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DEPARTMENT OF HEALTH AND HUMAN SERVICES
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FOOD AND DRUG ADMINISTRATION

FormApprovod OMB No. 0910-0297
Expiration Date: 04-30-01

USER FEE COVER SHEET

See Instructions on Reverse Side Before Completing This Form

1. APPLICANT'S NAME AND ADDRESS

Clindagel, LLC
4189 Chaparral Court
Santa Rosa, CA 95409

_|4. DOES THIS APPLICATION REQUIRE CLINICAL DATA FOR APPROVAL?

3 PRODUCTNAME (] 4ndagel ) ( (Clindamycin
phosphate -——m gel) 12

IF YOUR RESPONSE IS "NO” AND THIS IS FOR A SUPPLEMENT, STOP HERE
AND SIGN THIS FORM.

IF RESPONSE IS ‘YES', CHECK THE APPROPRIATE RESPONSE BELOW:

{B THE REQUIRED CLINICAL DATA ARE CONTAINED IN THE APPLICATION.

[J THE REQUIRED CLINICAL DATA ARE SUBMITTED BY
REFERENCE TO

2. TELEPHONE NUMBER (Include Area Code)

(APPLICATION NO. CONTAINING THE DATA).

(707 ) 483-7489
5. USER FEE 1.D. NUMBER 6. LICENSE NUMBER / NDA NUMBER
3885 —

D A LARGE VOLUME PARENTERAL DRUG PRODUCT
APPROVED UNDER SECTION 505 OF THE FEDERAL
" FOOD, DRUG, AND COSMETIC ACT BEFORE 9/1/92
(Seif Explanatory)

D THE APPLICATION QUALIFIES FOR THE ORPHAN
EXCEPTION UNDER SECTION 736(a)(1)(E) of the Fedaral Food,
" Drug, and Cosmetic Act
(See item 7, reverse side before checking box.)

COMMERCIALLY
(Self Explanatory)

(J WHOLE BLOOD OR BLOOD COMPONENT FOR
TRANSFUSION

[J AN APPUCATION FOR A BIOLOGICAL PRODUCT
FOR FURTHER MANUFACTURING USE ONLY

7. 1S THIS APPLICATION COVERED BY ANY OF THE FOLLOWING 'USER FEE EXCLUSIONS? IF SO, CHECK THE APPLICABLE EXCLUSION.

D THE MCAHCN IS SUBMITTED BY A STATE OR FEDERAL
GOVERNMENT ENTITY FOR A DRUG THAT IS NOT DISTRIBUTED

FOR BIOLOGICAL PRODUCTS ONLY

[J sOVINE BLOOD PRODUCT FOR TOPICAL
. APPLICATION UIC:ENSED BEFORE 9/1/92

D A 505(b)(2) APPLICATION THAT DOES NOT REQUIRE A FEE
(See item 7, reverse side before checking box.)

D THE APPLICATION IS A PEDIATRIC SUPPLEMENT THAT
QUALIFIES FOR THE EXCEPTION UNDER SECTION 736(a)(1XF) of
the Federal Food, Drug, and Cosmetic Act
(See itern 7, reverse side befors checking bax.)

] A CRUDE ALLERGENIC EXTRACT PRODUCT
P g
-3
[ AN IN ITRO" DIAGNOSTIC BIOLOGICAL PRODUCT
LICENSED UNDER SECTION 351 OF THE PHS AGT

8. HAS A WAIVER OF AN APPLICATION FEE BEEN GRANTED FOR ‘THIS APPLICATION?

Oves - Elno

(Soe roverse side If snswered YES)

A completed form must be signed and accompany each new drug or biologic product application and each new
supplement. If payment Is sent by U.S. mail or courler, please include a copy of this completed form with payment.

Public reporting burdan for this collection of informaticn is estimated to average 30 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.
anmtsmgadmghsbmdmeshmatewawoﬂmaspeddﬂscdlmdhmbm Including suggestions for reducing this burden to:

An agency may not conduct or sponsor, and a person is not
required to respond to, a collection of information unless it
displays a currently valid OMB control number.

DHHS, Reports Clearance Officer
Paperwork Roduction Project (0910-0297)
Hubert H. Humphrey Building, Room 531-H
200 Independence Avenus, S.W.
Washington, CC 20201 )
Please DO NOT RETURN this form to this address. --

ORIZED COMPANY REPRESENTATIVE TE ~
% é /;” '~ Manager A

FORM FDA 3397 (5/98)

DATE _
January 6, 2000
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Clindagel, LLC o
Clindagel ™ N -
~ (clindamycin phosphate ~— !gel), 1%

mc——

FOREIGN MARKE_TING HISTORY

Clindagel™ (clindamycin phosphate m—— gel), 1% has not been marketed
outside of the United States

IBPERRS: Tms WAY
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Commitment for the Submission of the Dermal Absorption Study Report

Clindagel LLC hereby commits that the final report for the study entitied "An
Open-Label Randomized Study of the Comparative Absomption' of-Clindagel™
(@D) vs. Cleocin T (BID) In subjects with acne vulgars (C-GEL-005) v#ill be .
- submitted to the Agency as a NDA amendment within three months of tie initial
'NDA submission for Clindagel™. Clindagel LLC understands that failure to
meet this commitment may affect the filing of the NDA for Clindlagel™. ..

Gord "
Clindggel LLC

APPEARS THIS WAy . | o
ON ORIGINAL S =
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Prescription Drug Products (continued) :

CLINDAMYCIN HYDROCHLORIDE

CAPSULBE; ORAL
CLEQCIN HCL,
AB  + PHARMACIA AND
UPJOHN EQ 75MQ BASB N050162 001
AR < EQ 150MG BASE N050162 002
EQ 300MG BASE N050162 003
' APR 14, 1988
[ AB DANBURY PHARMA BQ 75M0 BAS| N063082 004
: ‘ JUL 31, 1991
AR EQ 150MQ BASE - N063083 001
) JUL 31, 1991
AR TEVA EQ 73MQ BASB N063027 001
: SEP 20, 1989
AB EQ 130MQ BASB N063029 001
‘ SEP 20, 1989
CLINDAMYCIN PALMITATE HYDROCHLORIDE
POWDER FOR RECONSTITUTION; ORAL
CLEOCIN
PHARMACIA AND ,
UPJOHN EQ 75MQ BASE/SML N062644 001
: . APR 07, 1986
CLINDAMYCIN PHOSPBATE ‘
CREAM; VAGINAL . .
+ PHARMACIA AND “t
UPJIOHN EQ 2% BASE N030680 001
AUG 11, 1992
GEL; TOPICAL
CLEOCINT
+ PHARMACIA AND !
UPJOHN .EQ 1% BASB N050615 001
, JAN 07, 1987
INJECTABLE; INJECTION
AP  + PHARMACIA AND
UPJOHN EQ 150MQG BASE/ML N030441 001
AP ! EQ 130MQ BASE/MI, IN062803 001
OCT 16, 1987
AP  + PHARMACIA AND :
UPJORN EQ 6MQ BASEML N050639 001
] AUG 30, 1989
AP+ £Q 12MG BASEML N050639 002
. ) AUG 30, 1989
+ BQ 18MG BASE/ML N050639 003
APR 10, 1991

