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EXCLUSIVITY SUMMARY

NDA # 21-918 SUPPL # NA HFD # 520

Trade Name CETRAXAL |

Generic Name Ciprofloxacin otic solution, 0.2%

Applicant Name SALVAT, S.A.

Approval Date, If Known May 1, 2009

PART 1 IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will bc made for all original applications, and all efficacy
supplements. Complete PARTS If and Il of this Exclusivity Summary only if you answer "yes" to
one or more of the following questions about the submission.

a) Is it a S05(b)1), S05(b)2) or officacy supplement? ‘
YES (] No[]

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SES, SE6, SE7, SE8
505(5)(2)

¢) Mnmhm&ehmldmahﬂmmwuufuychmocwu
labeling related to safety? (Eztmmadmwmyofmmmyerww

data, answer "no.")
YEs@® w~No[d

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 bicavailability study, including your
L4 i 'l. !] I .l’l I i 2

I it is & 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 dats:



d) Did the applicant request exclusivity? »
vEs® wNo(d

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

¢) Has pediatric exclusivity been granted for this Active Moiety?
ves[] NO.

L the an perio the s r«.eﬁlezw«wa.‘w%z LR is&qpnﬂll‘ﬂltofﬂnmmwin
response to the Pediatric Written Request? ,

H‘YOUBAVEANSWEREB"NO“TOAH.@THEABOVEQUESTIONS GODIRECTLY TO
MSIGNAWREEOCKSATTEEENDOFTHES DOCUMEN

2. Is this drug product or indication a DESI upgrade? :
YEs[] nNolX

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 FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer cither #1 or #2 as appropriate) '

active moiety as the drug under consideration? Answer "yes” if the active moiety (including other
particular form of the active moiety, ¢.g., this pasticular ester or salt (including salts with hydrogen or
coordination bonding) or other non-covalent derivative (such as s complex, cheiate, or clsthrate) has
net been approved. Answer "no” if the compound requires metabolic conversion (other than
dessterification of an esterified form of the drug) to produce an already spproved active moiety.

vEs®@ wno(d
H "yes," identify the approved drug produci(s) containing the active moiety, and, if kinown, the NDA



NDA# 19-537 Cipro

NDA# 20-80S Cipro HC Otic

NDA# 21-537 ' Ciprofloxacin Otic Suspension
2

If the product contsins more than one active moiety(as defined in Part I, #1), has FDA previously
approved an spplication under section 505 contsining any gne of 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 marketod under an
OTC monograph, but that was never approved under an NDA, is considered not previously
approved.)

ves(J] No¥

z”im”ﬂswfydumeédmgmdwxs)wﬁcmmm.ﬂﬁmmm
s)

NDA#
NDA#
NDA#

E ANSWER TO QUESTION 1 OR 2 UNDER PART 1118 "NO,” GO DIRECTLY TO THE
SIGNATURE BLOCKS ON PAGE 8. (Caution: The questions in part II of the summary should
' My&mde&WWofmmm)
E“Y’ES,"GOTOPARTE.

PARTII THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an spplication or supplement must contsin "reports of new
clinical investigations (other than bicevailability studies) essentisl to the approval of the spplication
and conducted or sponsored by the applicant.” This section should be completed only if the snswer
to PART K, Question | or 2 was "yes.”

| 3 thpmmmefcwm? (The Agency interprets "clinical
investigations” to mean investigations conducted os humans other than biosvailability 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 remainder of

Page 3



YES No(J

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

2. A clinical investigation is "esseatial 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 bioavailsbility dats, would be sufficient to provide a basis for approval as an ANDA or
505()2) application because of what is already known about a previously approved product), or 2)
there are publishod reports of studies (other than those conducted or sponsored by the applicant) or
other publicly avsilable 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
' hyﬁeWoraMhﬁommmMm&cp\ﬂMhm)
mwmmmof&mmmw 2 o[
YES (X

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 &:

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

YES No [}

(I)Hmmmza)h”m'dommmwnymwﬁum
with the applicant’s conclusion? If not applicable, anawer NO. :
vis( n~No®

. Hyes, explain:

(nnmmamnm'ummdﬁwmmMa
sponsored by the applicant or other publicly availsbic dete that could independently
demonstrate the safety and effectiveness of this dreg product?

vesf] nNo®



If yes, explain:

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

A randomized, peraliel-group, evalustor-blinded, active-controlled, multi-
center stdy comparing ciprofloxacin otic solution 0.2% (COS) with an otic solution
coﬂmplmmhnlﬁu,mpmsﬂﬁ&,mdhyﬁemﬂm@%(m
CIPROT M 03 1A 02).

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 demonstrate the effectivensss 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
cﬂoehvmofapuvm&yappmvdwwodmgm&,doammwmm
ymmmmm:aummmm

a) For each investigation identified as Mto&-mvd, has the investigation been
relied on by the agency to demonstrate the effectiveness of a previously approved drug
product? ﬂfmmwwhodonmlywmmhmdlmmw
Amveddm;m "ne.")

Investigation #1 ‘ ves(Q n~NO®
Investigation #2 vyes(Q w~o[d

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
offectiveness of a pravieusly approved drug product?

