


Patent intormation on any patent that claims the Drug:

U.S. PATENT EXPIRATION
NO. DATE

4,005,063 January, 1996
4,954,298 March 24, 2004
5,330,767 March 24, 2004
4,652,441 March 24, 2004
4,917,893 March 24, 2004
4,728,721 March 1, 2005

4,849,228 July 18, 2006



EXCLUSIVITY SUMMARY FOR NDA # __ /9-7 Y3 SUPPL # ~

* Trade Name __Zé//‘,éﬂ/v/ Afkﬂ?’ - Gf.»nericNamé LU L0L I DE ACETHTT
. applicant Name _ /P Puminsesurisisos “ S/,

Approval bate If Known

“PART I. IS AN EXCLUSIVITY GETERMINATION NEEDED?

1. An exclusivity determination will be made for all original
applic¢ations, but only for certain supplements. Complete PARTS II
and III of this Exclusivity Summary only if you answer:'yes" to one
. or more of the following qu2stion about the submission. -

a) . Is it an original NDa? - - S -
B S YES /_(f - TNO [___ [ .

by ..Is it an eft- stiveness supplement?

-

YES /.. [/ ~-NO./__ 7
If yes, what type? (SEl, SE2, etc.) ] )
T‘}' cowvld hcwe L)ee"l Lyt Q_.El , bw*’ ‘Huo.‘.zl’)’ic_en')~ cleota to Sabrm, F & ;u” '\JDA- 4 fﬂj‘\lk\
c) Did it require the review of clinical data other than to Ttioe,
support a safety claim or change in labeling related to
safety? (If it required review only of bioavailability or
bioequivalence data, answer "no.")

YES /_4 NO /__ /

If your answer is "no" because you believe the study is a
bioavailability study and, therefore, not eligible for
exclusivity, .EXPLAIN why it is a bioavailability study,
ingluding your rzasons for disagreeing with any arguments made
by the applicant that the study was not simply a
bicavailability study. ° o

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

o
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d) Did the applicént request exclusivity?
YES /__ / No / o F

If tue answer to (d) is "yes," how many years of exclusivity
did the applicarnit request?. ‘ . . oo

DIRECTLY TCO THE SIGNATURE BLOCKS ON PAGE 8.

" IF YOU  HAVF ANSWERED “NO" TO ALL' OF THE ABOVE .QUESTIONS, GO -

2. Has a-product with the same active ihgredient(é),.dosage form,
strength, route. of gdministration, and dosinq'scheduleJ'préViously
been approved by FDA for the same use? ' o -

YES /__/ MO g

If yes, -NDA # K . 'Drﬁg'Namé-

IF THE ANSWER TO QUESTION 2 IS “YES," GO DIRECTLY TO THE SIGNATURE
.. BLOCKS ON PAGE 8. - . :

3. 1Is this drug product or indication a DESI upgrade?
YES / / NO / T

IF THE ANSWER TO QUESTION 3 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. Sindleiactive 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 cqordination bonding) or other non-covalent derivative
(such as a complex, chelate, Or clathrate) has not been approved.
Answer "no" if the compound reguires metabolic conversion (other
than deesterification of an esterified form of the drug) to produce
an already approved active molety.

Poacge 2
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If "yes," identify the approved drug product(s) containing the
active moiety, and, if known, the NDA #(s). ,

‘Noa# __20-0// | [upas Loctor _Fod. udamertse
 [ff-33% ' .. L yrés Iy sTATE
ND_A.#: Mf-73Z 2 on .Aﬁ‘_).lf .' YL V& serA

»2:, Combination prodpct._,_’

.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 cf the active moieties in the drug
product?- If, for example, the combination contains one 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
considered not previously approved.) : ST g

ST (‘YES'[;_;/.E NG /]

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

NDA#

NDA#F

NDA#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART I1I IS "NO," GO DIRECTLY
TO THE SIGNATURE BLOCKS ON PAGE 8. IF "YES" GO TO PART III.