'BEST POSSIBLE COPY

CLINDAMYCIN PHOSPHATE (continued)

BERRE B R2RRRRRERREERRERRERERRER

INJECTABLE; INJECTION
ABBOTT EQ 150MG BASE/ML . N062800 001
JUL 24, 1987
EQ 150MG BASEML N062801 001
+ e JUL 24, 1987
EQ 150MQ BASEML N0G2943 001
' I , 'SEP 29, 1988
.., ASTRA .- | EQI50MG BASEML N062928 001
L L . FEB 13, 1989
BEDFORD . EQ150MG BASEML N0G3163 001
S ' oo JUN 30, 1994
ELKINS SINN EQ 150MG BASE/ML N062806 001
: OCT 15, 1987
S . EQ 150MG BASE/ML N062953 001
ApR M togs
GENSIA ' : . EQI150MG BASEML N063041 001
AT DEC 29, 1989
CooTe EQ 150MG BASEML N063282 001
: MAY 29, 1992
LEDERLE . | EQ 150MG BASE/ML N062889 001
APR 25, 1988
EQ 150MQ BASE/ML N063068 001
. AUQ 28, 1989
LOCH EQ 150MG BASEML N062905 001
L ) MAY 09, 1938
MARSAM EQ 150MG BASEML N052913 001
o ‘ : OCT 20, 1988
SOLOPAK EQ 150MG BASEML N062819 001
) MAR 15, 1988
EQ 150MG BASE/ML N062852 001
MAR 17, 1988
STERIS " EQ 150MQ BASEMI, NOG2900 001

i " DEC 29, 1989

+ EQ 900MQ BASE/I00ML  N030648 003
R DEC 29, 1989
LOTION; TOPICAL , e
T‘ . W1 A
+ PHARMACIAAND ' =~ %
UPIOHN ) EQ 1% BASE . N050600 001

i MAY 31, 1989
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505(b)(2) CERTIFICATION

As-per 21 CFR 314.54(a)(1)(iv) Clindagel, LLC certifies that this 505(b)(2)
application is for a new indication (dosing regimen) of Clindagel™ ( ==
clindamycin phosphate - gel) in the treatment of acne vulgaris. Clindagel is
indicated_for a once a day treatment of acne vulgaris while Cleocin-T gel (1%

clindamycin phosphate), the listed product, is indicated for twnce a day use for the
treatment of acne vulgaris:

i

Robert J M ormack, Ph.D.
Vice PreS|dent Regulatory Affairs
Target Research Associates, Inc. ST

APPEARS THIS WAY
ON ORIGINAL
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Exclusivity Summary from FDA

11-20-00

APPEARS THIS WAY
ON ORIGINAL



EXCLUSIVITY SUMMARY for NDA # 50-782 SUPPL #

Trade Name: Tradename Generic Name: cllndamycln phosphate, e
gel, 1% o '
Applzcant Name: C11ndaggl LLCLjTarget Research Associates) HFD- 540
Approval Date: 11-21-00

PART I: IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all original
applications, but only for certain supplements. Complete Parts
IT and III of this Exclusivity Summary only if you answer "YES"
to one or more of the fcllowing questions about the submission.

a) Is it an original NDA? YES/ X / NO /' /-

b) Is it an effectiveness supplement? YES / / NO / /
If yes, what type (SEl, SE2, etc.)?

c) Did it require the review of clinical data other than to
support a safety claim or change in labeling related to
safety? (If it required review only of biocavailability or
bioequivalence data, answer "NO.")

' YES /___ / NO /___ /

If your answer is "no" because you believe the study is a
bieavailability study and, therefore, not eligible for
exclusivity, EXPLAIN why it is a biocavailability study,

_ including your reasons for disagreeing with any arguments
made by the applicant that the study was not simply a

. biocavailability study.

[
-

If it is a supplement requiring the. review of clinical data
but it is not an effectiveness supplement, describe the
change or claim that is supported by the clinical data: T

d) Did the applicant request exclusivity? YES / x'/ NO / '/

If the answer to (d) is "yé&s," how many years of exclusivity
did the applicant -request?

NOV 20 77

3 Years
e) Has pediatric exclu;1v1ty been granted for this Actlve : -
‘Moiety? "YES /___/ -NO / X / ' '

IF YOU HAVE ANSWERED "NO" TO ALL OF’THE AﬁOVE_QUESTIONS, GO
DIRECTLY TO THE SIGNATURE ELOCKS ON Page 9.

—- Page 1

: ©_ APPEARSTHIS WAY
| ~ ONORIGINAL



2. Has a.product with the same active ingredient(s), -dosage form,
strength, route of administration, and dosing schedule previously
been approved by FDA for the same use? (Rx to OTC) Switches
should be answered No - Please indicate as such).

. YES /__/ NO / X/
If yes, NDA # _ Drug Name

BLOCKS ON Page 9.
3. Is this drﬁé“product or indication a DESI upgrade?
— ‘ ~"YES /___/ NO / X/

IF THE ANSWER TO QUESTION 3 IS "YES," GO DIRECTLY TO THE SIGNATURE
BLOCKS ON Page 9 (even if a study was required for the upgrade)

PART II: FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2, as appropriate)

1. Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug
‘product containing the same active moiety as the drug under
consideration? Answer "yes" if the active moiety (including
other esterified forms, salts, complexes, chelates or clathrates)
has been previousIy approved, but this particular form of the
active moiety, e.g., this particular ester or salt (including
salts with hydrogen or coordination bonding). or other non-
covalent derivative (such as a complex, chelate, or clathrate)

_ has not been approved. Answer "no" if._the compound requires
metabolic conversion (other than deesterification of an
esterified form of the drug) to produce an already approved
active moiety. — YES / X/ NO /__/

If "yes," identify the approved drug product(s) containing the
active moiety, and, if known, the NDA #(s).

