
3 DETAILED LABELING RECOMMENDATIONS

The following changes are recommended. ABG indicates deletion oftext from and I~~
indicates insertion of new text to the labelin text ro osed b the S onsor.
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4 APPENDICES

4.1 Package Insert (Proposed and Annotated)

Please refer to \\Cdsesub1 \evsprod\NDA050819\OOOO\m1 \us\114-labeling\1141-draft-labeling\11412­
annotated-draft-Iabeling-text\annotated-draft-Iabeling-text.pdf

A/JpfNI", Thill W.-y On DllgIIlll1
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4.2 Summary oflndividual Studies

No clinical pharmacology study was performed in humans for this application.

ApptuInJ Th& Wq Dn DrlgllIIIl
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4.3 Consult Reviews

No consult review was requested.

."..,. ThJ. Way On 0111/1l1li1
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4.4 OCPB FilinglReview Form

Office of Clinic~ Pharmacologv and Biophannaceutic.s
New Drug Application Filing and Review Forn}

General Information a1>out the Submffision

NDANumber
OCPB Division (1, II,. DI)

Medi~,alDhi~ion

OCPB Reviel\'er

50-S19
0(,1'3

HfD-540
Abcl Adebowale

Brand Name
Cener:k Name

DrngClass
Iudieation{s)

1~2 % dindamycin pho-.-pahte, 2.5 %
benzo....l peloxidP.-

Anti microbial
Treatment of-a'l:lle 'iUlgari~ in p,atiems 12
-years andoldel'

1--::-0_C_P_B-=T,-'E_lI_w_L_Ea_'_d_eI' +-=-L-o-'yd".'""ia,-'_il_el_'a".zq-O-l",le:.:;zc,.'=_+--D;...'O;...Sc,.'ll",:gl!,-,'",F,-;:o",l'.;::m:.-_+Gel
Letter Date 2111 December, 2007 Dosing Regimen _

I---7A-ppc,.Ii'-~----::ri-o-D-::R:""'~-ej"'·p-t-::D""'D-t-e--+-=-2c,.6·;r."I"'''''D'-e-c-em----b-er-,-::2-::0-=O""7-+--R""o-u.-re-o-::C,----+-=T=o"'p""i'-ca"'1=====

Administration
Estimated Due Dati! of
OCPBRe",i_,
PDUFA Due Date

26" August, 2008 Sponsor

Priority
Classifiell,non

Dow Phalmae;:ll.tieal Sciel~s, Inc,

Standard 5-05 (0) (1) application
,Ke]enmcil Listed Dmgs an' Be1:!zadiJr
Topical Gel andDNa" Topical G€l

Tllb~ ofCcmtmhpnsml md stdfirient to
lQcate rellOrls:.labl6 data etc.
Tabllbr Listil:l~ of .>\11 Ht:lman SIBdilB

IND Numner 41,733
elin. Phann. and Biopharm. Information

~X" if inclnd~ Numh!r lit Number of Study N'I1lDbers If:my
:ltfilillg studies studi6

submilled U\<Ie1R'd

x

x

RMerellce BiOOlDllyiic.al and AII:drtkal
Metholh' •

1. Clinic:d PhannacltloJ:Y

BloodtllJanl:lJl ntoo:
PmJlla pmleiD bindJmg:
PhaflllJlroltimetics fe,~., Pb:m:n-

x
x
x £pon';{}!. oo;,iIs to diJ:ect me to the'i'a'lid.1non

~ort fllc fue illi~ mo=iood lEroin mId]' #
21W-~7-0-51~53~5~ (Ill \~lro
Il&CUtiUI!OUS ab5lJIl:01fu!:l)

Patients-

D{J!)! llrwportiollaln", -
fIl;ling i IlI:'L-fa,' d\;lse:

ill . "'lio'-s-'j!-:+-------+-------+-------+---------------l
Droe-4Tne intenciio!lsilJdies-

I!1·\.nro:

emticit)':

~dilrtrics:
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PD:

PKJP.D:
Pbase 1ilDli"or 1. Droof oi COllCe1J..

POIl:ulaiiOllAllalnes -
Dacia ricll:

It BioflUrDtlCelltics
Abs.olufe bioanilabiJity:

r- tril_.::di::;.t""io=IO.::::M....,de;::-!il-,.sn;__-.-.si=Dgl-:;:-e.,..iDllJ__::;l"'li....,.Qc:-

0se

::. .,..:+-x_· t- + tliiiiiiR
:reJ>licate desim; siDgle i IllIJllioose:

avI\'CI:
Bio-warier requst~dOOIBCS
Bes class

DI. Otlter CPB Silildie5

Pediiairit; nel'elopment plan
lituatun! Raerellt6

Total NumbH ofSllIl.dis

Types and i'sof stwlies and
supplementary information (Iitenature

reviel.lo·) are adequate to conduct a
review

Application mable?

Comments seni to firm?

x

x

S1udy#2104-04'1415i-051-D5(}

2
filabilit and QBRcomments

Comments
Semi IR to sponsor to direct me to, o:I pl'ouide, the validation report
fOl' the ;malytical mE'inod used to< measure clindamycin, benzoyl
peroxide and benzoic acid in stud}' #2104-047-051-053-056: In
Viu'o Pernttillle<l'llS aoool'Ption of Clmdamycin. and Benzoyl
peroxide from Bell:Zaclin., :G13!jlfA\)Y~ (li2.5),~.~ and
DUAC Topic:l1 Gel using intad human skin. from two healthy
deUel'S Sponsor aheady responded
Rea$OlUS iftile applicJJilJi!l l.;.llo1 flb])le (CiT ill'l atmdlllleotif<l<]lpEcalzle)
FWe&!Jllpk i. dir1i'cl foImJJiJatiOll the >~llle as tM '!>:>·I;.e·:nm];;;::recloue'

COlllmflMS llil\",= ll~ll .eG! to tim! (\It ,~n~dUllmtmdooed). FDA lo:t!f!! d!;r" jf
np]ltkallre,

QBRqUe!lfiOIllS (by i~S1Ies to be considered)

·Othu ~·ommmts'ilr iDfofDLlllion Dot
includEd aooVl!

