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Bl), HREORANREIZ 147 5 (CDTR-PI# 758, CCLEE28) :# -1,
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feo Z Fe2fERITH CDTR-PIEELSHERIE 97.3% (71/73), CCL B£5390.3% (65/72) & \»
IBRTHo e, BERRERED SR> T2,
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Fig. 2 Chemical structure of cefditoren.
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Table 1. General patients characteristics

Cefditoren pivoxil Cefaclor Statistical
73 72 test
Sex male 43 37 NS
female 30 35 (Fisher's test, P=0.406)
14—19 (yrs) 5 6
20—29 7 14
30—39 16 14
40—49 18 9 NS
e
Ag 50—59 9 11 (U-test, P=0.426)
60—-69 8 10
70—-179 8 8
80—83 2 0
inpatient 2 1
In/out patient outpatient 67 71 NS
ut patie in—out 1 0 (Fisher's test, P=0.239)
out—in 3 0
Sever oot p “ Ns
Tl m
Ve ocerae (U-test, P=0.074)
mild 13 19
Di 11 46 47 NS
1 T
sease group v 27 2% (Fisher's test, P=0.863)
Complication no 3 4 NS
P yes 36 28 (Fisher's test, P=0.243)
no 50 52 NS
Co t d
meurrent Grug | ves 2 20 (Fisher's test, P=0.717)
Surgical no 54 57 NS
intervention yes 19 15 (Fisher's test, P=0.557)
kabl ti 18 14
Disease state ;em:vaatig;aggrava ng ® " NS
at first visit egravating (U-test, P=0.408)
stationary 9 11
:\nttlb:o:cs prior no 68 n NS
° e.s . rug. yes 5 1 (Fisher’s test, P=0.209)
administration
ithin 3 d 2 4
Duration of within ¢ cays NS
treatment 4~7 days " 6 (U-test, P=0.730)
reatmen 8 days ] ) est, P=0.
head-face 20 23
neck 6 7
trunk 17 18
Location of hand 1 3 NS
lesion arm 4 5 (x*-test, P=0.397)
foot 6 2
leg 14 6
2 sites or more 5 8
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B, ¥IEIZWLARERBE L % 4> 72 8 4] (CDTR-PI
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i, REMBROMERENRETMRSA, (G)
NF-GNR 9B &S h - ERlico2nT b, FMEOR
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TRREAED» LI LTEDR L D> T, EHBROENT
NRCHEAANDZ L L L, FERMIIL THRITTSZ
L, $7:, URODBFADKRER1HH - 1:
M, XKBPORIEEB Tz L, FKES3kg THo 7
&y, FREQCHMTRE AN, FEH b XK
RO RIcBAANRBE Z EELT,

2. ¥RRAT

1) BREOWRRET

Table 1 \Z/RL 72 & 5 i BF DK RE T 133K A
HEICERZRY 3D onkdo T,

2) EBRA

BREBBDOKBA % Table 2 IR L 7z, HIEA
HMCEBRZRY BED AR5 T2,

3) WEE

58t % Table3 iZRL 1, Bifli & % DS MEHE
BiswlmEAMcERZRY 3BH oo
7oo B H EIZCDTR - PI B T 78.1% (57/73),
CCL# T62.5% (45/72) TV, 2ORNR I

Table3WCRTEBY TH o 1z, %5, Staphylococ-

cus epidermidis HHREFBICB LT 1HFOCRE

St UkDOMM Tk, S epidermidis ik
Coagulase-negative staphylococci (CNS) IZ&8 T
ﬁ*ff L 7:0

3. ERZIR

1) HRBBAEEEKZIR (Table 4)

TR DMK R % Table 4 2R L 7z, K BB
DK ROI T IITEABEMCAB LB 5
hizghotz,

EREEHALT2KTORALTELEb %
Breslow-Day EIC & D MM L, & TOMHFTHTE
REEYBAL 72, BEKPIRICOVLTHEBEIC L 2 W0
AT IFTHIOMRERER L MMAOMERLRNMIZLEAY
RUCTHo7Z s, UTTREMHIOERDA %
0l R AP OY AN

2) HEKRR (Table5)