- NDA# 50-441 (Cleocin Phosphate Solution),
_NDA# 50-537(Cleocin Topical Solution)
NDA# 50-600 (Cleocin T Topical Solution)
NDA# 50-615 (Cleocin T Gel) _
NDA# 50-635 & 50-636 (Clindamycin Phosphate 5% Injection)
NDA# 50-639 (Cleocin Phosphate IV Solution)
NDA# 50-648 (Clindamycin Phosphate Injection)
NDA# 50-680 (Cleocin Vaginal Cream)

NDA# 50-767 (Cleocin Vaginal Cream OV)

Page 2



2. Combination product.

If the product contains more than one active moiety (as defined
in"Part II, #1), has FDA previously approved an application under
section 505 containing any one of the active moieties in the drug
product? If, for example, the combination contains. éne never-
before-approved active moiety and one previously approved active
moiety, answer "yes." (An active moiety that is marketed under
‘an OTC monograph, but that was never approved under an NDA, is

: con51dered not previously approved.) :

YES / / NO / X_/

If "yes," identify the approved drug product (s) contalnlng the
actlve moiety, and, if known, the NDA #(s)

NDA #

 NDA #

NDA #

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY
TO THE SIGNATURE BLOCKS ON Page 9. IF "YES," GO TO PART III.

PART III:. THREE-YEAR EXCLUSIVITY FOR NDA'S AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or
supplement must contain "reports of new clinical investigations
(other than biocavailability studies) essential to the approval of
~‘the application and conducted or sponsored by the applicant." This
section should be completed only if the answer to PART II, Question
1 or 2, was "yes." '

1. Does the application contain reports of cllnlcal R
‘investigations? !The Agency interprets "clinical investigations”
'to mean investigations conducted on humans other than -
bioavailability studies.) If the application contains clinical
investigations only by virtue of a right of reference to clinical
investigations in another application, answer "yes," then skip to
question 3(a). If-the answer to 3(a) is "yes" for any
investigation referred to in another application, do not complete
mremalnder of summary for that investigation.

YES / X/ = NO /__/

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9.

Page 3
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2. A clinical investigation is "essential to.the approval” if the

Agency’ could not have approved the application or supplement
without relying on that investigation. Thus, the investigation
is not essential to the approval if 1) no clinical investigation
is necessary to support the supplement or application in light of
previously approved applications (i.e., information other than
clinical trials, such as bioavailability data, would be
sufficient to provide a basis for approval as an ANDA or
505(b) (2) application because of what is already known about' a
previously approved product), or 2) there are published reports
of studies (other than those conducted or sponsored by the
applicant) or other publicly available data that independently
would have been sufficient to support approval of the
application, without reference to the clinical investigation
submitted in the application.

For the purposes of this section, studies comparing two products
with the same ingredient (s) are considered to be biocavailability
studies. ' ’ - -
(a) In light of previously approved applications, is a
clinical investigation (either conducted by the applicant
or available from some other source, including the

published literature) necessary to support approval of
the application or supplement?

YES /_X_/ NO /___/

"If "no," state'the basis for your conclusion that a
clinical trial is not necessary for approval AND GO
DIRECTLY TO SIGNATURE BLOCK ON Pagg 9:

—

(b) Did the applicant submit a list of published studies
.relevant to the safety and effectiveness of this drug
product and a statement that the publicly available data
would not independently support approval of the
application? _

YES /___/ . NO / X/

(1) 1If the answer to 2(b) is "yes," do ydu personally know
of any reason to disagree with the applicant’'s
conclusion? If not applicable, answer NO.

YES /_/ NO/__/ N/A

If ves, explain:

Page 4




(2) If the answer to 2(b) is "no," are you aware of
published studies not conducted or sponsored by the
- applicant or other publicly available data that could
independently demonstrate the safety and effectiveness of
this drug product?
YES /___/ NO /_X_/

If yes, explain:

(c) If the answers to (b) (1) and (b) (2) were both "no,"
identify the_ clinical investigations submitted in the
application that are essential to the approval:

Investigation #1, Study # CGEL-003

Investigatién_ﬁg, Study #

”

3. In addition to being essential, investigations must be "new
to support exclusivity. The agency interprets "new clinical
investigation" to mean an investigation that 1) has not been
relied on by the agency to demonstrate the effectiveness of a
previously approved drug for any indication. and 2) does not
duplicate the results of another investigation that was relied on
by the agency to demonstrate the effectiveness of a previously
approved drug product, i.e., does not redemonstrate something the
~agency considers to have been demonstrated in an already approved - =

- application.

(a) For each investigation identified as "essential to the
. approval," has the investigation been relied on by the
agency to demonstrate the effectivgness of a previously
approved. drug product? (If the investigation was relied on
.- only to support the safety of a previously approved drug,
answer "no.") :

Investigation #1 YES /__/ NO / X /

Investigation #2 YES /__/ NO /___/

If you have answered "yes" for one or more investigations,
identify each such investigation and the NDA in which each

was relied upon:

NDA # Study #
NDA # Study #

Page 5



(b) For each investigation identified as "essential to the
approval," does the investigation duplicate the results of
another investigation that was relied on by the agency to
support the effectiveness of a prev1ously approved drug

product?
Investigation #1  — YES /___/ NO / X /

Investigation #2 "'YES / -/ - NO / /

If_you have answered "yes" for one or more investigations,
identify the NDA in which a similar investigation was relied

on:
NDA # Study #
NDA # Study #
(c) If the answers to 3(a) and 3(b) are no, identify each "new”

investigation 'in the application or supplement that is
_essential to the approval (i.e., the investigations listed
in #2(c),. less any that are not "new"):

Investigation # 1 , Study # CGEL-003"

Investigation # , Study #

-4--To be eligible for exclusivity, a new investigation that is
essential to approval must. also have been conducted or speasored
by the applicant. An investigation was "conducted or sponsored
by” the applicant if, before or during the conduct of the
investigation, 1) the applicant was thé-sponsor of the IND named
in the form FDA 1571 filed with the Agency, or 2) the applicant
(or its predecessor in interest) provided substantial support for
the study. Ordinarily, substantial support w1ll mean providing
50.percent or more of the cost of the study. -

(a) For each investigation identified in response to question
3(c): if the investigation was carried out under an IND,
was the applicant identified on the FDA 1571 as the
sponsor?

