
29992 : 3 ; 299-307. 1999

^ -fe :7 y" y® o^ij^

[Ml ^ fo /©.

Clinical Efl&cacy of Cefzon® on Acute Otitis Media in Children

Kazunori Okamoto
(Okamoto Otorhinolaryngology and Padiatric Clinic)

Cefzon® (cefdinir, CFDN, Fujisawa Pharmaceutical Co., Ltd.) is an oral cephem antibiotic which 
was marketed in 1991. It has been confirmed that the clinical efficacy of cefdinir in the treatment 
of respiratory tract infections was 85.0% or more and the safety of cefdinir was high in the field of 
pediatrics. In this study the clinical efficacy of cefdinir in cases of acute otitis media was investi
gated in 47 pediatric patients aged 3 months to 11 years and 9 months. The clinical efficacy rate 

83.0% and the bacteriological eradication rate was 79.2% in all of these patients. The mainwas
pathogens isolated from these patients were Haemophilus influenzae (41.1%), Streptococcus pneumo
niae (30.4%) and coagulase negative staphylococci (CNS) (12.5%). The eradication rates of these 
pathogens were 82.6% (19/23 patients) for H. influenzae and 78.6% (11/14 patients) for S. pneu
moniae. The efficacy rate of cefdinir in monomicrobial infections was 89.7% (26/29 patients) but 
the efficacy rate in polymicrobial infections was 64.3% (9/14 patients).

As adverse reactions, diarrhea was observed in 3 patients (6%) but disappeared in 1 patient 3 
days after discontinuation of the drug and administration was continued in the remaining 2 patients.

The superior efficacy of cefdinir in treatment of acute otitis media was attributed to the high 
concentrations of cefdinir which exceeded MICs against H. influenzae or S. pneumoniae in tympanic
mucosa.
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itK*n yy5h r y.XoT y- biiSfc.fci'yitCiSiz

?)5>.
,#,14 y r ft 4 MHIi-'llM-t ^ ^

J; < SIRS
-b 7'/y®(cefdinir, CFDN, K/Rl 

It, -fe 7 y, y® (cefixime, CFIX)

Ppn

1) M m
^4^1tl997tb 1 ,f^d^C1998^2/!LT-fe 7 '/ y® lt85%blJb€) Aff

SAWAI EX. 1022 
Page 1 of 9

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


92 : 3ffl300

9~ 6 0 nn t 7
Pifl). 7£^o-. (1)mm {%)E »

Aim
* (2) % I 'ttgttiWKife-e'S p

28 (59.6)3!
ft SU

19 (40.4) L, -fe 7 '/ V® ©e#-d»70)g|!^ i
20 (42.6) 
15 (31.9) 

9 (19.1) 
3 (6.4)

<2
2~<4
4~<8

2)
maw ^ L fcmJS L "t, -fe 7 '/ y® o 10%

Iffllid g 4’^!! cefdinir © 100 mg ^iCflO t
LX 1 0 15 mg (4lffi)/kg ^ 3 HK-d'-SU L7Kt;'|gffl L 
fc. TtiJ,

3.0±2.4
(0.3-11.8)(Sd'—ft*)

7 (12.8) 
37 (78.7) 

3 ( 6.4) 
1 (2.1)

<10
10~<20
20-<30

630(kg)
13.8 + 5.8 
(7.0-41)(Sd'-ft*)
31 (66.0) 
16 (34.0)

ZiLmmm 0ft, 7 0ft*jJ;t8'S^II7Btr,0
32 (68.1) 
15 (31.9)

ft L
tc.

2 (4.3)
3 (6.4) 

39 (83.0)
3 (6.4)

<12

14—<16■R4-A
(mg/kg/ 0)

t), y - F7 7 7 2 ^ (*W) <l^Xh, (») 7 • •
616 ^(JiiarU)--mm l, ibises#ii z/mm

14.9±1.2
(10.3-18.5)

t£i^, ^#:©®®lt-t7'/y® ©a
(ftd'-ft*)

27 (57.4) 
20 (42.6)

4-6

5)(0) 6.2 + 1.6 
(4-9) NCCLS (National Committee for Clinical Laboratory 

Standards, U. S. A.) ?> ,' y p 7" p y ft7'i|iJS L
fc«. MIC (ft7^wpiihjiit)©»»ftii, e^fi#o*

7s ^© 5 ■?:> 2 ^1](L 3 1 1 0'K7-1^J7,
dinir (CFDN), cefixime (CFIX), amoxicillin (AMPC)7" P h =■

