n.s
present 9.21 39 / 453
unknown 9.38 12 / 23
absent 9.31 292 / 3,137
n.s
Past disease present 11.92 54 / 453
unknown 17.39 4 / 23
absent 9.61 326 / 3,392
Hypersensitive n.s
K o present 12.24 18 / 147
predisposition
unknown 8.11 6 / 74
absent 9.04 254 / 2,811
Pre—exposure to p<0.05
antibiotics present 12.06 93 / 771
unknown 9.68 / 31
lower then 2 — / 9
2 (incl.) —4 (excl.) 6.52 23 / 353
4 (incl.) -6 (excl.) 9.97 302 / 3,080
n.s
Dosage (mg/kg) 6 (incl.) -9 (excl.) 13.04 21 / 161
9 (incl.) -11 (excl.) 7.41 / 27
11 or higher — / 3
unknown* 6.67 / 30
3orless 11.93 68 / 570
i 4-7 9.47 218 / 2,250
Duration of p<0.05
administration 8-14 9.25 67 / 724
(days) 15 or more 2.86 / 70
unknown — / 1
no 6.15 23/ 374
Concomitant drugs p<0.05
yes 10.10 327 / 8,239

*Dosage per body weight is not available because body weight was not measured.
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The occurrence of diarrhea according to existence of drugs controlling intestinal functions in combined use medication

Combined use medication of drugs .
.. . . Total of patients
controlling intestinal functions

Patients with diarrhea
(incidence of diarrhea, %)

less than 3 years old over 3 years old
absent 2,694 137/1,060 (12.92) 101/1,634 (6.18)
present 919 82/ 414 (19.81) 30/ 505 (5.94)
Table 7. The comparison before and after administration of the condition of stool according to existence of drugs controlling intestinal
functions in combined use medication (less than 3 years old)
After administration Cases (rate)
Number of patients ho did not
who did no
(consitiute ratio, %) loose caddy watery
bewels stools stools get worse
normal 114 (90.5) 53 42 19
loose bowels 9 (7.1) 1 4 4 4/126
g 12/126
_%’ caddy stools 3 (2.4) 0 2 1 (3.17)
o <
% watery stools 0 — 0 0 0
£ total 126 54 48 24
=i
g normal 52 (72.2) 23 18 11
&
2 - loose bowels 14 (19.4) 4 4 6 8/72
£ g 20/72
el 2 caddy stools 4 (5.6) 1 1 2 (11.11)
a (27.8)
watery stools 2 (2.8) 0 0 2
total 72 28 23 21

: Cases who.
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Table 8. The comparison before and after administration of the number of defecations according to the existence of drugs
controlling intestinal functions in combined use medication (less than 3 years old)

Number of defecation after administration Cases (rate)
Number of patients™® .
(consititute ratio, %) who did not
; 0~1 2~3 4~5 6~17 8~ get worse
0~1 90 (81.8) 9 57 21 1 2
g 2~3 20 (18.2) 0 12 4 2 2
:é *qg': 4~5 0 — 20/110 0 0 0 0 0 21/110
Z| 2
g S| 6~7 0 — (18.2) 0 0 0 0 0 (19.09)
k]
2 8~ 0 — 0 0 0 0 0
&
< sub—total 110 9 69 25 3 4
w
<]
£ 0~1 38  (62.3) 2 24 10 2 0
]
ug 2~3 19 (81.1) 1 7 7 2 2
]
S ?, 4~5 3 (4.9) 23/61 1 0 2 0 0 14/61
b} 17}
215 6~ 1 (Le | (37.7) 0 1 0 0 0 (22.95)
3
“ 8~ 0 0 0 0 0 0
sub—total 61 4 32 19 4 2
: The case which got worse.
Table 9. Comparison of the medical treatment method brokendomn by stool condition
Continued Dosage decreased Disontinued Total
Normal 0 — 0 1 — 1
Loose bowels 96 (61.94) 1 (0.65) 58 (87.42) 155
Caddy stools 53  (51.46) 1 (0.97) 49  (47.57) 103
Watery stools 28 (85.44) 0 51 (64.56) 79
Total 177 (52.37) 2 (0.59) 159  (47.04) 338