Investigation #1

~IND #_56,487 _ YES /;x_/

NO / / Explain:

1

!

]

!

!
=

1

APPEARS THIS W N B Page 6
| A ~
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3

(b)

Investigation #1

YES /___/ Explain L

For each investigation not carried out under an IND or
for which the applicant was not identified as the
sponsor, did the applicant certify.that it or the

-applicant's predecessor in interest provided substantial

support for the study? N/A

NO /_ ./ Explain

Investigation #2

YES /__ / Explain L

NO / / Explain

(c) Notwithstanding an answer of "yes" to (a) or (b), are
: ‘there other reasons to believe that the applicant should
not be credited with having "conducted or sponsored"” the
study? (Purchased studies may not be used as the basis
- for exclusivity. However, if all rights to the drug are
purchased (not just studies on the drug), the applicant
may be considered to have sponsored or conducted the
studies sponsored or conducted by its predecessor in
interest.) i :
- YES /___/ NO / X /
- If yes, explainr
Signature of Preparif71ndira Kumar/RPM . Date ' . :
;\ | Ll F1”°’ &0
‘3ona1?an K. Wilkin, M.D./Division Director _ Date -

—. Page 7



Clindagel, LLC
Clindagel ™. ‘

(clindamycin phosphate ... gel), 1%
" NDA 21-230 ’

PATENT AND EXCLUSIVITY INFORMATION

The sponsor, Clindagel, LLC, seeks marketing approval of Clindagel™ ( —
clindamycin- phosphate ' — * gel) in the treatment of acne vulgaris via a
505(b)(2) application. Clindageli™ is similar in composition to the listed drug

Cleocin-T gel (1% clindamycin phosphate) which is approved for twice a day

treatment of acne vulgaris. o

There is currently no patent protection for - Clindagel™ ( - clindamycin_
phosphate === .gel), which is the subject of this 505(b)(2) application.
Persuant to 21CFR 314.108 Clindagel™ qualifies for 3 years of exclusivity since
a clinical investigation was essential in showing effectiveness of Clindagel™ in a
once a day application for the treatment of acne vulgaris and the clinical
investigation was conducted by the sponsor (as per IND # 56,487). '

Upjohn’s patent for clindamycin phosphate has expired and additionally, as listed
in the Orange Book, Cleocin-T gel has no additional exclusivity. Information on
Upjohn’s Patent 3,509,256 issued April 28, 1970 covering clindamycin phosphate
and information on Cleocin-T gel from the Orange Book can be found on the
following pages.

To the best of Clindagel, LLC's knowledge, Clindagel™ '~ clindamycin
‘phosphate === gel) does not infringe on any patents covering clindamycin
phosphate or products containing clindamycin phosphate.

~ _DPPEARS THIS WAY
ON ORIGINAL
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Clindagel, LLC
4189 Chaparral Court ® Santa Rosa, CA 95409
Phone: (707) 483-7489 o Fax: (707) 546-3058

Clindagel, LLC hereby certifies that it did not and will not use in any capacity the
services of any person debarred under section 306 of the Federal Food, Drug and
Cosmetic Act in connection with this application.

A —

‘Gordon Dof Pharm.D.

Clindagel, {LC

- . APPEARSTHIS wev‘f-’
-  BRDRIENAL ‘
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DEPARTMENT OF HEALTH AND HUMAN SERVICES . Form Approved: OMB No. 0910-0396

Public Health Service Expiration Date: 3/31/02
Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGE!IMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

~ With respéect to ali-covered clinical studies (or spec:ﬁc clinical studies listed below (if‘appropriate)) submitted
in support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dspendent child of the investigator as defined in 21 CFR 54.2(d).

| Pleave mark the applicable checkbar |

| (1) As the sponsor of the submitted studies, | certify that | have not entered into any financial
arrangement with the listed clinical investigators (enter-names of clinical investigators below or attach

list of names to this form) whereby the value of compensation to the investigator could be affected by -
the outcome of the study as defined in 21 CFR 54.2(a). | also certify that each listed clinical
investigator required to disclose to the sponsor whether the investigator had a proprietary interest in
“this product or a significant equity in the sponsor as defined in 21 CFR 54.2(b) did not disclose any
such interests. | further, certify that no listed investigator was the recipient of significant payments of

- other sorts as defined in 21 CFR 54.2(f).

See Attached

Clinical Investigators
T

' ll (2) As the applicant who is submitting a study or studies sponsored by a firm or party other_than the

: applicant, | certify that based on information obtained-from the sponsor or from participating clinical
investigators, the listed clinical investigators (aftach list of names to this form) did not participate-in
any financial arrangement with the sponsor of a covered study whereby the value of compensation to
the investigator for conducting the study could be affected by the outcome of the study (as defined in
21 CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor

-- of the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments
of other sorts (as defined in 21 CFR 54. 2(f))

(3) As the applicant who is submltting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible
to do so. The reason why this informiation could not be obtained is attached. ™

NAME . TILE

_ Gordon J. Dow o Manager
[FIRM/ORGANIZATION B : i
Clindagel, LLC '

"SIGNATURE 7 JOATE

Papenvork Reduction Act Statement e -
An egency mxeuﬂu:otqnuu'mdlpuunlsunuqﬁndninwmﬂuu.uﬂumnof
W'.'.’:’m it displays a curently valid OMB control 1zumber. Public reporting burden for this mwmnmw
collection of information is estichated to aversge 1 hour per response, including time for reviewing ;sgﬁdnn ‘u""““r”
instructions, searching existing data sources, gathesing an! maintaining the necessary data, and Lane, Room 14C-03
completing and reviewing the collection of information. Send comments regarding this burden Rockville, MD 20857
emm«mymh«upectoﬁhuoolleuimofmfamﬂmmﬁnﬁmwhnsht

FORM FDA 3454 (3/99) . , _' | | by s Dot o) 7




Clindagel™ Clinical Investigators

Investigator Clinical Study
o o CGEL-001, CGEL-002
o w7 CGEL-001, CGEL-002
R CGEL-003 "~ © '
. CGEL-003
CGEL-003 |
CGEL-003 1
CGEL-003 | '
CGEL-003
CGEL-003
CGEL-003
CGEL-003
CGEL-003
CGEL-003
CGEL-003
CGEL-003
CGEL-003
| | CGEL-003 |
stt, L | cGEL-003, CGEL-005

— o " CGEL-005

e i e
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RESEARCH
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- CUNICAL RESEARCH, REGULAT OR'Y Al FAlRS & BlOSTATISTICS o

554 Central Avenue » New Providence. NJ 07974 USA = 908/454-7500 + FAX:.908/464-7815 . .

" information in the following attachment.

