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Table 1. Patient profiles
Period I (Jan 2004-Sep 2004) Period 1 (Oct 2004-Apr 2006) )
Item Category Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil
(15 mg/kg) (9 mg/kg) (15 mg/kg) (9 mg/kg)
No. of subjects 33 36 50 50
Gender Male 25 (76) © 24 (67) 27 (54) 38 (76)
Female 8 (24) 12 (33) 23 (46) 12 (24)
Age < 24 months 3(9) 1(3) 1(2) 1(2)
1 year = to < 3 years 13 (39) 9 (25) 18 (36) 20 (40)
3 years = to < 6 years 10 (30) 18 (50) 26 (52) 23 (46)
6 years < 7 (21) 8 (22) 5 (10) 6 (12)
Mean = SD 3.1+2.4 years 4.0 £2.0 years 3.3%2.0 years 3.1+ 1.7 years
Infection Pharyngitis 26 (79) 25 (69) 43 (86) 40 (80)
Pharyngitis + Otitis media 0 3(8) 3 (6) 0
Laryngitis 2 (6) 1(3) 2 (4) 4(8)
Tonsillitis 0 0 0 2 (4)
S. pyogenes infection ¥ 5 (15) 7 (20) 2 (4) 4 (8)
Severity Mild 33 (100) 33 (92) 46 (92) 49 (98)
Moderate 0 3(8) 4(8) 1(2)

3 cefdinir vs cefcapene-pivoxil; NS, ¥ cefdinir vs cefcapene-pivoxil; NS, © percentage, ¥ upper respiratory tract infection caused by

Streptococcus pyogenes

7z, BBREEOEN I MBI 2@ LT, EREOH
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1 H#%45-%1% CFDN #ih (2 7 " > “fik/hNEH 10%)
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517z

3. i IR

xt 4 W B 13 Staphylococcus aureus, Streptococcus pneu-
moniae, Streptococcus pyogenes, Haemophilus influenzae
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O AETHIE L7z SEHNIT LR AR R A 78 SE ks 12 3
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Fig. 1. Bacterial isolation from subjects before cefdinir or cefcapene pivoxil administration.

7169 BITdH o 720 5 2 12 CFDN Mk #E 50 51 (35 12 27
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&L 2R, REB X OEERIIWERICERAELZRD
7o 72 (Tablel),

2. SrEEW

4 1 1-Ci3 41 (CFDN AMiki7E 33 #1, CFPN-PI Mk i
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HIAEHE 23 B DA T 114 B D W T s BRI 50T 12 40
BRI 2 1T > 720 CFDN Mk HE Tld 55 A 5 67 £k,
CFPN-PI AR TUE 59 B2 & 77 A GBES Nize W
N b H. influenzae 3% & % < 77 #ES L, R\ T S. pneu-
moniae, S. aureus T V), TBLERIEREH] C ol WA
HAEEFD LD o 72o CEFDN MK #: 13 CFPN-PI Mk 2%
WA O 5 D 2 EEAE EITNIZH - 7245, T
MICHEEIRD R -7z (Fig. Do

3. ERARANF
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FRRIEIR OYGE IR D —D & L THEREE SR 4 T
DOREHER % Biat L7zo 85 1 i3 CFDN Mk #2810
5 ¥ 51 th ORI O P39 13 3% 517 384C, 5%
36.9C, CFPN-PI MLRL#: T3¢ 5-71 39.3C, #4514 36.6C
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3% 50 386°C, #4514 36.7C, CFPN-PIAKI#E TIZ%
551 39.0C, $#%5-7% 36.8C & 48 1 WAFARICRE S R R EAT
5N (p<0.001) (Table 2),
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FIMEIASTE R d o722 e 5, AR 4132
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Table 2. Change in body temperature before and after cefdinir or cefcapene pivoxil administration
Body temperature (range)
Period I Period I
Administration (Jan 2004-Sep 2004) (Oct 2004-Apr 2006)
Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil
(N = 33) (N = 36) (N = 49) (N = 50)
Before 384+1.0 39.3£0.9 38.6*0.8 39.0+0.8
(40.2-36.4) (41.8-37.6) (41.0-36.8) (40.6-37.0)
After 36.9*0.4 36.6 0.5 36.7+0.8 36.8+0.7
(37.6-36.0) (38.0-35.6) (40.0-35.7) (39.1-35.3)
P¥ < 0.001 < 0.001 < 0.001 < 0.001
¥ before vs after
Table 3. Overall clinical efficacy on Day 5
Period 1 Period T Y Total ©
otal ©
Assessment (Jan 2004-Sep 2004) (Oct 2004-Apr 2006)
of clinical efficacy
Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil
Markedly effective 25 (76) 9 27 (75) 33 (68) 32 (64) 58 (71) 59 (69)
Effective 8 (24) 9 (25) 12 (24) 11 (22) 20 (24) 20 (23)
Slightly effective 0 0 4(8) 2 (4) 4 (5) 2 (2)
Not effective 0 0 0 5 (10) 0 5 (6)
Total 33 36 49 50 82 86