SecOIIldary nrieweJ: Sigllafure lllld D:rfe

"k'hat ist'he .systemic e1".1Josure ofclindamycin andbenzO}'l peroxid~ fr(}m~~lXl[~~)?~
Gei and how does it compare to the Cllm!Iilily .marketed products?

Abi Adebow.l!-e (lJlllllll8)

End of Document

Page 23 of23



This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

/s/

Jang-Ik Lee
9/29/2008 03:21:40 PM
BIOPHARMACEUTICS

Lydia Velazquez
9/29/2008 03:53:46 PM
BIOPHARMACEUTICS



Office of Clinical Pharmacology and Biopharmaceutics
New Drug Application Filing and Review Form

General Information about the Submission
mfonnation - Information

NDANumber 50-819 Brand Name - - Gel
OCPB Division (I. II. TIl) DCP3 Generic Name 1.2 % clindamycin phospahte , 2.5 %

benzoyl peroxide
Medical Division HFD-540 Dru~Class Anti microbial
OCPB Reviewer Abi Adebowale Indication(s) Treannent of acne vulgaris in patients 12

years and older
OCPB Team Leader Lvdia Velazquez Dosa2eForm Gel
Letter Date 21st December, 2007 Dosing Regimen To be applied to the affected areas once

daily or as directed by the physician
Application Receipt Date 26th December, 2007 Route of Topical

Administration
Estimated Due Date of 26m August, 2008 . Sponsor Dow Pharmaceutical Sciences, Inc.
OCPBReview
PDUFA Due Date 26m

, October, 2008 Priority Standard 505 (b) (2) application
Classification Reference Listed Drugs are Benzaclin

Topical Gel and Duac Topical Gel
- INDNumber 41,733

elin. Pharm. and Biopharm. Information
"X" if included Number of Number of Study Numbers If any

atming studies studies
submitted reviewed

STUDY TYPE
Table of Contents present and sufficient to X
locate reports, tables, data, etc.

~

Tabular Listin£ of All Human Studies X
HPKSummarv X
Labelinl! X
Reference Bioanalytical and Analytical X Sponsor needs to direct me to the validation
Methods report for the assay method used in study #

2104-047-051-053-056 (m vitro
percutaneous absorption)

I. Clinical Phannacolol!V
Mass balanc:e:
Isozyme characterization:
Blood/plasma ratio:
Plasma protein bindin£:
Pharmacokinetics (e.£., Phase 1)-

H ealthv Volunteers-
single dose:

multiple dose:
Patients-

single dose:
multiple dose:

Doseproportionalitv-
fasting / non-fasting single dose:

fasting I non-fastin~ multiple dose:
Drue;-drue; interaction studies -

m-vivo effects on primary dru~:

In-vivo effects ofprimary drug:
m-vitro:

Subpopulation studies -
ethnicitv:
~ender:

pediatrics:
j(eriatrics:

renal impairment:

b(4)



",

hepatic iJnpaiIment:
PD:

Phase 2:
Phase 3:

PKlPD:
Phase 1 andlor 2, proofofconcept:

Phase 3 clinical trial:
Population Analvses -

Data rich:
Data sparse:

II. Biopharmaceotics
Absolute bloavailability:
Relative bioavailability -

solution as refereilce:
alternate formulation as reference (IR):

Bioequivalence studies -
traditional desi~; sinl!le / multi dose: X I StudY # DPS-Q7-07-2005-001

replicate design; siul!le / multi dose:
Food-dru2 interaction studies:
Dissolution:
ClVJVC):
Bio-wavler request based on BCS
BCS class

111. Other CPB Studies
Genotype/phenotype studies:

Other (in vitro percutaneous absorption X I Study #2104-047-051-053-056
study)

Chronopharmacoklnetics
Pediatric development plan
Literature References

Total Number of Studies 2
Filability and QSR comments

Types and #'s of studies and "X" ifye. Comments
supplementary information (literature x Send IR to sponsor to direct me to, or provide, the validation report

review) are adequate to conduct a for the analytical method used t,o measure clindamycin, benzoyl
review

peroxide and benzoic acid in study #2104-047-051-053-056: In
Vitro Percutaneous absorption of Clindamvcin and Benzoyl
peroxide from Benzaclin, Clindaben (112.5), ' (115) and
DUAC Topical Gel using intact human skin from two healthy
donors

Application filable? X Reasons if the application is not filable (or an attachment jfaPplicable)
For exampl.e. is clinical fODnulation the same as the to-be-marketed one?

Comments sent to finn? No Comments havc· been sent to firm (or att.1chment included). FDA letter date jf
applicable,

QBR questions (key issues to be considered) What is the systemic exposure of clindamycin and benzoyl peroxide from -,-
Gel and how does it compare to the currently marketed products?

Other comments or information not
included above

Primary reviewer Signature and Date Abi Adebowale (02111/08)

Secondary reviewer Signature and Date Lydia Velazqnez

cc: NDA 50-819, HFD-850 (p.Lee), HFD-540 (T.Whlte, M. Owens), DCP 3 (D. Bashaw, L. Velazquez)

2

b(4)



This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

/s/

Abi Adebowale
6/5/2008 10:53:10 AM
BIOPHARMACEUTICS