November 22 2000

" Jonathan K. Wilkin, MD
‘Director o ' ' -
= Division of Dermatologlc and Dental Drug Products -
. Food and Drug Admmlstratlen . ‘

9201 Corporate Boulevard

‘ North 214

Rackville, MD 20850

RE: NDA 50-782

Clindagel, LLC; Santa Rosa, CA o
Clindagel™ (Cllndamycin Phosphate w—— gel) 1°/o
Indication: Once a day treatment of acne vulgaris '
Response to the November 9 FDA request for formulation,
specifications and acceptance criteria of the

Dear Dr. W‘rl'liin'

Reference is made to NDA 50-782 for Clmdagel”(Clmdamycm Phosphate

emmgme  gel) 1% for the once a day treatment of ‘acne vulgaris submitted to FDA

on January 27, 2000.

~ On behalf of Clmdagel LLC, wé' are he'reby subrnrttlng 'ln'duplrcate the followmg R

information in response to the November 9 request by the agency. The FDA :

" request is listed below in boldface type followed by the appllcable response.

4. ~—mmml g Type l errcaneously listed as a Type 1 in the SumeSSIOI‘I

"does not contain the ' information requlred for the

, the DMF holder, has informed the -agency that a

. formulatlon dlsclosure statement (formulation,-specuﬁcatlons and
acceptance criteria) is _provided to their clients with every lot they -

"~ supply to their clients and that the formulatron disclosure stiatement of
their product could be provided to the agency by the applicant.. Please a
-provide the. formulation, speclfications and acceptance cntena of the

e et e

Clmdagel LLC bas- recelved the formulation specrﬁcatlens and acceptance
criteria for the as requested and ns provadlng thls




’ Dr.Wilkin L I : :.':,'i'_;"_‘ R paggz‘-;

November22,2000 - - . . . .. :—ff-- R

‘Please let me know cf you hava any questions regarding the contents of thls 7‘

'submlssson

Smcerely. %

| 'JnllA Powers, RAC R\
Manager, Regulatory Affalrs _' S

APPEARS THIS WAY .
CONORIGINAL
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TARGET
RESEARCH
ASSOClATES

CUNICAL RESEA "’(‘ H, REGULATORY AFerlRS &BlOSTATlSTlCS :

November 21, 2000

Jonathan K. erkln MD

Director

Division of Dermatologrc and Dental Drug Products .

Food and Drug Administration .~ - - o APDPEARA .
9201 Corporate Boulevard -~ -~ S APPEARS THIS way
North 214 S ON ORIGINAL |

Rockville, MD 20850'

RE: NDA 50-782 A S -
Clindagel, LLC, Santu Rosa,CA =~ = ' : : -
- Clindagel™ (Clindamycin Phosphate S gel), 1%
Indication: Once a day treatment of acne vulgaris
Submlsslon of mock up contamer and carton Iabels

Dear Dr. Wilkin: -

Reference is made to NDA 50-782 for Clindagel™(Clindamycin  Phosphate
~=mee  gel) 1% for the once a day treatment of acne vulgaris submrtted to FDA -
on January 27 2000 ~ ' : :

Please be advused the Clmdagel LLC doés not intend to market Chndaget but
will ¢ - .

T - ‘ o ‘In addrtlon the mock
_. up does not include the revised storage statement requested by the agency in .

“the fax of November 9, 2000. .Once an agreement has been made on the label

copy between the agency and Clindagel, LLC, the final label copy containing the
- name of the marketing company and the revrsed storage statement will be
- - submitted. _ R

Please let me Kriow |f you lhave any’ questlons regardmg the contents of thrs ', o

submtssron

_ Manager Regulatory Aﬁarrs

@oo2

554 Central Avenue « Néw Providence. NJ 07974 USA » 908/464-7500 » FAX: 908/464-7515
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- (not releasable,
(ot releasable,




908 464 3529

" 11/15/00 WED 13:30 FAX 908 464 3529 """ Target Research Assoc.
P . : o -

' 554 Central Avenue - New Providence. NJ 07974 USA »

I TARGET
RESEARCH =
ASSOCIATES -

@oo2 -

CLINICAL RESEARCH, REGULATORY AFFAIRS & BIOSTATISTICS '
-_November15 2000 _ : [

‘ Jonathan K. V\ﬁlkm MD

Director - ' * _
Division of Dermatolognc and Dental Drug Products -
Food and Drug Administration

8201 Corporate Boulevard

North 214

"Rockville, MD 20850

RE: NDA 50-782
' Clindagel, LLC; Santa Rosa CA :
Clindagel™ (Clindamycin Phosphate —e== " gel), 1%
Indication: Once a day treatment of acne vulgaris —
120 Day Safety Update Information

Dear Dr. Wilkin:

Reference is made to NDA 50- 782 for Chndagelm(Clrndamycrn Phosphate

== gel) 1% for the once a-day treatment of acne vulgaris submitted to FDA

on January 27, 2000.

On behalf of Chndagel LLC we are hereby sub‘muttlng in duplicate a confirmation
by Clindagel, LLC that all clinical studies are complete and all safety data were

- reported in either the original NDA application or the NDA amendment filed on
April 27, 2000. Therefore, pursuant to 21 CFR 314 50(d)(5)(vr)(b) there is no--

new safety information to report.

