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Exclusivity Checklist

20-69278-00 ' t
rade Name: z'rp,gg_g@

enenc Name: —, o

AppDcant Name: SV W. 5 & COMPRAN YT
IVISIOD: “pAme@. MR — /20
gmject Manager: o2 [ To BazEl Frt ).
pproval Date:

I An exclusivity determination will be made for all orrginal appllcatlons but on]y for certain|
jsupplements. Complete Parts IT and III of this Exclusivity Summary only if you answer "yes"

jto one or more of the following questions about the submission.
| a Isitanonginal NDA? ~[Yes No [ ><

i D. Is it an eflectiveness supplement? es | v< |No
_c. 11 yes, what fype? (SE], SEZ, €i0.) . Q& 4.
h 1d it require the review of clim ta other than to support a L [

safcty claim or change in labelirig related to safety? (If it required Yes < [No
ireview only of btoava:labllxty or bioequivalence data, answer "no.")

IT your answer is 'no" because you believe the study 1s a bioavailability study and,
therefore, not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including
your reasons for disagreeing with any arguments made by the applicant that the study was not
simply a bioavailability study.

: Explanauon
h

IT it 1s a supplement requiring the review of clinical data but it 15 not an effectiveness
;supplement, descnibe the change or claim that is supported by the clinical data:

Explanation:
d. Did the applicant request exclusivity? es | > JNo ¥
11 the answer to (d) 1S ycs." how many years of exclustvity didj . .
ithe appllca.nt rcqucst" 7THREE (3 )

he same active ingred . dosage form,
su-ength. route of administration, and dosing schedule previously Yes No [ 3¢
[been approved by FDA for the same use?

LOCKS {even if a study was required for tlle upgrade)

Il
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I PAR : FIVE-YEAREXCLUSIVITY FOR NEW CHEMICAL'ERT
[(Answer either #1 or #2, as appropniate) »
- Single active ingredient product.

[ Has FDA previously approved under section 305 of the Act any

drug product containing the same active moiety as the drug under

iconsideration? Answer "yes" if the active moiety (including other

lesterified forms, salts, complexes, chelates or clathrates) has been

ipreviously approved, but this Panicular form of the active moiety, @
t

[Yes | ><INo
|
r

ey

.e.g., this particular ester or salt (including salts with hydrogen or. No
coordination bonding) or other non-covalent derivative (such asa .
icomplex, chelate, or clathrate) has not been approved. Answer "no" if |
ithe compound requires metabolic conversion (other than F
ideesterification of an esterified form of the drug) to produce an

already approved active moiety. .

~ If "yes," identify the approved drug product(s) containing the active moiety, and, i1 known,
ithe NDA #(s).
| Drug Product_ Oxins 270r=/ AL _C ri) RSy Cer@iiT)

/s
NDA R 20~ §V2 CORAG/N 1)

I_ﬂrug_l’mduct B Wi | _

b o

€ product contains more than one active motety (as de

Part II, #1), has FDA previously approved an application under
section 505 containing any one of Ee active moieties in the drug
roduct? If, for example, the combination contains one never-before- Yes éNo
approved active moiety and one previously approved active moiety,
answer "yes.” (An active moiety that is marketed under an OTC -

onograph, but that was never approved under an NDA, is ]
considered not previously approved.) ] ! |
s, 1denti approv g product(s) containing the active moiety, and, it known,
the NDA #(s).
g Product

|

. ' . = o i. =
PART I

- A . | ] %" Y ®
_Ti URE BLOCKS. IF "YES," GO T
PATL : TR VI AR TN T AT T TR SUEPT ERIE N TS
To qualify for thre years of exclusivity, an ication or supplement must contain ' reports of

imew clinical investigations (other than bicavailability studies) essential to the approval of the
fapplication 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."

T_Does the application contain reports of ¢ investigations| '
The Agency interprets "clinical investigations” to mean
linvestigations conducted on humans other than bioavailability
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tue 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, l

studies.) If the application contains clinical investigations only by b 4 g

; mnvestgation 1s "essential to the approval” 11 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.c., 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) epplication because of what is already known about a
(previously approved product), or 2) there are published reports of studies (other than those
jconducted or sponsored by the applicant) or other publicly available data that independently
twould have been sufficient to support approval of the application, without reference to the
clinical investigation submitted in the application. For tll:e purposes of this section, studies
co::lllparing two products with the same ingredient(s) are considered to be bioavailability
studies.

a 1ght of previously approved applications, 1s a clinical | 'I ]
linvestigation (either conducted by the applicant or available from

isome other source, including the pub}isged literature) necessary to

isupport approval of the application or supplement?

