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PATENT INFORMATION [§ 314.54(a)(1)(v)]

In accordance with Section 505(b)(1) of the Federal Food, Drug and Cosmetic
Act, the applicant, Altana Inc., hereby certifies that, to the best of the
applicant’s knowledge, there are no patents which claim the drug or the drug
product or which claim a method of using the drug product and with respect to
which a claim of patent infringement could reasonably be asserted if a person
not licensed by the owner of the patent engaged in the manufacture, use or sale
of the drug product in the United States.

L/ s N 750
Robert J. Anderson Esq -Date
Senior Director, Scientific Affairs

Member of ALTANA Pharma AG
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ALTANA Inc

T 1531} 454-7677

whsasaltanaing. com

PATENT CERTIFICATION AND MARKETING EXCLUSIVITY
STATEMENT [§ 314.54(a)(1)(vi)]

In accordance with Section 505(b)(2) of the Federal Food, Drug and Cosmetic
Act, the applicant, Altana Inc., hereby certifies that, to the best of the
applicant’s knowledge, all listed patents claimed in the United States for the
following Reference Listed Drug Product have expired. There is no
unexpired marketing exclusivity. for the Reference Listed Drug Product.

Terazol® 3 Vaginal Cream 0.8% (terconazole), Manufactured by Ortho-McNeil
Pharmaceutical, Inc., NDA 19-964.

Indication: Indicated for the local treatment of vulvovaginal candidiasis
(moniliasis).

Ard

A copy of the relevant page from the Patent and Exclusivity Section of the 23
Edition Orange Book has been included.

\ i s /05 3
Robert J. Andérson, Esq. Date
Senior Director, Scientific Affairs

Member of ALTANA Pharma AG
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MARKETING EXCLUSIVITY [§ 314.54(a)(1)(vii)}

The change for which the applicant, Altana Inc., is seeking approval is not
entitled to a period of marketing exclusivity.

: ) ' W\ \'Z"o/ ( 0
Robert J. Andetson, Esq. ' , Date
Senior Director, Scientific Affairs '

Member of ALTANA Pharma AG




EXCLUSIVITY SUMMARY FOR NDA #  21-735 SUPPL #

‘Trade Name N/A Generic Name Terconazole Vaginal Cream

Applicant Name Altana Inc. HFD #. 590

Approval Date If Known

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.

An exclusivity determination will be made for all original

applications, and all efficacy supplements. Complete PARTS II and
ITI of this Exclusivity Summary only if you answer "yes" to one or
more of the following question about the submission.

a) Is it a 505(b) (1), 505(b) (2) or efficacy supplement?
YES / X/ NO /__ /

If yes, what type? Specify 505(b) (1), 505(b) (2), SE1, SE2, SE3,SE4,

SES,

SE6, SE7, SES8

505 (b) (2)
c) Did it require the review of clinical data other than to
support a safety c¢laim or change in labeling related to
safety? (If it required review only of bioavailability oxr

bicequivalence data, answer "no.")
YES / _/ NO / X/

If your answer is "no" because you believe the study is a
bicavailability 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.

The study conducted is a BE study with clinical endpoints
which was intended to show bioequivalence to the referenced
liste drug, Terazole 3. However, the study results fell
outside the range of 80-120 $ required to demonstrate clinical .
biocequivalence. Therefore, the application was refused to be
received by OGD and subsequently filed under 505 (b) (2) as NDA
21-753.

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:
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d) Did the applicant request exclusivity?

YES /__/ NO /_ /

If the answer to (d) is "yes," how many years of exclusivity
did the applicant request?

e) Has pediatric exclusivity been granted for this Active
Moiety? :

YES /___/ NO /  /

If the answer to the above gquestion in YES, is this approval

a result of the studies submitted in response to the Pediatric
Writen Request?

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO
DIRECTLY TO THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.
2. 1Is this drug product or indication a DESI upgrade?

YES /__ / NO /_ /

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE
BLOCKS ON PAGE 8 (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 previously 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 / / NO / /
If "yes," identify the approved drug product(s) containing the
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active moiety, and, if known, the NDA #(s).