KRR 12 Table5 CRTEBD THo T, MER
HEHESL BRI ROSHTRITRENHEMICER,
ZRTH LN, T,

4. BIELLE (Table6)

Table 6 i BHIELLE 2R L 1z, MEFMMcHE
REREDS LR, I,

5. HHt (Table7)

R X Table 7 ICRL - 8D T, WENRMICE
BR2EZEREDONL T,

6. ZKBHIEEEKZR (Table8)

Table8 ic;RL7c & 52, BIESL L UEIVEBOL
ThORBCBOTHHEAMMCERRZIEIDS
hizghoiz,

Table 2. Distribution of disease

No. of patients
Disease x*-test
cefditoren pivoxil cefaclor
furuncle 31 37
furunculosis 11 8 NS
II (P=0.436)
carbuncle 4 2
subtotal 46 47
cellulitis 16 9
erysipelas 7 7 NS
v (P=0.149)
lymphangitis + lymphadenitis 4 9
subtotal 27 25
Total 73 72
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Table 3, Microorganisms isolated before treatment

Organism Cefditoren pivoxil Cefaclor Statistical test
Gram-positive cocci (GPC) 43 36
S. aureus ETE T3
S. epidermidis 0 1
CNS 13 8
S. pyogenes 0 1
Monomicrobial S. agalactiae ! 0 NS»
i K S. camis 1 0
isolation (P=0.426)
Streptococcus sp. 0 1
Corynebacterium sp. 0 2
Gram-negative rods (GNR) 1 1
E. coli _1—_ o NS?
LKt L (P=0.985)
Anaerobes 1 1
P. acnes _1 _1
subtotal 45 38 NS»(P=0.610)
S. aureus with others (S) 6 2
S. aureus +S. pyogenes —3 —2
S. aureus +S. agalactiae + 1 0
K. pneumoniae + P. aeruginosa
S. aureus + E. aerogenes 1 0
S. aureus + P. aeruginosa 1 0
CNS with others (C) 1 2
CNS+S. pyogenes T —T
X CNS+S. carnis 1 0
Polymicrobial NS*
CNS+ P. magnus + E. corrodens 0 1
isolation | (P=0.645)
S. aureus - CNS with/without others(S - C) 2 1
S. aureus +S. epidermidis _—1_ _0
S. aureus +CNS 1 1
Others 3 2
S. carnis +S. marcescens + _0 1
P. aeruginosa
Corynebacterium sp.+ B. bivius 1 0
E. coli + Bacteroides sp. 1 0
E. aerogenes + P. aeruginosa 0 1
B. ovatus + Micrococcus sp. 1 0
subtotal 12 7
Total 57 45

CNS: coagulase negative staphylococci
" Distribution of organisms in monomicrobial isolates (x*-test)
2 Distribution of GPC, GNR and anaerobes (x*-test)
 Distribution of organisms in monomicrobial and polymicrobial isolates (Fisher’s test)
* Distribution of S, C, SC and others (x*-test)
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Table 4, Overall efficacy in each disease group
. Efficacy Efficacy
Disease Drug No.. of rate* U-test
group patients | excellent | good fair poor (%)
11 cefditoren pivoxil 46 24 20 2 0 95.7 NS
cefaclor 47 21 22 2 2 91.5 (P=0.386)
v cefditoren pivoxil 27 13 14 0 0 100 NS
cefaclor 25 12 10 88.0 (P=0.665)
Breslow-Day test: NS
* excellent +good/no. of patients
Table 5, Overall efficacy in all patients
) Efficacy
of Efficacy
Drug No. © rate* U-test
patients | excellent good fair poor (%)
Cefditoren pivoxil 73 37 34 2 0 97.3 NS
Cefaclor 72 33 32 4 3 90.3 (P=0.335)
~ excellent+good/no. of patients
Table 6. Overall safety
Overall safety
Dr No. of U
ug patients safe relatively uncertain not test
(safety rate* %) safe safe
67 6 2
Cefditoren pivoxil 77 (87.0)
' (13.0) NS
68 3 2 0 (P=0.209)
Cefaclor 73
(93.2) (6.8)
* safe/no. of patients
Table 7. Clinical usefulness
No. of Clinical usefulness >4
Drug ., U-test
patients # + + - x (%)
Cefditoren pivoxil 75 34 34 5 1 1 90.7 NS
Cefaclor 72 31 33 5 3 0 88.9 (P=0.724)