<<
PART III THREE-YEAR EXCLUSIVITY FOR NDA'S ANLC SUPPLEMENTS

To qualify for three years of exclusivity, an application or
supplement must contain "reports of new clinical investigations
(othier than bicavaiitability 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."

s
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1. Does the application contain reports of clinical
investigations? (The Agency interprets "clinical investigations"
to mean investigations conducted on - humans other than
bioavailability studies.) If the application contains clinical

3 TR

question. 3(a)., Tf the  answer . to 3(a) ~is ."yes" for any

¥

reémainder of summary for that investigation.
‘ -7 YES . No [_ /.
" IF "NG," ‘G0 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 investigatiodn. 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) thure 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 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 tc support approval of the application

or supplement?
YES / o]  NO /__/

If "ho," 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 /.j/ NO [/ /

investigations only by virtue of a right cf reference to clinical -
investigations in another application, answer."yes," then skip to

"investigation referred to in~ahother'appligat10n}4do-not.complete g



(1) If the answer to 2(b) is "“yes," do you personally
‘know of any reason to disagree with the applicant's

conclusion?
YES /__/ NO / Lz7//

-

If yes, ékplaih:

(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 effectivenéss of
" this drug product? ' - - : :

YES /[ NG/

T If ygé, eipléin:

T

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

A9 =034 M6 -09F; MU - 06y [ M09/

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

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 demo:- trate the effectiveness of a previously
approved drug for any irdication 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.

L.



a) For each investigation identified as vaegsential to the
‘gpproval,“ 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.").

CInvestigation #1°. - ¥ES;/__f. No [t

'_;!:'nvestigati"qn #2- ) L " YES 7o /. NO/I// S

If you havée -answered “yes" -‘for one or  more investigations,

identify each such investigation and the NDA.in which each was
.relied upon:. - ) : .

“b)‘Fog each investigation identified as wesgential to. the
approval”, does the investigation duplicate the results of
another .investigation. that was relied. on by the agenty to

support the effectiveness of “a .previously approved drug.

- produect? . _ - .
Investigation #1 : YES / [/ NO / “/7/
Investigation #2 YES / / NO / L’f/

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 1is
essential to the approval (i.e., the investigations listed in
#2(c), less any that arve not '"new"):

Ael -p35d YL -046T
ﬁ%gé~;j/§' /dfﬂ——77f

—

-



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
investigation,_x)_thejapplicant was the sponsor of the IND named in
the form FDA 1571 filed with. the Agency, or 2) the applicant (or

its predeécessor in interest) pgpv;ggd.substantial.suﬁpdrt for the -

applicant if, Dbefore oOr during the conduct of the

study. Ordinarily, substantial support will mean providihg 50
_percent or more of the cost of the study. ' .~ S

o #. ___ YES |/ ///

=4

. IND # __. . ¥ES/__'_~{//

3
4

- "Tnvestigation #2 -

YES / / Explain

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 sppnsor?.

Investigation #1 !

NO / / EXplgint

———t

Ll bon pom

3
. pem Fm
.

NOo / /] Explain:.

, ves

(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

NO / / Explain

>

Investigation #2

NO / / Explain ___

P

YES / / Explain

!
!
!
!
!
!
!
!
!
!
!
1
!
!
!
!
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(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.)

—

ves /__/  no [

If yes, explain:

Signature S ' - Date VA

Title: (o st SeeEry //’L‘;'W A ‘
/H«(4LVwﬁm | 7 55 /;1%§/9 X

Signature of Office/ ~ Date. / [

Division Director

cc: Original NDA Division File HFD-85 Mary Ann Ward
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NDA 19-943
Debarment Statement

TAP Pharmaceuticals certifies that we did not and will not use in any
capacity the services of any person debarred under Section 306(a) and (b)

of the Federal Food, Drug and Cosmetic Act {21 U.S.C. 335(a) and (b} in
connection with this application.

Signature: %M

Aruna Dabholkar, M.D.
Regulatory Producis Manager