Please let me know |f you have any questrons regardrng the contents of this

'submrssron L , -

‘. APPEARS THis WAY
“ ON ORIGINAL

. Manager, Regulatory Affairs

.908/464-7500 * FAX: 908/464-7515 - -




DEPARTMENT OF HEALTH AND HUMAN SERVICES

T e SEXVICE REQUEST FOR CONSULTATION

FOOD AND DRUG ADMINISTRATION

TO (Division/Office): HFD-400 OPDRA, Attn:Sammie Beam FROM: HFD-540 (Division of Dermatologic and Dental Drug
[Patrick Guinn - | Products) Jonathan Wilkin/Division Director
ember ' i Submission of New Proprietary January 27, 2000
I i Name
NAME OF DRUG: PRIORITY CONSIDERATION: CLASSIFICATION OF DRUG: DESIRED CQMPLETION DATE: .
Clindagel (clindamycin phosphate) “Yes , ASAP (PDUFA Date: ||
1% Topxcal Gel e 1 1_27_00)
P 'NAME OF FIRM:Clindagel, LLC (Target Research Associates)
REASON FOR REQUEST
L. GENERAL
0O NEW PROTOCOL O PRE--NDA MEETING D RESPONSE TO DEFICIENCY LETTER
O PROGRESS REPORT O END OF PHASE Il MEETING O FINAL PRINTED LABELING -
0O NEW CORRESPONDENCE O RESUBMISSION 0O LABELING REVISION ﬁ
0 DRUG AP VERTISING 0O SAFETY/EFFICACY O ORIGINAL NEW CORRESPONDENCE
O ADVERSE REACTION REPORT ' O PAPER NDA 0O FORMULATIVE REVIEW
00 MANUFACTURING CHANGE/ADDITION O CONTROL SUPPLEMENT ® OTHER (SPECIFY BELOW);
OMEETING PLANNED BY New Proprietary Name Consult
\ ’ i II. BIOMETRICS .
STATISTICAL EVALUATION BRANCH : STATISTICAL APPLICATION BRANCH
"1l O TYPE A GR B NDA REVIEW . O CHEMISTRY REVIEW T
O END OF PHASE 1l MEETING 0O PHARMACOLOGY :
00 CONTROLLED STUDIES . O BlOPHARMACEUTlCS -
0O PROTQCOL REVIEW DO OTHER:
“THER?
1II. BIOPHARMACEUTICS
|| O DISSOLUTION ' O DEFICIENCY LETTER RESPONSE
O BIOAVAILABILTY STUDIES : ) O PROTOCOL-BIOPHARMACEUTICS
O PHASE IV STUDIES O IN-VIVO WAIVER REQUEST
T ‘ - IV. DRUG EXPERIENCE
D PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL T O REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY ~—
O DRUG USE e.g. POPULATION EXPOSURE, 0O SUMMARY OF ADVERSE EXPERIENCE
ASSOC'ATED DIAGINOSES - ' O POISON RISK ANALYSIS

O CASE REPORTS OF SPECIFIC REACTIONS (List below)
O COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP

V. SCIENTIFIC INVESTIGATIONS

"O CLINICAL R 0O PRECLINICAL

COMMENTS/SPECIAL INSTRUCTIONS: - : -
Attn:Patrick Guinn )
The Division is requesting a formal consult regarding the NDA 50-782 Clindagel (clindamycin phosphate) 1% Topical Gel - new proprietary name
submission. The applicant is proposing Clindagel as proprictary names for consideration. Enclosed is a copy of the supporting documentation. for their

roposal. -
gle:; call Indira Kumar at 827-2072 for further details. Thanks.
cc: Original NDA 50-782 -

HFD-540/Div. Flles’Kumar/Wnlkm/Walker/l-Iuene/DeCamp/’l’urquan

-

SIGNATURE OF REQUESFER: \ Ll 3\ SO | METHOD OF DELIVERY (Check one):
7. T BMAIL ~ OHAND

NATURE OF RECEI‘éR SIGNATURE OF DELIVERER:
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“‘November 8, 2000

- Erythema dryness and. peelmg of the skm are common occurrences i the'.'"'
population "in general ‘and in .acne pattents ‘These . s:gns can sometimes be

_associated with ‘acne, with common undertymg predrsposmon to dry ‘skin, or with . -

* personal habits, such as excessive washing. It would be difficult to find a population
of 666 subjects with acne; but with no erythema -dryness, peehng ‘or imitation.
Excluding any subject wrth erythema ‘dryness peeling or irritation at baseline mightin .
essence lead to studying-a biased subset of the population;. The Sponsor and the . .

- Investtgators felt that the local irritation present at baseline would not make treatment .

- contraindicated, and would ncit mterfere wrth thetr ablltty to evaluate the responses to.
,treatment or local reacttons : S : .

At both the end of Phase ] meetmg held January 19 1999 and the. preNDAf A
meeting held November 15, 1999, the Agency. agreed with the: inclusion/exclusion.. - .~ -

criteria established in the protocol, as well as the method of evaluating irritation also.
outlined in the protocol. In the: diseussion during this meetlng, the Agency required”

that patients diagnosed with more severe acne be enrolled in this study, fo be able to- . -

better define the clinical effects of Clindagel. The Sponsor expected that some
patients with more severe acne would present with signs of irritation, dryness,
erythema, or peeling, and did not want to e‘xclude' them from the study.

" The results of the study are as follows. Erythema was the most common-sign of A'

local irritation noted at baseline, it was reported in 55 % of the subjects. At base line - i

- erythema was absent or mild in 88 % (586/667) of the subjects. ‘Of those subjects
with erythema 78 % (288/371)) were mild, 19 % (71/370) were moderate and 3 %
. (10/370) were severe. -Most of this erythema noted at base line could be attributed to
the erythema that can be associated with the: presence ‘of inftamed acne lesions. ‘To

enter the study subjects were required to have 25-100° -inflammatory acne lesions. .
When many .acne- lesions are-present in an afea there can be an associated - -

erythema of the surroundt ng normal sktn

Peellng and dry'tess were ncted much less frequerﬂly than erythema Peehng and -

dryness were’ either absent or mild at base line in 99 % -(658/667) and 98 % . *

(651/667) of the subjects; res pectively. Of those subjects with peeling at base line .- LT
. 10 % (8/84) were moderate. Of those sub]ects noted to have dryness at base fine 13 ... B
'~ % (15/119) were moderate. There was a srngle case of severe dryness wnth severe - - .. o

peeungreponed P R

Irritation was reported by the subjects when they were asked i thelr skin was”: e
“irritated.  No irritation at base liné was reported by 78 % of the sub]ects Most, 93 % - - -

~ (618/667), of the. subjects teported no or mild irritation at base liné.. Of those who ~

 reported irritation. 67 % (99/148) were mild, 26 % (38/148) were moderate, and 7%}" S

(10/148) were severe. - Since this was an open-ended questlon to the subjects 1t is-
possrbte that some of thts |m'tat|on ‘was related to. the acne.. . X .