H# remarkably useful 4 useful +: fairly useful —: not useful X: undesirable

7. BEHRIERDR BIBRIFRAT 1T o 723, LT HIZE LT b mIEAERH
FIE, BIVESLUMERBHLHELERHR CHEREZEDONZIOT,
ZDOWT, BEEBEERR, FGRERSG, SHHE - 8. SMERIEEKZNR (Table9)

ERRBOFE, ABLBEORFER I, HRET SEERERERREIR I B TR IEABMIcEERE
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Table 8. Overall efficacy in each disease

No. Efficacy Efficacy
Disease Drug O_ of rate* U-test
patients | excellent | good fair poor (%)
cefditoren pivoxil 31 15 15 1 0 96.8 NS
furuncle —
cefaclor 37 15 19 1 2 91,9 |[(P=0.418)
cefditoren pivoxil 11 7 3 1 0 90.9 NS
II | furunculosis
cefaclor 8 6 1 1 0 7/8 (P=0.724)
cefditoren pivoxil 4 2 2 0 0 4/4
carbuncle -
cefaclor 2 0 2 0 0 2/2
cefditoren pivoxil 16 7 9 0 0 100 NS
cellulitis
cefaclor 9 3 5 1 0 8/9 (P=0.456)
cefditoren pivoxil 7 3 4 0 0 77 NS
IV | erysipelas
cefaclor 7 5 1 0 1 6/7 (P=0.513)
lymphangitis | cefditoren pivoxil 4 3 1 0 0 4/4
lymphadenitis cefaclor 9 4 4 1 0 8/9

* excellent+good/no. of patients

BED SRR T,

9. HKBHRIFEE LMK EKE (Table 10)

5 HESMEE @EUE) o TR L -8
R, FUH, FIVE, WERBOHEHCBLT, T
NOHEABPCERZZIED Shikdho T,

10. HBERIFHE A 5 8RR OZR

1) B

SEROBE O I3k EH, FEE S BRE LW
EAMECARRERRED o T2,

2) FIVEE

BEFOBEEOBEBEOSHN CDTR-PIECB W
TEEHFACER RS Twizhs, ZOMOERTIX
B5H7, FHEHS B bMEFABHTERELE IR
ool

REFIOBEZICBLTERELED Shi- - EIV
BB R % ;5% Mantel-Haenszel 12 & 2 85%E
WEXDHIEEZMEL 203, MEABEMTCRVARRE
B@EDohho iz,

11. 28w+ 2 CDTR 8 & U CCL D&/
BHHIEMEE (MIC) o4 (Figs. 3~5)

BSBmaEc I MIC SHIE S - 258
® (Fig. 3), S. aureus (Fig.4) OWTFhicxL T
b CDTR, CCL @ MIC o434 CHigAI#RM I ER
RO Doz, o729, CNSioOWwTi, CCL

kL, CDTR-PIB8WT, CDTRB I U
CCL @ MIC OB WERD S BHEELERICE» > 72
(P<0.05, Fig.5), £ MEe 117 kkicxf 3 2 CDTR
@ MIC 12 <0.025~100 ug/ml iZ3 4L, EDOE—2
230.39 ug/ml TMIC;, 8 & UMIC,, i3 # 1 F 1
0.39 ug/ml, 0.78 ug/ml T & - 7, CCL @ MIC i
0.1~>100 ug/ml iC 3L, FTDOE—27123.13 ug/
ml T MICs, 38 & U'MICy i3 & 1 £ 41 3.13 ug/ml,
12.5 ug/ml TH - 1z,

S. aureus 59 #3945 CDTR o MIC % 0.39 ug/
mliZ€—27%FL, MIC,, 8X U MICy i2FNhFh
0.39 ug/ml, 1.56 ug/ml, CCL @ MIC iz 6.25 ug/
mlicE—7%FL, MIC, 8BXUMIC, i2ENFh
6.25 ug/ml, 50 ug/ml T & v, CDTR 3 4~5 & &
1z MIC 2/RL 72,

¥ 72 S. aureus 1%t % methicillin (DMPPC) o
MIC %% 6.25 ug/m! LA £ MRSA it 14 #% (CDTR-
PIBE7H, CCLEETHR) oMt an, DBEER
23. 7% TH -1z,

CNS 27 %k TR EF & b MIC ix S. aureus izt L
RRRLo T, RiZY CDTR B CCL L 2~4
EENT: MIC 2R L 720

12. MAEFER%IE (Table 11)

HEZOMRIAEABRECERRERED >Nk
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100

50'[

o——e CDTR-PI group | MIC
A===4 CCL group }ol CDTR: NS(P=0,912, U-test)
o=—0 CDTR-PI group } MIC
A===A CCL group of CCL: NS(P=0.861, U-test)

A d L
0025~ 01 039 15 625 25 100
005 02 078 313 125 5 >100

CDTR-PI, cefditoren pivoxil;, CDTR, cefditoren; CCL, cefaclor.