(' ):Percentage of the medical treatment according to the stool condition

Table 10. Days required for recovery from diarrhea and loose bowels according to the change in administration regimen”*

Day 0 Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Day 7 Day 8- Total
Continued 0 21 35 33 18 16 9 6 19 157
s (0.0) (13.4) | 5.7 | (6.7 | (68.2) | (78.3) | (84.1) | (87.9 | (100.0)
Dosage 0 0 0 0 0 0 0 2 0 2
decreased — — — — — — — (100.0) (100.0)
Diccontinued 0 4 23 29 2 21 10 6 24 141
1 nin
scontinue (0.0) (2.8) 19.1) | 9.7 | G6.m | (71.6) | (8.7 | 8.7 | (100.0)
Total 0 25 58 62 42 37 19 14 43 300
(0.0) (8.3) 27.7) (48.3) (62.3) (74.7) (81.0) (85.7) (100.0)

*14 patients in whom administration of faropenem was terminated before the onset of adverse events, 33 patients were excluded because
the outcome was unknown and 5 patients were excluded because the number of days required for recovery could not be calculated.
(' ):ratio of days required for recovery for each change in administration regimen
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Table 11. Days required for recovery from diarrhea and bowels by presence or absence of treatment™
Day 0 Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Day 7 Day 8= Total
No symptomalic 0 13 30 22 12 7 3 4 12 103
treatment (—) (12.6) (41.7) (63.1) (74.8) (81.6) (84.5) (88.3) (100.0)
Symplomatic 1 14 31 45 34 37 19 11 53 945
treatment (0.4) (6.1) (18.8) (87.1) (51.0) (66.1) (73.9) (78.4) (100.0)
Total 1 27 61 67 46 44 22 15 65 348
o (0.3) (8.0) (25.6) (44.8) (58.0) (70.7) (77.0) (81.3) (100.0)

*33 patients were excluded because the outcome was unknown and 5 patients were excluded because the number of days required for

recovery could not be calculated.
(' ):ratio of days required for recovery by treatment

Table 12. The total of the curative medecine groups according to the stool condition
Stool condition (%)
Curative medicine group*
loose bowels caddy stools watery stools total
Astringent 4 (13.7) 16 (55.17) 9 (31.03) 29
Antidiarrheics 14 (25.00) 16 (28.57) 25 (44.04) 55
Lactobachillus preparations 60 (33.15) 63 (34.81) 58 (32.04) 181
Anticholinergic agents 0 — 1 — 4 — 5
Central nervous system depressants 1 — 2 — 1 — 4
Antidopaminergic agents 0 — 0 — 2 — 2
Lactose solution enzyme medicine 2 — 1 — 2 — 5
Digestants 2 — 1 — 1 — 4
Adsorbent 6 (15.38) 20 (51.28) 13 (33.33) 39
Bactericides 0 — 0 — 1 — 1
Chinese herbal remedies 0 — 0 — 1 — 1
Others 3 (27.27) 2 (18.18) 6 (54.55) 11
Total 92 (27.30) 122 (36.20) 123 (36.50) 337
*Examples of duplication of curative medicine agents are included.
Table 13. Number of days to recovery according to the curative medicine group to diarrhea
Curative medicine agent group”™ 0 day 1 day 2 day 3 day 4 day 5 day 6 day 7day | 8day~ | Total
Lactose solution enzyme medicine ! 13 29 40 51 33 18 1 51 227
(0.4) | (6.2) | (18.9) | (36.6) | (50.2) | (64.8) | (72.7) | (77.5) | (100.0)
0 1 5 13 9 12 3 5 10
Antidiarrheics — | an | a3 | G2e | 4s3 | 6.0 | 741 | 628 |100.0)|
Adsorbent-astringent-bactericides | "o | o7 ol | s | Gew | e | 6o | a0 |
Digestants/Others 0 0 3 3 4 6 3 ! 10 30
— — (10.0) | (20.0) | (33.3) | (53.3) | (63.0) | (66.7) | (100.0)

(' ): The accumulation percentage of the days to the recovery in each group.

