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EXCLUSIVITY SUMMARY

NDA # 22-134 SUPPL # HFD # 520

Trade Name Lastacaft

Generic Name al caftadine ophthalmic solution, 0.25%

Applicant Name Vistakon Pharmaceuticals, LLC

Approval Date, If Known July 28, 2010

PART | ISAN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all origina applications, and all efficacy
supplements. Complete PARTS 1 and 111 of this Exclusivity Summary only if you answer "yes' to

one or more of the following questions about the submission.

a) Isit a505(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, SE5, SE6, SE7, SE8
505(h)(1)

c) Didit requirethereview of clinical dataother than to support a safety claim or changein
labeling related to safety? (If it required review only of bioavailability or bioequivalence

data, answer "no.")
YES[X NO[ ]

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

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[X NO[ ]
If the answer to (d) is"yes," how many years of exclusivity did the applicant request?
5years

€) Has pediatric exclusivity been granted for this Active Moiety?

YES[ ] NO [X]

If the answer to the above question in YES, isthis approval aresult of the studies submitted in
response to the Pediatric Written Request?

IFYOU HAVE ANSWERED "NO" TOALL OF THEABOVE QUESTIONS, GO DIRECTLY TO
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.

2. Isthisdrug product or indication a DESI upgrade?

YES[ ] NO [X]
IFTHEANSWERTO QUESTION 21S"YES," GODIRECTLY TOTHE SIGNATURE BLOCKS
ON PAGE 8 (even if astudy was required for the upgrade).
PART Il 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 sat (including saltswith hydrogen or
coordination bonding) or other non-coval ent derivative (such asacomplex, 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 aready approved active moiety.

YES[ ] NO [X]

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA
#(9).
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NDA#

NDA#

NDA#

2. Combination product.

If the product contains more than one active moiety(as defined in Part |1, #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 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.)
YES[_] NO [X]

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

NDA#
NDA#
NDA#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART 11 IS"NO," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON PAGE 8. (Caution: The questionsin part I of the summary should
only be answered “NO” for original approvals of new molecular entities.)

IF“YES,” GO TO PART IIlI.

PART I11 THREE-YEAR EXCLUSIVITY FOR NDAsAND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of new
clinical investigations (other than bioavailability 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 Il, Question 1 or 2 was "yes."

1. Doesthe application contain reports of clinical investigations? (The Agency interpretsclinical
investigations' to mean investigations conducted on humans other than bioavailability studies.) 1f
the application contains clinical investigations only by virtue of a right of reference to clinical
investigationsin 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
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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 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 isalready 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.

(@) Inlight of previously approved applications, isaclinical 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[ ] NO[ ]

If "no," state the basis for your conclusion that aclinical tria is not necessary for approval
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8:

(b) Did the applicant submit alist of published studiesrelevant to the safety and effectiveness
of thisdrug product and a statement that the publicly available datawould not independently

support approval of the application?
YES [] NO[]

(2) 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[ ]

If yes, explain:

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

YES[ ] NO[ ]
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If yes, explain:

(© If theanswersto (b)(1) and (b)(2) were both "no," identify theclinical 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. 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 apreviously approved drug for any indication and 2) does
not duplicate the results of another investigation that wasrelied 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"essentia to the approval," hastheinvestigation 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.")

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

c) If theanswersto 3(a) and 3(b) are no, identify each "new" investigation in the application
or supplement that isessential to the approval (i.e., theinvestigationslisted in#2(c), lessany
that are not "new"):

4. To be dligible for exclusivity, a new investigation that is essentia to approval must aso have
been conducted or sponsored by the applicant. An investigation was "conducted or sponsored by"
theapplicant if, before or during the conduct of theinvestigation, 1) the applicant wasthe sponsor of
the IND named in theform 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.

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 # YES [ ] I NO [ ]
I Explain:
Investigation #2 !
[
IND # YES [ ] I NO [ ]
I 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?
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Investigation #1

YES [ ] NO [ ]
Explain: Explain:
Investigation #2 !