Cumulative percent (%)

Fig. 3 Sensitivity distribution of all isolated organisms (10°

CFU/ml).

100
g [
g s
.é = o—& CDTR-PI group | MIC
£ L A---aCCLgroup [ of CDTR: NS(P=0.197, U-test)
g u 0——o0 CDTR-PI group } MIC

B &===-A CCL group of CCL: NS(P=0.099, U-test)
0) PR S T S S|

i
0025 01 039 15 625 2% 100
005 02 078 313 125 50 >100
CDTR-PI, cefditoren pivoxil, CDTR, cefditoren; CCL, cefaclor.

Fig. 4 Sensitivity distribution of Staphylococcus aureus (10 CFU/
ml) .

100

a---a CCL group of CDTR: P<0.05(P=0.042, U-test)
0—o0 CDTR-PI group } MIC

o——ae CDTR-PI group } MIC

Cumulative percent (%)
3
T

A--=-4 CCL group of CCL: P<0.05(P=0.021, U-test)

1

1

L4 1 F I W SR N |

<0025 01 039 15 625 25 100
0,05 02 078 313 125 50 >100

CDTR-PI, cefditoren pivoxil; CDTR, cefditoren; CCL, cefaclor.

Fig. 5 Sensitivity distribution of Coagulase-negative-staphylo-
cocci (CNS) (10° CFU/ml).
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Table 11, Bacteriological effect

Bacteriological effect Eradication
X No. of I
Organism Drug . Partially rate* Fisher's-test
Patients | eradicated| replaced ) persisting | (g
eradicated
S. aureus cefditoren pivoxil 25 22 0 0 3 88.0 NS
with/without others cefaclor 20 19 0 0 1 95.0 (P=0.617)
CNS  with/without | cefditoren pivoxil 11 8 2 0 1 90.9 NS
others cefaclor 8 6 0 0 2 6/8 (P=0.546)
S. aureus +CNS cefditoren pivoxil 1 1 0 0 0 1/1
with/without others cefaclor 1 1 0 0 0 1/1
cefditoren pivoxil 3 3 0 0 0 3/3
others -
cefaclor 5 5 0 0 0 5/5
cefditoren pivoxil 40 34 2 0 4 90.0 NS
Total _
cefaclor 34 31 0 0 3 91.2 |(P=1.000)

CNS: Coagulase negative staphylococci, * eradicated +replaced/no. of patients

Mo fz (Tablell), HEHIOHRIBWTH, S.
aureus DIRE, S/BEKROMHEE T L HEHRE
MeEBERERRED S o2, MRSA 2Bz
BRI 21T ISR T b MEFFMcER L2 1350
vonpol,

13. BIfeA (Table 12)

EWER ORBsER 13 Table 12 I RTEBHTHD,
MEAMRICEELZRED s kh - T2, BIEFAD
i3 Table 12 2R L 7- & 5 WCHERERSEL
DTH-1. B5H1EHIZCDTR-PIE I 2D
SNTPRIEROBREREEL W LPEETH > 7,

4. BARREMERY (Table13)

RELTEH OKBH 3 CDTR-PIE3.0% (2/67),
CCL#6.3% (4/63) T, MEFHMcEELER
ADohlepolz,

ARiE Table 1315/ LT & 518, BRICEK ERHE
ERB3bDIREMoI,

I, # =

CDTR-PI ® S. aureus izxt%+ 2 MIC D E —
2713 0.39~0.78 ug/ml, S. pyogenes iz 3¢ 3 % MIC
AHOE — 27 13=0.05 ug/ml 2 % 2V, CNSzxfL
T, MICSHHFDE — 7 i30.2ug/mlic H % 23,
MIC BRI L Tv 3. MRSA iext L TidHil
HEBELTwinY,

BERA I B 3 AEH 100 mg B & UF200 mg RE

PERFF OB\ M P WE T Z N £ 1.48, 2.56 ug/ml,
AUC i3 3.63, 8.56 ug*h/ml T, T,,120.79, 1.17h
EHREINTVEY,