NDA#

NDA#

NDA#

2. Combination product.

If the product contains more than one active moiety(as defined in
Part II, #1), has FDA previously approved an appllcatlon under
section 505 containing any one of the active moieties in the drug
product? If, for example, the combination contains one never-
before-approved actlve moiety and one prev1ously approved active
moiety, answer "yes. (An active moiety that is marketed under an
OTC monograph, but that was never approved under an NDA, is
considered not previously approved.)

YES / _/ NO /__ /

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

NDAH

NDA#

NDAH#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO,'" GO DIRECTLY
TO THE SIGNATURE BLOCKS ON PAGE 8. (Caution: The questions in part
II of the summary should only be answered “NO” for original
approvals of new molecular entities.) 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 «clinical
investigations? (The Agency interprets "clinical investigationg™
to = mean 1nvestlgatlons conducted on - humans other than
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bioavailability studies.) If the application contains c¢linical
invesgstigations 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) 1s ‘'"yes" for any
investigation referred to in another application, do not complete
remainder of summary for that investigation.

YES / / NO /  /
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

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 1light of
previously approved applications (i.e., information other than
clinical trials, such as biocavailability data, would be sufficient
to provide a basis for approval as an ANDA or 505(b) (2) application
because of what 1is already known about a previously approved
product), oxr 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.

(a) In 1light of previously approved applications, 1is a
clinical investigation (either conducted by the applicant or
available from some other source, including the published
literature) necessary to support approval of the applicdtion
or supplement? :

YES / / 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 PAGE 8: - '

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

YES /__/ NO /__ /
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If yes, explain:

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

YES / _/ NO /__ /

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:

Studies comparing two products with the same ingredient(s) are
considered to be bioavailability studies for the purpose of this
section.

3. 1In 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, 1i.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 effectiveness of a previously approved drug
product? (If the investigation was relied on only to support
the safety of a previously approved drug, answer "no.")
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Investigation #1 ' YES / / NO / /

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:

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 previously approved drug

product?
Investigation #1 YES / / NO / /
Investigation #2 » YES / / NO [/ /

If you have answered "yes" for one or more investigation,
identify the NDA in which a similar investigation was relied
on:

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"):
4. To be eligible for exclusivity, a new investigation that is
essential to approval must also have been conducted or sponsored by
the applicant. An investigation was "conducted or sponsored by"
the applicant 1if, Dbefore or during the: conduct of the

investigation, 1) the applicant was the 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 will mean providing 50
percent or more of the cost of the study.
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-a) For each investigation identified in response to question

IND #

IND #

3(c): if the investigation was carried out under an IND, was
the applicant identified on the FDA 1571 as the sponsor?

Investigation #1 !
YES / / ! NO / / Explain:

‘ !

!

Investigation #2 !

YES [/ / ! NO / / Explain:

(b} 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?

Investigation #1

!
!
YES / / Explain ! NO / / Explain
!
!

Investigation #2

YES / / Explain 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.)

YES /_ / NO /__/

If vyes, éxplain:
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Signature Date
Title: :

Signature of Office/ Date
Division Director

Form OGD-011347 Revised 05/10/2004
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Renata Albrecht
10/1/04 03:48:16 PM
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DEBARMENT CERTIFICATION UNDER SECTION 306(k)(1)

Altana Inc. 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.

zg@ 2| 2o

Robert J. AndersAn, Esq.
Senior Director, Scientific Affairs

Date

. .C.A.J



Form Approved: OMB No. 0910-0396
DEPARTMENT OF HEALTH AND HUMAN SERVICES Expiration Date: February 28, 2006.
Food and Drug Administration ’

: CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific 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 dependent child of the investigator as defined in 21 CFR 54.2(d).

Please mark the applicable checkbox.

>~ (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 list

Clinical Investigators

— (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 (attach 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 submitting 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 information could not be obtained is attached.