Si)*©ffFfi0i>l4ft t Lfc(* 1). 47fiJ415^Jlc7 y;77- cefaclor (CCL, it
SiaXd'dAf^Lfc. t7c, cefpodoxime (CPDX) i 
XI cefteram (CFTM) lL*iR*p”n • L^J), 7KS( 1 ^ll)/ii"©-a-ff-g74?|EL7c. 3 7

i!~lia9 -^*1416.6-41 kg (7i^

It, 0 7^9^1(61.73^)7, 1 0 7181^1 (38.3%) 7
d'ti'tJ'pod'*®fc t h r?i^ih-om. 4fc

AJ r7^j ©4®®7711^07. A;
tJ, 41J® 0 r5S)(&©fc46'7^d''S('#(Z)'iSJiXfcB^Zt;6^o7

kg/ 0 (7*^ 14.9 mg/kg/ 0)37, ftAST-SA&^Ult 
18. 5 mg/kg/ 0 © 1 1?|72b o 7c. t 7c, 4

SAWAI EX. 1022 
Page 2 of 9

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


i -t ■/ y® 30192 : 3

ntttj tmnuc.

2) !ilfciBi5«5©4^*Slft,E|:gibn ©iu-g-ici|fti:, nsilj, r^^j. 
WjJ, « SJtP-Ulc^J/gLfc.

7) aiifp^i
HI 1 Lie. '/

■7 S. pneumoniae 7)'17tt(30. 4%')
■|t'fi''C!'t 77. infl.uenzae 7j523|4(41. 1%) t 

^P--o tz. i tz, -t 7 '/ -y® t. 0®'«
S. pneumoniae H. influenzae P’^

82. 6%'C. y -7 Aiittri4;#:t:1i85. 2'!f^, .7' 9 
f4-C'{t73. \%, 4;4'-e79. ibii-fc

(S5). tiziz, Penicillin resistant S. pneumoniae
PRSP) ®?fl4!p{t62.5%(5/8tt)-C, Penicil

lin susceptible S. pneumoniae {f|i:S:14)ii!i'.i}45|tiS PSSP) 
Oii4;4l00%(6/6)i; blSTLyp. 1tiz

t fc39i9l433i?i (84. %%) oyMme 
*SV (M2), -flj, i

47fiiS-'f 449 i < 9" 9 Af

(oznmemM t,
(ckt. mm. mms.
ii(mm, «:■;, '4It) fc .t vWM'k 4 t 10

a

.A.

‘P

1)
S 2 t4fi 77 ©.fiEfyUtC'-OO omMmiz j; O'Egftia* 

pzjfl-r. *3 19.41-3; 3 *47)^
1111 a 9 * .1 0 ,i4S r- 44 t -t -/ '/ y® 0 10.3-18.5 
mg/kg/0 47f2114394i7)11fa'C, tfkJj
m'i.{)% 0 9j) s b'l m m 4 4. fz. #£ t ? 1 ^ -tz 5 m a
Streptococcus pneumoniae 1 M, Haemophilus influ
enzae 1 fit'i (4 77. influenzae 4fttl0li#t 031^!®'^^ 

M, ■0Sa0®g£)JiJr.4'441514^*19. 
71tJ:'-r®4-:l t .jiAMPaJ 4 0H5i^l^l1 b 7c|g>l-4'* 4 
19,44. !®454r3l0'ltli'6E4^ 14#SEl9.4ia-^l/jl4t'« 
laj/lEfe 14.44, lt/S'e(-t4m:4iIi61:2)^o7;-,. t 
tz, rnttommtS41:0P«40%

ffl'B4lKi9.4

«S:tl!ffi*ffi94t41 Eimajlftli, 4.)iliiTlS:»0P®ll;
4-»89.7%19,$;j'L. aM'i®»Sil64. 3%'C, MIA 
K:ffiit|ii®lfel¥0:4Ai?&liS&:SA5ftT 14(* 6 ).

77)jSfJ39 X flhtz S. pneumoniae 4' i
Xfl H. influenzae O zz 7 '/ y® 141-^11^44-9-.
>(44lS5S:-i>44II] 2 , 3 19.44. S. pneumoniae VC% k, 
AMPC, CPDX ;fc 14 CDTR ^'1114114344 lAz. 
—4’, H. influenzae KkX k'CXI, CFIX, CDTR 3; 4 
CPDX A'1l0'i5tl[44y4 119.

3frc4'y4.

1A^ I0-4. >

'fl<

KPf
II H.influenzae 
0 S.pneumoniae

MM

a cNsIfai

ISHStSRRWaaRt 
ISHSBKr--------------- 1 H M.catarrhalis 

S. aureus 
S.pyogenes 

1 a-streptococcus 
ji-streptococcus

n.\v.'.