*Duplicated cases are included.
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Table 14. Efficacy stratified by disease

Disease Rate of efficacy (%)
Total 3,193/3,424 (93.3)
Superficial suppurative 243/261 (93.1)
folliculitis 11/11 (100.0)
impetigo contagiosa 178/189 (94.2)

phlegmon 8/8 —
lymphangitis (lymphadenitis) 33/39 (84.6)
subcutaneous abscess 15/16 (93.8)
Respiratory 2,395/2,543 (94.2)
pharyngolaryngitis 1,084/1,140 (95.1)
acute bronchitis 970/1,045 (92.8)
tonsillitis 456/480 (95.0)
pneumonia 56/63 (88.9)
Urinary tract 45/48 (93.8)

prelonephritis 4/4 —
cystitis 22/22 (100.0)
other 3/23 (13.0)
Scarlet fever 37/38 (97.4)

Pertussis 5/5 —
Otorhinolaryngeal 656/739 (88.8)
otitis media 437/496  (88.1)
sinustitis 304/344  (88.4)
Dental and oral surgical 15/15 (100.0)
Inflammation of periodontal tissue 15/15 (100.0)

MRS N h o ERH 5 WIZEKHE DR ETE 2 ho
7HREBNE 99 B CTH - 72,
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JR KT B OF #) ML, Haemophilus influenzae % &
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% EABOWEIZ L LR R TH ), G S A
W% D & WL SR YSIE O 89.47% 12k LU H SHIREE
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13 90.00% T o 720 WA EGHEFIRICBWTH 10
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(Table 16) . FAIFWICHE L (p<0.05) HFEDO 5
N7-AEEEBEEZBLIZTEEZONZERIE, 3%
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Table 15. Efficacy stratified by disease according to causative bacreria
Superficial Uri Dental and
Bacterial species upe 1(:1.a Respiratory rmary Scarlet fever| Pertussis |[Otorhinolaryngeall enta a.n Total
suppurative tract oral surgical
Staphylococcus spp. 33/36 15/18 0/1 23/26 71/81
(MRSA included) (91.7) (83.3) (88.5) (87.7)
-E Streptococcus spp. 4/4 81/86 1/1 22/22 45/51 153/164
% (S. pneumoniae included) (94.2) (100.0) (88.2) (93.3)
~
2 S. pneumoniae 34/36 1/1 41/47 76/84
= (PRSP, PISP included) (94.4) (87.2) (90.5)
[=]
%
| 8/10 18/20 26/30
g| PRSP, PISP / / /
& (80.0) (90.0) (86.7)
E. faecalis 3/3 3/3
other gram—positive bacteria 1/2 1/2 2/2 3/3 7/9
9/9 14/15 23/24
M.(B. tarrhai.
s (B.) catarrhais (93.3) (95.8)
Q
S| E coli 7/8 7/8
~
o Citrobacter spp. 1/1 1/1
=
&| P mirabilis 1/1 1/1
<]
' 34/38 23/30 57/68
E H. influenzae / / /
5 (89.5) (76.7) (83.8)
B. perlussis 1/1 1/1

¥ Only Klebsiella spp. is not identified among adaplatation bacterial species of this agent.