BERHEBBITICOWTIE, v FClRIFBEOLY
-7 THE8E52~1BMKE, MEBEEDT.1~
9.8%, t b Tix200mg AR 2 B¥MI% = 0.10~0.36
pug/mlERL, MEDEEDHKG6.5~15%T H >
729,

AR MBS R R R T 2 R HEE
ZHEBRICB VT, 100mg ¥7:13200mg 1 H 3 Bl
ExuhicRetah, BEIZAHIHE T80.3% (61/
76), %HE T 88.9% (24/27), S. aureus DY R ET
X, 100mg 1H3EKREET81.8% (18/22), 200
mg 1 H3EFEHT90.9% (10/11) L wFho
ERIBOTHERTRETH > 12,

M, EWESBITOT—5 2MERL, 1%
HIE AR THEYE, HELLHIIPPEN1E
200mg 1 H3E®E*EFABROKER L LT,

MEELLTR, XA LRICEOY 7 = AREH
T, EMBMES CARAEN T2 CCL 28y L £ %
1o B#ERBIZCCL 0AFEINI-EHAR 1E 250 mg 1
H3EE L%, CCL OB BEIZ LD Cuax HMEL
20, Thax BVERTAEAEZTTHAUCIKIZEA
EEDbLST, AEIC X 3 CCL ORINBHEIC T 2 8
BRIBZVWEEZIONTWVLRY, RBEERETZZ L
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Table 13, Abnormal laboratory findings
Cefditoren pivoxil Cefaclor
Total no. of 63
patients evaluated
No. of patients with abnoemal
. 2 (3.0%) ¢ 4 (6.3%) "
laboratory findings
i
S-GPT1 ** Eosino 1
1 (3— 9)**—5" 2
(76—162) —63"
Parameters (5—13)** 2"
(before—after) S-GPT ¢
“(ﬁ_"ar_’i'\L;)_rf’fei" ' 1| (B0-53)ee 2
(27-+56)*—30"

* incidence of abnormal laboratory findings: NS (Fisher’s-test P=0.430)
Relation to test drug: * definite, ** probable, *** possible

Y follow up

REDBRBEOIVTITATVABFLNPTWLI L
5, FRRCBVLTRHEER L bREBECRETS L
kL7,

AH|R CCL 2 ¥ D S. aureus % S. pyogenes \ZHiH
NEET28&0F 7 = LARIOFE S & D ERECITI I
12, SEEMBREORRNEERTDHY, ¥REFO
NIV ¥RDRL, S aureus ¥ DT T LABMRE
T I2HEIBIEXTDOE IERIIRBRICRBREND
BIEE, BIVELL-oLbBLTWEEEZ OGN,

BEOHERT, KESM, FWBEOIMIOWVT
13, FEHIBERICRD 372, MEFOLEETE T
TR ICKEN LW EEZ S, KEEFIERKSE
i, BIHE, BIVELLVEEREZRZDoN Lo
720 Breslow-Day BEIC X DB L2 E 2 3, WK
BHEEHAL TR TORITSTRETH 5 L ORERH
Bontlo, KEBREHEL BT EEITLL
120

BERRZE o H# (CDTR-PIE$97.3%, CCL ##
90.3%) T, CDTR-PIBOBEENE M > 223,
MEFBEcEELRE I P o (p=0.335), T3
A bENISHRERELIEWVWZ D,

B’EICBWT CCL 2 £ L 7z cefdinir DEFK
ARRNARYS L U—EEREEFARY, BMY-
28100 D —EERILEAR™C 81 5 CCL OEII##
LBIVE*» bbb -ERE T LT H84.8%%,
80.8%2, 92.9%9TCHH, CCLBBHETHLRZHD
BOMEEETAEFTHE I L ERLTVT, WRE
ELTRYTHoEFEZOND,

SEOBBRTIZH S5 U o, MEFIORELBED 7
HOLMUBEDOEFFMEE L LTG5 HE
ERE LT, BEICHERES h iz EROERR O DR
&0, 3HBRTEECHBREPTHD, 5HEBICIEE
AT IZARIC - TB Y, EPHOFME L LTS
HENEL THEEEX D TH S,