' "no," state the basis for your conclusion that a clmical tal 1s not necessary for i
dpproval AND GO DIRECTLY TO SIGNATURE BLOCKS. ]

f Basts for conclusion:

I b) Did the agpl:cant submit & 1ist of published studies relevant to | | T
¢ safety and effectiveness of this drug uct and a statement that i_\;:?) No
e publicly available data would not independently support approva

f the application? 1

" ;
15 "yes,” do you onally know of -
any reason to disagree with the applicant's conclusion? If not Yes ] o i
applicable, answer NO. -

' I yes, explain;

2) 1T the answer t0 2 b) 1s '1i0," are you aware ol published
studies not conducted or sponsored by the applicant or other publicly
vailahle data that could independently demonstrate the safety and

.Yes C@E

effectiveness of this drug product?
IT yes, explamn: - N
c € answers to an were both 'no,” 1dentily the clnical mvestigations
submitted in the application that are essential to the approval:
Investigation H.W ; ZZa-C - /-/gﬁ '.J..) i
Investigation #2, Study #: 70 el x fﬁﬁ‘d _
: =

vestigation #3, y
tr

3. In addition to Being essential, Investigabons must be "'new" to support exclusivity.The

agency interprets "new clinical investigation” to mean an investigation that 1) has not been
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ot redemonstrate something the agency considers to have been demonstrated in an already
approved application.

a) For each mvestigation identilied as 'essential to the approval,” has the mvestigation been

clied on by the agency to demonstrate the effectiveness of a previously approved drug

roduct? (If the investigation was relied on only to support the safety of a previously approved

drug, answer "no.")

rage <4 o1 o

INo
LG A

Investigation ¥ /G £ 4+ -y No | <
vestigation es P
Tnvestigation #3 ¥

If you have answered "yes" for one or more invesngat:ons; identify each such
LJinvestigation and the NDA in which each was relied upon: '

‘ Investigation #1 - NDA Number

Investigation #2 - NDA Number

vestigation #3 -- NDA Number

ectiveness of a previously approved drug product?

b) For each investigation 10entified as "essential 1o the apl:!roval,'i oes the investigation
ga

]gu licate the results of another investigation that was relied on by the agency to support the

| Investigation #1 A G &k Yes No

»<

2< |

similar investigation was relied on:

Investigation #2 LGS e es o
vestigation es 0
IT you have answered "yes" for one or more investigations, identi e NDA n whicha

\ Investigation #1 -- NDA Number
Investigation 82 -- NDA Number
[ Investigation #3 — NDA Number
If the answers to 3(a) an are no, 1dentily each 'new" mvestigation in the

(c), less any that are not "new"):

rapplication or supplement that is essential to the approval (i.c., the investigations listed in #2

Investigation #1

Investigation #2 LG o)

Investigation #3

- 10 be eligible tor exclusivity, a new investigation that 1s essential to approval must also
have been conducted or sponsored 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 the sponsor of the IND named in the form FDA 1571 filed with the Agency,
2) the al_:lplicam (or its predecessor in interest) provided substantial support for the study.
dinarily,
a. For each investigation identified tn nse to question 3(c): 1
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor?

substantial support will mean providing 50 percent or more of the cost of the study.
e investigation was

Investigation 71 GGE 1 L W

or

IND=%:

~ Explain: 7E

Investigation R2 HGG oD “Y¥es | < No | |

IND?:

[ Explain: T
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exchusivity checklist Section 3 G Page 5 0f 6
InvesOgation #3 Yes No |
E - m‘ - _ — _——-.ll — E————
L SR B

identified as the did the spplicant certify that it or the spplicant's in
did e e, 1 eyl oy G o b Tyt

"~ b, For each investigation not carried out under an THID or Tor Wibch the applicant was ot

:

ther reasons to believe that the should not be credited with |
“eonducted of sponsored” asndmdiumy H
lbcuseduﬂwbuisfmexdmi I{awwar if all rights to the es No

are {not nulu:mth drug), dn t
be s ered 82 v s «m&a ool | b
orcc.-uheudbympt in intecwsl) ! .

Ifyes, exphain

mvestigAtion #1 o e Ro |
‘-—-l-m: - . a — IY I —
- Explais v - : ]

Ivesigxtion ¥ T - — Ves 1 'No
__INmT - - " e S —
T Explein: - -7 ’ . e
}
| " Tovesugation #3 - - —ves | [N.a':_
l - ! : - - . — — e -‘:-—-u —

Explen: -

T NotwilhsuaifIng an enswer mwﬂ;wr"‘ N

&

|
|

BAZX TO TOP

Sipnature of PMJ’(S? / S/

. Signatre of Division Director
Date:
{L\ "Ll\\\n\
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wasiusivity checklist Section 3 G Page 6 of 6

. zlglml NDA
Division Fila
HFD-93 Mary Ann Holovac
BAR TOfop
APPEARS THIS WAY
ON ORIGINAL
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