? Cases with two or more infections are exncluded.
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Table 16. Efficacy stratified by patients demographic characteristics
Item Number of patients Rate of efficacy (%) x* test
Total 3,424 3,193 93.3
Gender male 1,842 1,724 93.6
female 1,582 1,469 92.9 e
Age (year) younger than 1 255 232 91.0
1-2 1,125 1,027 91.3
3-5 1,332 1,253 94.1
p<0.05
5-11 665 636 95.6
12-15 31 30 96.8
16 or older 16 15 93.8
In—Out in 51 47 92.2
patients out 3,337 3,120 93.5 p<0.05
in©out 36 26 72.2
Severity mild 1,619 1,533 94.7
moderate 1,717 1,586 92.4 p<0.05
serious 87 73 84.0
unknown 1 1 100.0
Complication absent 2,898 2,703 93.3
present 376 351 93.4 e
unknown 150 139 92.7
renal absent 3,245 3,027 93.3
disorder present 14 13 92.9 e
unknown 165 153 92.7
hepatic absent 3,249 3,030 93.3
disorder present 9 8 88.9 e
unknown 166 155 93.4
other absent 2,942 2,745 93.3
present 360 336 93.3 e
unknown 122 112 91.8
Hypersensitive absent 3,215 3,002 93.4
predisposition present 140 126 90.0 e
unknown 69 65 94.2
Pre—exposure to absent 2,687 2,524 94.0
antibiotics present 708 641 90.5 p0-05
unknown 29 28 96.6
Dosage lower than 2 8 8 100.0
(mg/kg) 2 (incl.)—4 (excl.) 333 315 94.6
4 (incl.) -6 (excl.) 2,877 2,683 93.3
6 (incl.) -9 (excl.) 154 135 87.7 e
9 (incl.)-11 (excl.) 22 22 100.0
11 or higher 3 3 100.0
unknown”* 27 27 100.0
Duration of 3orless 518 455 87.9
administration 4-7 2,162 2,032 94.0
(days) 8-14 679 646 95.1 p<0.05
15 or more 64 59 92.2
unknown 1 1 100.0
Concomitant drugs absent 344 322 93.6
present 3,080 2,871 93.2 e

*Dosage per body weight is not available because body weight was not measured.



794 H &K At % # & % & M ik

DEC. 2003

ORLE  (fkfE - Hak) BloRE E ToHEORKIZB W
T GMBBI T O BIENS R 722 L b, KR
Bk W FREBE U L Z0MKRE LTI R2SEEL 72
WREMED E 2 S, AR SILIEMICE S Z oo
s PRI 3 13 & 570 B 2 & & A AR e T
ERI LR YL EZ 5,

G P 56 % b L ICBIBIIC X 5 THORBLT
BighRed B IZHEERIPHIB RO VTR L7z, B3
PRS- OF MR T 3 ML EOBETIE TR OIHEIZ
EIERONLE 57205, SHERMOBETIE [F] BT
HEPEI o, COHBEE LT, 3EEAMOBTIZS
UL EORE L B2 ) P G-RIS FRIEIRDSD > 7261 R HEE
D3 WD DR G- 0 [H ] BEICE RO S
NTBY, THEREZZE LR TVEERLLEINEGET
WRED L ) ITERBIZE > TITICFHZRBHL T2
BN GEN7zbEZ BN, E512, Hothk
B B VIZHEE [ B D AL U R WIEBI OB, BRSO
M50 ] BICHL, TH] BTRMETH-7-2 L
» BRI O G 5L TR ORI T 59 5 1T HE
PeAsE z2 iz,

BBL 2 THOBRIIOWT, FICHLMERAL, XK
WCIRESE, HLE SR, DEHRISH S, Eo
PR O FEALDOREE IS UCIEEE, k832 S o3k
FoOHI TN Tz, HBREORRIR, wIhodk
AL BBOLRARIFTH Y, REFLGRITTHIFEIL 7
BaiE, TNOOEFNZE > THBETRRTHLEEZD
n7z.