Investigstion #1 ves(l] nol®

Investigation #2 ‘ vis(Q wo(



If you have answered "yes” for one or more investigation, identify the NDA in which a

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application
or supplement that is cssential to the approval (i.c., the investigations listed in #2(c), less any
that are not "new"):

A randomized, paraliel-group, evaluator-blinded, active-controlied, multi-center stdy
comparing ciprofloxacin otic solution 0.2% (COS) with an otic solution contsining polymixin B
sulfate, neomycin sulfate, and hydrooetisone (PNH) (study CIPROT HI 03 1A 02).

4. To be eligible for exclusivity, a now investigstion that is cssential to approval must also have
beea 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, or 2) the applicant (o its predecessor
in interest) provided substantial support for the study. Ordinerily, Msuppmmllm
msoMowmofﬁcmef&cMy

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

Investigation #1 !
!
IND# 67,173 ves@ 1w
!!1"
Investigation #2 | '
'
IND# vesJ two(d
t Expleis:

(b) For each investigation not carried out under an IND or for which the spplicant was not
identified as the sponsor, did the applicant certify that it or the applicant’s predecessor in
interest provided substantisl support for the stady?



X

m -
Investigation #2 !
!
vES [] 't NO [B
(c) Notwithstanding an answez of "yes” 10 (a) or (b), are there othar reasons to belicve that

the applicant should not be credited with having "conducted or sponsored” the study?
(Purchesed studies may not be used as the basis for exclusivity. However, if all rights to the
drug are purchasod (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.)
vyes[] rno®

If yes, explain:

Name of person completing form: Susmita Samants
Title: Rogulstory Project Manager
Date: April 29, 2009

Name of Office/Division Director signing form: Wiley Chambers, M.D.

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05



APPEARS THIS WAY
CN ORIGINAL



mmummammm “

/e/

IE LR L RERREE R E R R N

Wiley Chambers
' 8/1/2009 12:18:03 PM




(Complets for ali flled original applications and efficacy supplements)

NOA/BLAR: 21:818 Supplement Number: N4 NDA Supplement Type (e.g. SES):

wa PDUFA Goal Date: §/108  Stamp Dete: 11/3/2008

Pmpthwm Gatomenl
Established/Generic Name: cwmmmmoz%
DWFOM He Arne

arovad (please complete this question for supplements and Type 6 NDAs only):

Pediatrc use for each pediairc subpopulation must be addvessed for sach Indication covered by cument

application under review. A Pecietric Page must be completed for each indication
Number of indications for this pending application(s). 1

(Attach a completed Pediatric Page for gach indication in current application.)
indication: Acule olitis extema in pediatric petients, one year and older, and aduits due 10 susceptidle sirains
of Pssudormones serugences and Stephylococcus swreus

Q#1: Is this application in response to a PREA PMR? Yes [} Continue

No X Plesse procesd to Question 2. '
i Yoo, NDABLAS: Supplement #:_____ PMR®
Does the division agree that this is a complets response to the PMR?

] Yes. Plesse proceed to Section D.

[ No. Plesse proceed to Question 2 and compiate the Pedistric Page, as applicable.
e&%mw«mmmmmmummmwmnmm
(=) NEW [[] active ingredieni(s) (inchudes new combination), X indication(s); [ dosage forny; (] desing
regimen; or X route of administration?"

(b) [ No. PREA does net apply. Skip to signature blosk.
[ Yes. PREA does not apply. Skip to signature bleck.
XNo. Please procesd 1o the next guestion.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMALL (slsrumin@inbisges) OR AT 301-796-0700.



NDA 21-918 . Page 2
Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?
] Yes: (Complete Section A.)
X No: Please check ail that apply:
X Partial Waiver for selecied pediatric subpopulstions (Compiete Sections B)
[ Deferred for some or all pedistric subpopuletions (Complete Sections C)
X Compisted for some or alil pediatric subpopulstions (Complete Sections D)
[ Appropristely Labeied for some or all pediatric subpopulations (Complete Sections E)
xmmmwmmmmmwn

M&)MMW(MMM.WMM&.W)M) '
] Necessary studies would be impossitée or highly impracticable because:
] Disesse/condition does not exist in children
[ Too few children with diseass/condition to study
[ Other (e.g., patients geographicalty dispersed): ____
Q mmmwawmeMMﬂsmM
patients AND is not ikely to be used in a substantisl number of pediatric patients.

O Evidencs strongly suggests thet product would be unsafe in sil pediatric subpopulations (Note: i
studies are fully waived on this ground, this informetion must be included in the lebeling.)

[0 Evidence strongly suggests that product would be ineffective in all pediatric subpopuistions (Note: 7
studies are fully waived on this ground, this informetion must be included in the Iabeling.)

[0 Evidence strongly suggests that pracuct wouid be ineffective and unsafe in all pedietric
amu-ﬁ;m(m ¥ studies are fully waived on thig ground, this informetion must be included in
the labeiing.

0 Justification attached.

i studies are fully waived, then pediatric information is complete for this indicetion. If there is snother
indication, plesse complete another Pedistric Page for each indication. Otherwise, this Pediatric Page is
complete and shauld be signed.

¥ THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMRS VIA EMALL (sdaramin@Sinhiase) OR AT 361-796.0700.