NAME . : : TITLE
Robert I.. Anderson, Esq. .| Senior Director, Scientific Affairs

FIRM / ORGANIZATION

Altana ;
AY

"SIGNAYURE DATE
N ) 11/26/03
. ) _

Paperwork Reduction Act Statement

PN

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
_ formation unless it displays a currently valid OMB control number. Public reporting burden for this

lection of information is estimated to average | hour per response, including time for reviewing .
awastructions, searching existing data sources, gathering and maintaining the necessary data, and
completing and reviewing the collection of information. Send comments regarding this burden
] estimate or any other aspect of this collection of ir{ormatioh to the address to the right:

Department of Health and Human Services
Food and Drug Administration
5600 Fishers Lane, Room 14C-03
Rockville, MD 20857

e
[

#
iU |
FORM FDA 3454 (2/03) oot PSC Mt s s 203 853 0 5
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ALTANA Inc
60 Baylis Road
Melville, NY 11747
usa

T+1(631) 454-7677

“wweyaltanaing com

FIELD COPY CERTIFICATION [§ 314.50(d)(1)(v)]

Altana Inc. hereby certifies that a Field Copy of this ORIGINAL NEW DRUG
APPLICATION has been submitted to the New York District Office located at
158-15 Liberty Avenue, Jamaica, New York 11433. This Field Copy is a true
copy of the technical section described in 21 CFR 314.50(d)(1) contained in the
archival and review copies of this Original New Drug Application.

|\ J()o,:,IDS
Robert J. Ardersan, Esq. oo
Senior Directtor, Scientific Affairs

Date

Memberof AtTANA-Pharma AG

e



NDA/EFFICACY SUPPLEMENT ACTION P

ACKAGE CHECKLIST

NDA 21-735

Efficacy Supplement Type SE - N/A

Supplement Number N/A

Drug: Terconazole Vaginal Cream

Applicant: Altana Inc:

Regulatory Filing Review for this application or Appendix
A to this Action Package Checklist.)

If this is a 505(b)(2) application, please review and_
confirm the information previously provided in
Appendix B to the NDA Regulatory Filing Reyiew. .
Please update any information (including patent
certification information) that is no longer correct.

NDA 19-964 Terazold

(X) Confirmed and/or corrected

RPM: Yon Yu HFD-590 Phone # 301-827-2195
Application Type: () 505(b)(1) (X) 505(b)(2) Listed drug(s) referred| to in 505(b)(2) application (NDA #(s), Drug
(This can be determined by consulting page 1 of the NDA name(s)):

3 Vaginal Cream 0.8%

< Application Classifications: . .
s Review priority () Standard (X) Priority
e Chem class (NDAs only) 5
e  Other (e.g., orphan, OTC)
s+ User Fee Goal Dates _ October 2, 2004
% Special programs (indicate all that apply) (X) None
Subpart H
() 21 CFR 314.510 (accelerated
approval) '

()21 CFR 314.520
(restricted distribution)
() Fast Track
() Rolling Review
() CMA Pilot 1
() CMA Pilot 2

J

User Fee Information

O
.0

e User Fee

()Paid UF ID number

e  User Fee waiver

() Small business
() Public health
() Barrier-to-Innovation

() Other (specify)

e User Fee exception

() Orphan designation

() No-fee 505(b)(2) (see NDA
Regulatory Filing Review for
instructions)

(X) Other (specify) 505(b)(2) No

Fe : '

<+ Application Integrity Policy (AIP)

e  Applicant is on the AIP

Version: 6/16/2004

() Yes (X)No




NDA 21-735

Page 2
' e  This application is on the AIP () Yes (X)No

e  Exception for review (Center Director’s memo)
e  OC clearance for approval

< Debarment certification: verified that qualifying language (e.g., willingly, knowingly) was | (X) Verified

not used in certification & certifications from foreign applicants are cosigned by US agent.

< Patent »

¢ Information: Verify that form FDA-3542a was submitted for patents th at claim () Verified

the drug for which approval is sought.

Patent certification [S05(b)(2) applications]: Verlfy that a certification
submitted for each patent for the listed drug(s) in the Orange Book and
the type of certification submitted for each patent.

was

identify

1721 CFR 314.50()(1)(i)(A)

() Verified

21 CFR 314.50(i)(1)
)@y ) (i)

[505(b)(2) applications] If the application includes a paragraph III cert
cannot be approved until the date that the patent to which the certificat
pertains expires (but may be tentatively approved if it is otherwise reag
approval).

fication, it
on
y for

[505(b)(2) applications] For each paragraph IV certification, verify th
applicant notified the NDA holder and patent owner(s) of its certificati
patent(s) is invalid, unenforceable, or will not be infringed (review
documentation of notification by applicantand documentation of recei
notice by patent owner and NDA holder). (If the application does not
any paragraph IV certifications, mark “N/A” and skip to the next box
(Exclusivity)).