5 Hg oMK HE (CDTR-PI#92.4%, CCL
B 84.8%) 13, CDTR-PI EEDHRELEHE > - 1225,
BEEZEX RO (p=0.165), FERFIC Bt
LR THOREAHEMCARZZRED oL d -
7o EMBMESBRECBVW T Lo L bEEREET
b5 S. aureus BWMERHGIC 81 2EEERHE L, W
EAKMcEERZRIv oz v o (p=
0.691), MEEMEHERBIEC BT HEEIND
S. aureus \Z ZHFIWMELOEEIE L EEEINT
WHI, KFRTIE, REFMCHBEINL S aur
eus 59 ¥k > B, MRSA 1% 23.7% (14 #: CDTR-PI
BETHR, CCLEETHR) Thote, TORHEERIRE
D E MBS T D MRSA RER YD EHNE b DT
H55, BEFNOMEETIE, S aureus DEMEEIT
CDTR - P1 8% 88.5% (23/26), CCL #95.2% (20/
21) THYH, MRSA 2 < £ CDTR-PI#95.5%
(21/22), CCL B£93.8% (15/16) DEMERE &>
1288, WTFREBWTHHEFBMCAERLZRED
Shlepolz, BN T — o FREINIE DT,
BB wxt LT CDTR-PI #8 CCL L R DE%
HERT I EMNTHEAIZEWVLZ S,

ELMORF TIX, BIfEMDOREBRFE L CDTR-PI
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BICHE <, BMERREMANER I CCLBPRE
STBEERERE o T, (BIYER: p=0.057, B
R E: p=0.430), BIfEAS1LHI1Z CDTR-PI##
2B 5, CCLEIZIZED Shih-o o
REHM AR ZR 20 o2 (p=0.497), BIfER
EOWTRATMICOERZ DR, FIHER
BEERAEEMCOVTHHEKLMEL 226013 %
{, MEHELvLReLERLEHFLONT, BUMLE
U ERANCHRLAEAY LAEARS L HL S
NIRRT H - 1,

Lo ##» s, CDTR-PI 200mg 1 A 3 [EIPAR
X, BRESLTMERBOERCBLTENY, £2
M, ERAME b, CCL 250mg 1 H 3EMNAR L
FREDOME*ETI2bDEHR SN,

X ®
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We performed a multicenter double-blind clinical trial to compare cefditoren pivoxil (CDTR-PI),
a new oral cephem antibiotic, with cefaclor (CCL) in the treatment of skin and skin structure
infections (furuncle, furunculosis, carbuncle, cellulitis, erysipelas, lymphangitis and lym-
phadenitis) . CDTR-PI was given orally in a dose of 200 mg three times a day, and CCL in a dose of
250 mg three times a day. One hundred fifty-nine patients were randomly assigned to receive either
CDTR-PI (83 patients) or CCL (76 patients). One hundred fourty-five of these patients (CDTR-
PI, 73;CCL, 72) were evaluated in terms of efficacy, 150 (CDTR-PI, 77; CCL, 73) in terms of
overall safety, and 147 (CDTR-PI, 75;CCL, 72) in terms of clinical usefulness.

1. No significant differences were detected in the efficacy rates between the two drug groups. The
overall efficacy rate was 97.3% (71/73) for the CDTR-PI group and 90.3% (65/72) for the CCL
group.
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2. The global improvement rate after 5 days of treatment was 92.4% (61/66) for the CDTR-PI
group and 84.8% (56/66) for the CCL group, with no significant difference between the two drug
groups.

3. The safety rate was 87.0% (67/77) for the CDTR-PI group and 93.2% (68/73) for the CCL
group, with no significant difference between the two drug groups.

4. The clinical usefulness rate was 90.7% (68/75) for the CDTR-PI group and 88.9% (64/72)
for the CCL group, with no significant difference between the two drug groups.

5. The bacteriological response rate was 90.0% (36/40) for the CDTR-PI group and 91.2%
(31/34) for the CCL group, with no significant difference between the two drug groups.

6. The side effect incidence was 11.7% (9/77) for the CDTR-PI group and 2.7% (2/73) for the
CCL group, with no significant difference between the two drug groups. Abnormal laboratory values
were noted in 2 patients in the CDTR-PI group and in 4 patients in the CCL group, with no significant
difference between the two drug groups.

We conclude that CDTR-PI is as effective, safe and useful as CCL in the treatment of skin and skin
structure infections.