@ cefdinir vs cefcapene-pivoxil; NS, ¥ cefdinir vs cefcapene-pivoxil; NS, @ cefdinir vs cefcapene-pivoxil; NS, 9 percentage

Table 4. Side effects

Period I ¥ Period I V) i
Total ©
Type of (Jan 2004-Sep 2004) (Oct 2004-Apr 2006)
side effect Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil Cefdinir Cefcapene-pivoxil
(N = 33) (N = 36) (N = 50) (N = 50) (N = 83) (N = 86)
Mucous stool 4(121) 9 2 (5.6) 7 (14.0) 11 (22.0) 11 (13.3) 13 (15.1)
Diarrhea 3(8.3) 2 (4.0) 3 (6.0) 2 (2.4) 6 (7.0)
Others 0 2 (4.0) 2 (2.3)
Total 4 (12.1) 5 (13.9) 9 (18.0) 16 (32.0) 13 (15.7) 21 (24.4)

) cefdinir vs cefcapene-pivoxil; NS, ?) cefdinir vs cefcapene-pivoxil; NS, © cefdinir vs cefcapene-pivoxil; NS, 9 percentage
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Period I: January 2004 to September 2004
Period II: October 2004 to April 2006

Fig. 2. Compliance for cefdinir or cefcapene pivoxil administration.
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Efficacy, safety, and compliance of cefdinir and cefcapene pivoxil fine granules in
children with acute upper respiratory tract infection

Yoshitake Sato”, Mitsuru Sandou”, Satoshi Iwata®,
Hironobu Akita" and Keisuke Sunakawa”

U Department of Pediatrics, General Ota Hospital, Society of Health Insurance of Fuji Heavy Industries Ltd.,
29-5 Hachimancho, Ota, Gunma, Japan

? Department of Pharmacy, General Ota Hospital, Society of Health Insurance of Fuji Heavy Industries Ltd.

¥ Department of Pediatrics, National Tokyo Medical Center

» Department of Pediatrics, St. Marianna University School of Medicine, Yokohama City Seibu Hospital

¥ Department of Infectious Diseases, Kitasato University School of Medicine

Oral cephem antibiotics are commonly used to treat children with acute upper respiratory tract infection.
We studied the efficacy, safety, and compliance of a five-day three-dose regimen of cefdinir(CFDN) fine gran-
ules at 15 mg/kg daily or cefcapene pivoxil(CFPN-PI) fine granules at 9 mg/kg daily. Because a new im-
proved formulation of CFPN-PI fine granules was introduced by the manufacturer during the study, period
we divided the study into period I from January to September 2004, and period II, from October 2004 to April
2006. In period I, CFDN fine granules were administered to 33 patients and CFPN-PI to 36 patients. In period
II, each drug was administered to 50 patients. Therapeutic efficacy was calculated based on changes in body
temperature and the rate of improvement in clinical symptoms. Efficacy was 100% for period I and 92% for
period IT in the CFDN group. and 100% for period I and 86% for period II in the CFPN-PI group. No signifi-
cant difference was seen between groups. Soft stool and diarrhea were side effects noted in both groups. For
the CFDN group, the incidence of side effects was 12% for period I and 18% for period II. For the CFPN-PI
group, the incidence was 14% for period I and 32% for period II, with no significant difference between
groups. When we examined compliance, all doses were taken without problem in 81% of the CFDN-treated
patients in period I and 83% in period II, and in 57% of the CFPN-PI-treated patients in period I and 67% pe-
riod II. Although the improved CFPN-PI fine granule formulation demonstrated better compliance than the
older formulation, compliance was significantly better in the CFDN group than the CFPN-PI group (p<0.05).
We therefore confirmed the high efficacy and safety of both CFDN fine granule and CFPN-PI fine granule
formulations for the treatment of acute upper respiratory tract infections in children. We concluded that
CFDN fine granules was a particularly useful therapy because compliance is an important consideration
when treating younger children.