There was a dechne in, the observed frequency of moderate and severe loml _.__.-:..' S
~ irritation .»oore§T* om basellne to endpoint in_most treatment groups (Figure 2-NDA ~° 7 ¢
. volume 1.19, page 74)." There was-an. increase, in all groups of the percentage of - ST
subjects with absent érytherna; peeling, dryness; and: irritation from baseline to

endpoint (Tz able14.2.17-'NDA. volume 1.19, pages. 19&201) . These observations f»
~would - suggest that the locai sngns and symptoms noted at basehne were  not

WST POSS %%E wf;
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chmcally sngmﬁcant some of the local reactlons may have been related to the acne '-" B

- and that these subjects were appropnate for enrollment

In summary the sponsor would suggest that the erythema noted at base lme was
- attributable at least in part.if not primarily to the lnﬂammatory nature. of acr=:. The.
- reported occurrence of: peeling, dryness, and the subjective complamt of irritation -
"noted at base line were most commonly absent or mild and representative of these

signs and symptoms in an- acne population prior to any lnlerventlon Therefore, the

investigators . felt that the - local irritation -present would ' not . make - treatment ° :
contraindicated and would not interfere with their ability to- access the response to: .. . .

Areatiment or local reactions. n addition, these SUbJects were enrolled because there
. was no exclus:on cntena to exclude them o ) 7

Ptease let me know if you have any questnons regardnng 1he contents of thts submnssnon

MaNager, RegUlatoryj'Affairs '

[ -
_—
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~ ONORIGINAL
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CUNICAL RESEARCH, REGULATORY AFFAIRS & BIOSTATISTICS

October 31, 2000

Jonathan Wilkin, MD

Director,

Division of Dermatologic and Derital Drug Products
Food and Drug Administration

9201 Corporate Boulevard

North 214 - ”""»"‘"-"l\'
Rockville, MD 20850 B W NT
RE: NDA50-782 » Be -

Clindagel, LLC, Santa Rosa CA
Clindagel™-(Clindamycin Phosphate ~ —== gel), 1%
Indication: Once a day treatment of acne vulgaris
Submission of stability clata update -
Dear Dr. Wilkin:
Reference is made to NDA 50-782 for Clindagel™ (Clindamycin phosphate ' == gel),
1% for the once a day treatment of acne vulgaris submitted on January 27, 2000, and
the commitments made in the NDA to provide updated stability data.
Based on the commitment, the following stability data are submitted:
e Primary stablllty study 115-G month 18 stability. tables and lntenm report
. e Primary stablllty study 140~G month 18 stablllty tables and mtenm report
) Auxnllary stabmty study 087 final report. |

o Auxiliary stabmty study 091, ﬁnal report . 3

The results obtained to date from the stablllty studles substantlate the proposed exprry
. dating of ==== for the drug prcduct in all three fill sizes, 7.5g,42 g, 77 g when :
. stored at controlled room temperature between 15° 5°C (59° 77°F) .

Please let me know if you have any questlons about the enclosed rnformatlon - 'Q' '

BEST POSSIB[E COW

Manager Rnglatory Affairs

BRI

554 Centrol Avenue . New Provldence NJ 07974 USA . 908/464 7500 e FAX 908/464 7515



DEPARTMENT OF HEALTH AND HUMAN SERVICES Plila s A Iy Aoy

FOOD AND DRUG APMINISTRATION See OMB Statement on page 2.
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, FOR FDA USE ONLY
OR AN ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER

(Title 21, Code of Federal Regulalions, 314 & 601)

APPLICANT INFORMATION

NAME OF APPLICANT . - DATE OF SUBMISSION
Clindagel, LLC October 31, 2000
TELEPHONE NO. (inciude Area Code) : ] FACSIMILE (FAX) Number (include Area Code)
707-793-2600 - 707-793-0145 )
APPLICANT ADDRESS (Number, Street, Cily, State, Country, 2IP Cod or Mai Code, AUTHORIZED U.S. AGENT NAME & ADDRESS (Number, Street, City, State,
and U.S. License number i previously issued): ZIP Code, telephone & FAX number) IF APPLICABLE
4189 Chaparral Court Target Research Associatés
Santa Rosa, CA 95409 554 Central Avenue

New Providence, NJ 07974

Telephone: 908-464-7500

Fax: 908-464-3529

PRODUCT QFSCRIPTION —_
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOL(GICS LICENSE APPLICATION NUMBER (if previously issued) 50-782
ESTABLISHED NAME (e.g., Proper name, USP/USAN name) PROPRIETARY NAME (trade name) IF ANY

1% Clindamycin Phosphate, USP Clindagel L
CHEMICAUBIOCHEMICAUBLOOD PRODUCT NAME (/f any) CODE NAME (/f any)
Clindamycin 2-{dihydrogen phosphate)
DOSAGE FORM: Topical gel STRENGTHS: 1% clindamycin phosphate ROUTE OF ADMINISTRATION: Topical

{PROPOSED) INDICATION(S) FOR USE: Once a day treatment for acne vuligaris

APPLICATION INFORMATION

 APPLICATION TYPE

(check one) B NEW DRUG APPLICATION (21 CFR 314.50) 0O ABBREVIATED NEW DRUG APPLICATION (ANDA, 21 CFR 314.94)
' O BIOLOGICS LICENSE APPLICATION (21 CFR part 601)

IF AN NDA, IDENTIFY THE APPROPRIATE TYPE _ . O 505 ()1) B 505 (b)(2)

IF AN ANDA, or 505(b)(=2), IDENTIFY THE REFERENCE LISTED CRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
| Name of Drug Cleocm-T gel Hotder'of Approved Applmnon Phammacia & Upjohn

TYPE OF SUBMISSION (check one} O ORIGINAL APPLICATION 0 AMENDMENT TO A PENDING APPLICATION 3 RESUBMISSION
0 PRESUBMISSION . - ] ANNUAL REPORT [J ESTABLISHMENT DESCRIFTION SUPPLEMENT [0 EFFICACY SUPPLEMENT
O LABELING SUPPLEMENT O CHEMISTRY MANUFACTURIMG AND CONTROLS SUPPLEMENT B OTHER

IF A SUBMIGSION OR PARTIAL APPLICATION, PROVIDE LETTER DATE OF AGREEMENT TO PARTIAL SUBMISSION.