Pk, AFEICBIT 2 ZEWOMETORE, Hi-kl
FHIZFRD LN o 727, 3RO BETTHORIA
EHRHWI EDPYD THER SN, 3T, BTOMA R
OEFICHBLEFERERLITo T35, ThbBEC
w3 BRI D 72 o TE TFTHRIDFHIZOWTIERE
EETLEEZ LN

72, AEZGROBEGEOIH RS, THOMER
PHENCHG T B REMAVRIB S, HRERHERELR LICX
DL EDHETHELRIALLTVEERFERELR EICX
D TRAEBE LWL BEIH LTI, FHTHLEE
AN T, FEB LRI LT, #Eik
ROBEALDOFLEE IS U C LB A, IR, 1834
EDO¥ AT X o THRIF 2GR E DT 5 N2 W REMEI IR
Y (I

CHERME)

ARIIL, KRR E TOIEERRER > B L OEIR A5
A 5, NEFIROREITIE OB & 2 5 Tk
HED FEHRERBE I L THROWIE D2 AT 5295,
ANRIEGSE 0 LA BB a2 A3 5 o8 2R
PUEWE & LCIfE I N, RREORKE, REOHIL
BHRITHT B2 HHIL88% ULETH Y, NRICHEHM
RRALEB X OVE HIZIZ DWW T KGR O 1 #k 100%,

87.5% LIZ IO TH o720 F72, HKWHIO
BREIROAMEIC BT, ThHEDTEEELFH TS
57 FUKEE, L UVERkERE, MigikE, KBw, A
YINIUHFHOERRIL83% U ETH o7z,

S. pneumoniae 2SI E S NIIRETOAHRFEIL 89.2
%TH Y, NMNEOEGYE, FICHARHEBIZBVWTZO
M PEAL A3 E & 72 > T 5 PRSP & 4 \» i PISP %% [H
ESINTRBEITH T 2 HRZIL88.9% Tho/zZ &
5, TNOMWHERICH L THEREIIRES N, ok
HR2Y L FEBRICAIED S, pneumoniae (ZXF 3 5 A H M
PR S NTzo E72, KRIEORFHIFA L LT 1998 47>
5 2000 {220 THEHME L 7207 A%k o 3 H) ks iR A
DOREREHREL T 5B A, FRPM @ S. pneumoniae
B LU PRSP, PISP 243 % MICy (3 AKGERE £ TOH
BEHRIFTEA LD %L, B ZT ITRD Hh
Lholzlehbd, LOBEIXRESN,

Vb, AREICBT 2HMEOBET OR, KBk E
TOMKRERE & IZERETHEIIEZED SNL oz FF
2, M L2 E L S L Tw b PRSP B £ OV PISP 12
L CABEIIENEDRTAEONTHEHTHSL Z LA
%E{J\VC“ g f:o

Pilo X512, FRPM/MNEHBA OFETeHk & ) FEit
L7 SRR A L 0, KRB E TICHER SN2 HR)
B L OREND, HHBICBWTOMRSIh, BBR
TIERICH 2 S 2 24 5 2 3B Efliwm S iz,

# &

Fafz 5125720, FRPM /NJE ) o 4 A%
REICZH I, BELT—7 % TREWZEFL
72% K DFATITHESEFLR L LT E5,

X ik

1) MH e, AEERT, SEHE AR BLF, i SY 5555
DRBEE NPT & AW F M ZEM. Chemotherapy
42 (S-1): 183~24,1994

2) PHRE, WA, GREMR, B SY 5555 O in vitro
B L Uin vivo $iHi 1o Chemotherapy 42 (S-1): 51
~171, 1994

3)  KCFAHIBA, DERER, HrbhABHE, fi: SY 5555 OB
AW 2 PUEEH. Chemotherapy 42 (S-1):
38~50, 1994

4) HEXRT, =M M FEROAR L3 SY 5555 O
WM F. Chemotherapy 42 (S-1): 1~12,1994

5) IRAEFEN, AR:mAET, SWE—, b FrEsOR R
2 3E SY 5555 DM 2EMEFlc Chemotherapy 42 (S
—1): 25~37,1994

6) Wi E, W& T, EA)IFEFE, fih: Faropenem
B X OB REGURHE O WK HER 29 % MIC B & O
MBC, Jpn. J. Antibiotics 52: 431~438, 1999

7) Ubukata K, AsahiY, OkuzumiK, etal.: Incidence
of penicillin—resistant Streptococcus pneumoniae in
Japan 1993~1995. J. Infect. Chemother. 2: 177~
184, 1996