[505(b)(2) applications] For each paragraph IV certification, based on
questions below, determine whether a 30-month stay of approval is in
to patent infringement litigation.

Answer the following questions for each paragraph IV certification:

(1) Have 45 days passed since the patent owner’s receipt of the app
notice of certification?

(Note: The date that the patent owner received the applicant’s
certification can be determined by checking the application. Th
is required to amend its 505(b)(2) application to include docum
this date (e.g., copy of return receipt or letter from recipient

acknowledging its receipt of the notice) (see 21 CFR 314.52(e))).

If “Yes, continue with question

” skip to question (4) below. If “No,”

(2) Has the patent owner {or NDA holder, if it is an exclusive pateq
submitted a written waiver of its right to file a legal action for p
infringement after receiving the applicant’s notice of certificati
provided for by 21 CFR 314.107(£)(3)?

If “Yes, " there is no stay of approval based on this certification. Analy
paragraph IV certification in the application, if any. If there are no o1
paragraph IV certifications, skip to the next box below (Exclusivity).
If “No,” continue with question (3).

(3) Has the patent owner, its representative, or the exclusive patent
filed a lawsuit for patent infringement against the applicant?

at the
on that the

pt of
include

below

the
effect due

licant’s

otice of
e applicant
entation of

(2).
t licensee)

atent
n, as

ze the next

her

licensee

(X) N/A (no paragraph IV cemﬁcatlon)
() Verified

() No

() Yes
() Yes () No
() Yes () No

Version: 6/16/2004
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NDA 21-735

Page 3

(Note: This can be determined by confirming whether the Diviion has
received a written notice from the applicant (or the patent owne} or its
representative) stating that a legal action was filed within 45 days of

receipt of its notice of certification. The applicant is required td
Division in writing whenever an action has been filed within th

period (see 21 CFR 314.107()(2))).

If “No,” the patent owner (or NDA holder, if it is an exclusive patent |
has until the expiration of the 45-day period described in question (1)
right to bring a patent infringement action or fo bring such an action.
45-day period expires, continue with question (4) below. .

(4) Did the patent owner (or NDA holder, if it is an exclusive pater]
submit a written waiver of its right to file a legal action for pate
infringement within the 45-day period described in question (1
provided for by 21 CFR 314.107(£)(3)?

If “Yes,” there is no stay of approval based on this certification. Analy
paragraph IV certification in the application, if any. If there are no o3
paragraph IV certifications, skip to the next box below (Exclusivity).

If “No,” continue with question (3).

(5) Did the patent owner, its representative, or the exclusive patent
bring suit against the applicant for patent infringement within 4
the patent owner’s receipt of the applicant’s notice of certificati

(Note: This can be determined by confirming whether the Divi
received a written notice from the applicant (or the patent owne
representative) stating that a legal action was filed within 45 da
receipt of its notice of certification. The applicant is required tc
Division in writing whenever an action has been filed within th
period (see 21 CFR 314.107(f)(2)). If no written notice appeary
NDA file, confirm with the applicant whether a lawsuit was cof
within the 45-day period). '

If “No,” there is no stay of approval based on this certification. Ang
next paragraph IV certification in the application, if any. If there a
paragraph IV certifications, skip to the next box below (Exclusivity)

If “Yes,” a stay of approval may be in effect. To determine if a 30-y
is in effect, consult with the Director, Division of Regulatory Policy
of Regulatory Policy (HFD-007) and attach a summary of the respo

notify the
s 45-day

icensee)

Yo waive its

After the

t licensee)
nt

| as

ze the next
her

licensee
b days of
on?

tion has

I or its

Vs of
notify the
s 45-day
in the
hmenced

vlyze the
e no other

honth stay
11, Office

yise.

() Yes

() Yes

®,
o

Exclusivity (approvals only)

Exclusivity summary

Is there remaining 3-year exclusivity that would bar effective approva
505(b)(2) application? (Note that, even if exclusivity remains, the apy
may be tentatively approved if it is otherwise ready for approval.)

of a
lication

() No

() No

Is there existing orphan drug exclusivity protection for the “same drug
proposed indication(s)? Refer to 21 CFR 316.3(b)(13) for the definitid
drug” for an orphdn drug (i.e., active moiety). This definition is NOT]
as that used for NDA chemical classification.