IF A SUPPLEMENT, IDENTIFY THE APPROPRIATE CATEGORY O CBE O CBE-30 0O Prior Approval (PA)

REASON FOR SUBMISSION Updated stability information

PROPOSED MARKETING STATUS (check one) B PRESCRIPTION PRODUCT (RY) 3 OVER THE COUNTER PRODUCT (OTC)

NUMBER OF VOLUMES SUBMITFEB———N/A— THIS APPLICATIONIS B PAPER 0O PAPER AND ELECTl;?ONlC _D _ELECTRONIC

ESTABLISHMENT INFORMATION (Full establishment Information should be provided In the body of the Application.)

Provide locations of all manufacturing, packaging and control sites for drug) substance and drug product (continuation sheets may be used if necessary). Include name,
address, contact, telephone number, registration number (CFN), DMF number, and manufacturing steps and/or type of testing (e.g., Final dosage form, StabilityAesting)
conducied at the site. Please indicate whether the site is ready for inspection or, if not, when it will be ready.

See attachment

: | 7

All sites ready for inspection '?0
s (2

Cross References (list related License Appiications, INDs, NDAs, PMAs, 510(k)s, IDEs, BMFs, and DMFs refonu#d ln lcaﬂon) S

See attachment » ) 0 ! 2000

FORM FDA 356h (4/00) ) - 4




This application contains the following items: (Check all that apply)-
1. Index '

Labeling (check one) [ Draft Labelirg— 3 Final Printed Labeling

2
3. Summary (21 CFR 314.50(c))
4. Chemistry section

A. Chemistry, manufacturing, and controls information (e.g., 21 CFR 314.50(d)(1); 21 CFR 601.2)

B. Samples (21 CFR 314.50(e)(1); 21 CFR 601.2 (a)) (Submit only upon FDA's request)

- C. Methods validation package (e.g., 21 CFR 314.50(e){2)(i); 21 CFR 601.2)

Nonclinical pharmacology and toxicology section (e.g., 2t CFR 314.50(d)(2); 21 CFR 601.2)

Human pharmacokinetics and bioavailability section (e.g., 21 CFR 314.50(d)(3); 21 CFR 601.2)

Clinical data section (e.g., 21 CFR 314.50(d)(5); 21 CFR 601.2)

5
6
7. Clinical Microbiology (e.g., 21 CFR 314.50(d)(4))
8
9

Safety update report (e.g., 21 CFR 314.50(d)(5)(vi)(b); 21 CFR 601.2)

-10. Statistical section (e.g., 21 CFR 314.50(d)(6); 21 CFR 601.2)

11. Case report tabulations (e.g., 21 CFR 314.50(f)(1); 21 CFR 601.2)

12. Case report forms (e.g., 21 CFR 314.50()(2); 21 CFR 601.2)

13. Patent information on any patent which claims the drug (21 U.S.C. 355(b) or (c))

14. A patent certification with respect to any patent which claims the drug (21 U.S.C.355(b)(2) or (}2)(A)

15.- Establishment description ('21 CFR Part 600, if applicable)

16. Debarment certification (FD&C Act 306(k)(1))

17. Field copy certification (21 CFR 314.50(k)(3))

18. User Fee Cover Sheet (Form FDA 3397) : -

[
-
o

. Financial Information (21 CFR Part 54)

=0|uololo|olo|o|olo|olo|olo|o|o|o|ololowo

20. OTHER (Specify) Updated stability information

CERTIFICATION

| agree to update thls apphcatlon with new safety information about the product that mayreasonably affect the statement of contraindications,
warnings, precautions, or adverse reactions in the draft labeling. | agree to submit safety update reports as provided for by regulation or as
requested by FDA. If this application is approved, | agree to comply with all applicable laws and regulations that apply to approved applications,
mcludmg. but-not timited to the following:

1. Good manufacturing practice regulations in 21 CFR Parts 210, 211or applicable regulations, Parts 606, and/or 820.

2._Biological establishment standards in 21 CFR Part 600.
. Lebeling regulations in 21 CFR Parts 201, 606, 610, 660.and/or 809. : -
. In the case of a prescription drug or biological product, prescription drug advertising regulations in 21 CFR 202.
. Regulations on making changes in application in FD&C Act Section 506A, 21 CFR 314.71, 314.72, 314.97, 314.99, and 601.12.
. Regulations on Reports in 21 CFR 314.80, 314.81, 600.80 and 600.81.

Local, state and Federal environmental impact laws.

if this apphcatlon applies to a drug product that FDA has proposed for scheduling under the Controlled Substances Act, | agree not to market the
product until the Drug Enforcement Administration makes a final scheduling decision. .
The data and information in this submission have been review and, to the best of my knowledge are certified to be true and accurate
Wamlng A willfully false statement is a criminai offense, U.5. Code, title 18, section 1001.

NQO!&U

lG TURE LE OFFICIAL TYPED NAME AND TITLE DATE . _
q ;qmmm Finbert J. McCormack, Ph.D., VP, Regulatory Affairs October 31, 2000
Target Research Associates - ‘
ADDRESS (Stme , State, and ZIP Code) TELEPHONE NUMBER N
554 Central Avenue - {908)-464-7500
| New Providence, NJ 07974 :

Public reporting burden for this collection of informaticn is estimated to average 24 hours per response, including the- time for reviewing

instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other asped of this collection of infonnaﬁon including suggestions for reducing
‘s burden to: -

. epartment of Health and Human Services — An agency may not conduct or qunsof..and a
Food and Drug Administration - person is not required to respond to, a collection of
CBER, HFM-99 information unless R displays a currently valid OMB
1401 Rockville Pike control number.

Rockville, MD 20852-1448

~ FORM FDA 356h (4/00) : ) PAGE 2



FDA/Target Research Associates/Fax Memo

Date: October 24,2000
To: Jill Powers/Manager, Regulatory Aﬂ’alrs
- (908) 464-7500 (P)
(908) 464- 3529 (F)

From: Indira Kumar, Regulatory Project Manager

‘Subject: NDA 50-782 Clinical Information Request — Absorption Spectrum and S'everity of
Local Irritation

Dear Ms. Powers,
1. Tt appears in the absorption spectrum submitted for Clindagel that the peak absorption is at
——nm, but this can not be precisely determined from the depiction provided. We would
appreciate it if you would provide the wavelength of peak absorption.
2. For a determination of the incidence and severity. of local irritation that occurred during

the study, it would be helpful if an explanation could be provided for the presence of
irritation, dryness, peeling, and erythema in many patients at baseline.

If you have questions, please call Indira Kumar at (301) 827-2020.
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