8) Ubukata K, Muraki T, Igarashi A, et al.: In vitro

evaluation of the activity of f—lactams, new qui-

i



VOL.51 NO.12

Faropenem fil F U AR A (55 2 )

795

nolones, and the other antimicrobial agents against
Streptococcus pneumoniae. J. Infect. Chemotherpy

4 854> ¥R 94E 3 H 27 HIE%EH 34 FIE A3
B R TR EEm

2: 177~184, 1996 15)  @IINES, NEEE, BRFG, i JEE bR
9) E JE, WAEE, RREE W, At MR Z S WEZOFW -7 xh - FFL7 xh% {LFEDE

% SY 5555 & cefotiam hexitil @ 3% H B SERHHRE DI 12 (S-1): 18~29, 1996

Chemotherapy 42: 616~633, 1994 16) HH i BREICE b %5 BHR/GEI K TR
10) SENIAI—, SPEER, REATLRH, f: BEMeE IR B & g JE. AR 51: 2933~2936, 2002

SEIZX B SY 5555 & Cefotiam—hexitil ® . T & # 17)  ZNUEHE, EHEZ, Al 6, b NE OB AR

LR ER, V6 HIR 56: 300~319, 1994 HEORE L PR, IRIE 14: 589~593, 1985
11)  FEHIRER, M7, PIEsee T, fh: &AM LR 18) ‘A e BEIVEG AR RE B HAREDE

BI04 5 SY 5555 & cefaclor @ . H M H i 3 B, FEIBBERRE Y ) — X No 25 YW e RE 1—hE 5

Chemotherapy 42: 740~1760, 1994 TS RYER —ERERE T T2 &0 T— p.183~184,
12) R, FTEREH, WE W), i 7y exRALR H A& kA, 1999

T4 vy Fo/NBRMERIZ BT 5 ILEE R M E 19) WH 23 NIRRT A8 KGR 2 B 5 cefditoren

HAib# ik 45: 872~890, 1997 pivoxil B X U faropenem D ERIRZ) K 0 ki, H
13) ®OIIBESr, felEsH:, AW, A NERHEIC S 1LigEsxik 49: 45~50, 2001

¥ % Farompenem K Z 1 ¥ 0 v 7 85F o iR HE . 20) WEHFETEE, 4 BA: Faropenem % & 4 Pt W

Jpn. J. Antibiotics 50: 739~755, 1997 KT 2 BRI Bk O &2 . HALH#RAEE 49: 317
14) FHEAEREMOMHBEHESOEEH BT 27 ~326, 2001

Faropenem dry syrup for pediatric: A postmarketing surveillance review of 3, 823 cases

Shigeko Tsutsumi’, Hiroaki Kubota’, Atsushi Hikita", Kazuteru Funahashi’,
Shun—ichi Satoh”, Yukio Kubota”and Taiichi Kajiura®

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

We conducted a Use—Results Surveillance study of Farom® Dry Syrup for Pediatric (faropenem, FRPM)
in the first four years after its launch in 1999, covering 3, 823 cases at 630 institutions nationmide. Of these,
the safety was analyzed in 3, 613 and the efficacy in 3, 424 excluding inappropriate cases. Results were as
follows.

1. The incidence of adverse drug reactions (ADRs) associated with the use of FRPM (including
abnormal laboratory findings) was 10.16% (367 cases) , higher than the 8.18% (48 of 587 cases) recorded
in pre—marketing studies.

2. The main ADRs were 9.80% (354 cases) in gastrointestinal disorders, including 349 cases of
diarrhea, loose bowels, caddy stools and watery stools. Any symptoms were mild, and resolved with early
termination of use. Other ADRs were skin and appendages disorders including rash.

3. FRPM efficacy exceeded 93.3% (3, 193 cases) for all indicatios, similar to those observed in the pre
—marketing studies. For the penicillin-resistant Streptococcus pneumoniae (PRSP) or penicillin—
intermediated S. pneumoniae (PISP), efficacy in otorhinolaryngeal cases was 90.0% (18 of 20 cases).