" for the
n of “same
the same

() No

() Yes, Application #

o
o

Administrative Reviews (Project Manager, ADRA) (indicate date of each reviq

W)

10/1/04

NDA Regulatory Filing Review —-

Appendix B to NDA Regulatory -
 Filing Review for 505(b)(2)

Version: 6/16/2004




NDA 21-735
Page 4

72

<+ Actions

e  Proposed action

Applications — 9/23/04

(X) AP ()-T ()AE ()NA

¢  Previous actions (specify type and date for each action taken)

N/A

e  Status of advertising (approvals only)

®.

< Public communications

e  Press Office notified of action (approval only)

() Materials requested in' AP letter
() Reviewed for Subpart H

() Yes (X) Not applicable

¢ Indicate what types (if any) of information dissemination are anticipated

(X) None

() Press Release

() Talk Paper

() Dear Health Care Professional
Letter

< Labeling (package insert, patient package insert (if applicable), MedGuide (if applicable))

e Division’s proposed labeling (only if generated after latest applicant SlTbmiSSiOIl N/A
. of labeling) '
e Most recent applicant-proposed labeling N/A

e  Original applicant-proposed labeling

November 26, 2003

e Labeling reviews (including DDMAC, DMETS, DSRCS) and minuteq of
labeling meetings (indicate dates of reviews and meetings)

N/A

e Other relevant labeling (e.g., most recent 3 in class, class labeling)

®,
*

% Labels (immediate container & carton labels)

e Division proposed (only if generated after latest applicant submission)

N/A

e Applicant proposed (See Action Letter)

November 26, 2003

¢ Reviews

%+ Post-marketing commitments

e  Agency request for post-marketing commitments N/A
e  Documentation of discussions and/or agreements relating to post-marketing N/A

commitments
N/A

% Outgoing correspondence (i.e.; letters, E-mails, faxes)

< Memoranda and Telecons

+  Minutes of Meetings

¢  EOP2 meeting (indicate date) N/A
e Pre-NDA meeting (indicate date) N/A
e  Pre-Approval Safety Conference (indicate date; approvals only) N/A
e  Other ' N/A

< Advisory Committee Meeting

N/A

e Date of Meeting
¢ 48-hour alert N/A
% Federal Register Notices, DESI documents, NAS/NRC reports (if applicable) N/A

Version: 6/16/2004




NDA 21-735
Page 5

K2
0.0

(indicate date for each review)

ik R

r each review)

% Clinical review(s) (indicate date fo

Summary Reviews (e.g., Office Director, Division Director, Medical Team Ledder)

October 1, 2004

October 1, 2004

Medical Team Leaer s Review —

% Microbiology (efficacy) review(s) (indicate date for each review)

September 24, 2004

«  Safety Update review(s) (indicate date or location if incorporated in another r¢view) N/A
< Risk Management Plan review(s) (indicate date/location if incorporated in andther rev) N/A
¢ Pediatric Page(separate page for each indication addressing status of all age grdups) N/A
% Demographic Worksheet (NME approvals only) N/A

% Statistical review(s) (indicate date for each review)

September 28, 2004

<+ Biopharmaceutical review(s) (indicate date for each review)

Jor each review)

< Controlled Substance Staff review(s) and recommendation for scheduling (indifate date

% Clinical Inspection Review Summary (DSI)

e  C(Clinical studies

N/A

Bioequivalence studies

S A

CMC review(s) (indicate date for each review)

+ Environmental Assessment

each review)

e Categorical Exclusion (indicate review date) N/A
¢ Review & FONSI (indicate date of review) N/A
e Review & Environmental Impact Statement (indicate date of each review) N/A
Microbiology (validation of sterilization & product sterility) review(s) (indicatd date for N/A

%+ Facilities inspection (provide EER report)

Date completed: N/A
() Acceptable
() Withhold recommendation

<+ Methods validation

S

% Pharm/tox review(s), including referenced IND reviews (indicate date for each freview)

(X) Completed
() Requested
() Not yet requested

October 1, 2004

<+ Nonclinical inspection review summary N/A
< Statistical review(s) of carcinogenicity studies (indicate date for each review) N/A
% CAC/ECAC report ‘ N/A
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