K
’USStifS!

S;
41 '(0:m

Mi

Mt m

SAWAI EX. 1022 
Page 3 of 9

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


I«I * w ^302

* 2 7 •/ y® oEgjf««

^ ttm ¥ n m M.I.C.
(/^g/ml)No. m-¥*.

(mg/kg/H)
t aBacillus sp. i-)* NT m1.08 15.0 71

(-)*CNS SO. 062 2.17 15.0 5
**S. pneumoniae NT m23 0.92 15.6

MS. pneumoniae NT 0.52.04 15.4

S. pneumoniae 
H. influenza

0.25 M ‘kCNS2.17 10.3 55 0.5

(-)* m kS. pneumoniae 0.256 1.33 13.6 5

^ ai(-) * ■1 kH. influenzae 47 0.83 15.6 9
NTNT NT4.17 5

^ mS. pneumoniae S. pneumoniae 29 4.17 15.2 5

S. pneumoniae 
CNS

7F MS. pneumoniae1.83 15.5 610 0.06

S. pneumoniae 
H. influenzae

4 k{-)*11 2.83 12.5 0.25

m k(-)"H. influenzae 0.5612 2.67 15.0
* a^ mNTNT13 1.42 14.8

(-)* k0.25H. influenzae514 4.17 14.4

(-)* NT 71^ UlNT3.92 14.8 515
M. catarrhalis 

CNS
SO. 06 
SO. 06

^-streptococcus
CNS15.3 516 3.42

1 k(-)*10.6 917 1.5 NTa-streptococcus

k(-)* 1H. influenzae48.08 15.218
■fi kCNS 0.25H. influenzae54.5 15.319
« k()* 1H. influenzae418.520 5.0

k** (-)*S. pneumoniae 251.83 15.721
k(-)* SO. 06S. pyogenes15.6 622 6.67

0.5H. influenzae 
CNS

k{-)*60.67 15.023 2

5. pneumoniae 
H, influenzae

H. influenzae 
CNS

4 TP M70.92 15.224 4

If ^m kCNSS. pneumoniae 41.17 15.025
71^ k * IS(-)* 0.06S. pneumoniae926 2.5 15.0
S k(-)* 2S. pneumoniae0.67 15.327

■7P1 k0.25S. pneumoniae Pseudomonas sp.2.83 14.828
S. pneumoniae 

CNS
2S. pneumoniae 

M. catarrhalis16.3 729 0.67 0.13

SAWAI EX. 1022 
Page 4 of 9

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


'/y® 303

% 3® tts: 4- 3^ M.I.C.
(//g/ml)mm

No.
(mg/kg/ a) (B) R 4- m

S. pneumoniae 
H. influenzae

0.06(-)*63.5 15.030 0.5

(-)*H. influenzae 0.5415.431 3.75

m ^(-)*CNS 2432 9.5 15.2
0.25iJ. influenzae 

S. aureus (-)*615.033 1.0 £64

^ S'H. influenzae 0.25H. infltienzae634 1.83 15.5
0.13H. influenzae 

CNS (-)* 'fi ^14.7 435 3.42 0.06

H. influenzae 
CNS

0.5H. influenzae 
M. catarrhalis15.0 736 1.25 0.13

(-)* NTNT46.33 15.037
H. influenzae 

S. pneumoniae
0.25H. influenzae 

M. catarrhalis1.92 13.638 0.13

ik % ^(-)* 0.5H. influenzae6.83 14.839
If(-)* 0.25S. pneumoniae52.5 15.440

1 ^(-)* SO. 03CNS416.01.9241
(-)* 0.5H. influenzae442 2.17 15.0
(-)* 2S. pneumoniae715.043 4.83

# %(-)* 1615.42.0844
(-)* 2H. influenzae715.01.545

%0.25Corynebacterium sp.S. aureus714.646 11.74
0.5H. influenzae 

S. aureus (-)*70.25 14.347 0.25

CNS : Coagulase negative staphylococci {^T fl 
; PRSP (MIC of PCG ; 62 mlm\)

MIC(-)* : NT : not tested
: PISP (MIC of PCG ; 0.13~1 /^g/ml)

39/4703 51821
83.010.6 06.4(%) 38.344.7

0

fc. tflh Lfc 1 3 0 0!'"

4) gM

IM2 4 -^-7 y"y® 15. 0~15.3 mg/kg/

SAWAI EX. 1022 
Page 5 of 9

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