!
YES [ ] I NO [ ]
Explain: I 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 asthe basisfor exclusivity. However, if al rightsto 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 yes, explain:

Name of person completing form: Maureen Dillon-Parker
Title: Chief, Project Management Staff
Date: 07/28/10

Name of Office/Division Director signing form: Wiley A. Chambers, MD

Title: Acting Division Director, Division of Anti-Infective and Ophthalmology Products

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

Type/Number Type/Number Submitter Name Product Name

NDA-22134 ORIG-1 VISTAKON Lastacaft (alcaftadine ophthalmic
PHARMACEUTICA solution) 0.25%
LSLLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MAUREEN P DILLON PARKER
07/28/2010

WILEY A CHAMBERS
07/29/2010



Pedlatric Research Equity Act - Request for Parilal Waiver

Product name:  ©“3™ (g)caftadine ophthalmic solution) 0.25%

NDA number: 022134

Applicant: Vistakon Pharmaceuticals, LLC

Indication: For the prevention of itching associated with allergic conjunctivitis
Pediatric age group included In thls partlal walver request: 0 to 3 years
Reasons for waiving pediatrlc assessment requirements:

The drug product does not represent a meaningful therapeutic benefit ovér existing therapies for
pediatric patients and is not likely to be used by a substantial number of pediatric patients in the
age group of 0 to 3 years (Section 505B(a)(4)(B)(iii) of the Act).

Discussion:

In our discussion with the Agency at the End-of-Phase 2 meeting (IND 66,884; February 1,
2005), it was agreed that we would include subjects aged 3 and above in our multicenter safety
study and subjects aged 10 and above in our single center and multicenter efficacy studies.
While allergic conjunctivitis commonly occurs in pediatric patients above the age of 3 years,
Vistakon and FDA agreed that pediatric patients less than 10 years of age cannot reliably
describe the subjective endpoint of itching FDA and Vistakon also agreed that the disease is the
same in pediatric patients and adults, so that the efficacy established in the 10 years and above
age group and adnlts can be extrapolated down to 3 years of age. (Cross reference: Module 1.6,
Meeting Mmutes, EOP2 meeting)

NDA 022134 mcludes pediatric data obtained from a total of five Phase 3 studies. Safety Study
05-003-10 included pediatric patients between the ages of 3 and 17 years. Efficacy Studies 05-
003-11, 05-003-13 and 09-003-05 and the Phase 3b environmental study 06-003-09 included
pediatric patients between the ages of 10 and 17 years, We believe that data obtained from these
studies adequately addresses the safety and efficacy of alcaftadine ophthalmic solution 0.25% for
vse in pediatric patients above 3 years of age. Pediatric patients from 0 to 3 years of age were
not included in the clinical studies because allergic conjunctivitis does not occur in a substantial
number of patients in this age group.

Stephen Holcroft %

Vice President, Worldwide Regulatory and Clinical Affairs
Vistakon Pharmaceuticals, LL.C




CVISTAKON

o),

October 6, 2009

PHARMACEUTICALS,

FDA / Center for Drug Evaluation and Research (CDER)
Central Document Room (CDR)

5901-B Ammendale Road

Beltsville, MD 20705-1266

Attn.: Wiley Chambers, M.D.
Acting Director, Division of Anti-Infectives and Ophthalmology Products

Re:  NDA 022134 - Serial No. 0001
@™ (alcaftadine ophthalmic solution) 0.25%
Amendment to a Pending Application — Request for Partial Waiver of
Pediatric Studies

Dear Dr. Chambers,

Reference is made to the pending original new drug application, NDA 022134, for

®@1™ (alcaftadine ophthalmic solution) 0.25% indicated for the prevention of itching
associated with allergic conjunctivitis. Vistakon Pharmaceuticals, L.L.C. is herewith
submitting a request for a partial waiver of pediatric studies, in accordance with the
requirements of the Pediatric Research Equity Act.

The data and information contained in this submission constitute trade secrets and
confidential commercial information (see 21 C.F.R. 20.61), and the applicant hereby
claims the legal protections afforded such trade secret and confidential information
under 5 U.S.C. 552(b), 21 U.S.C. 331(j), and 18 U.S.C. 1905. Further dissemination may
only be made with express written permission from the applicant.

Please direct all questions concerning this submission to me at (973) 385-0557.
Sincerely,

Lorna-Jane Bremer

Director, Global Regulatory Affairs

Johnson & Johnson Consumer & Personal Products Worldwide
Division of Johnson & Johnson Consumer Companies, Inc.

7500 Centurion Parkway - Suite 100 - Jacksonville, Florida 32256



PEDIATRIC PAGE
(Complete for all filed original applications and efficacy supplements)

{DA/BLA#: 22-134 Supplement Number: NDA Supplement Type (e.g. SE5):
Division Name:DAIOP PDUFA Goal Date: 7/28/10  Stamp Date: 9/27/2009
Proprietary Name: RN

Established/Generic Name: alcaftadine ophthalmic solution 0.25%

Dosage Form: topical ophthalmic solution

Applicant/Sponsor:  Vistakon Pharmaceuticals, LLC

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
M ____
2
) N
4

Q1: [s this application in response to a PREA PMC? Yes [] Continue
No [X] Please proceed to Question 2.
If Yes, NDA/BLA#: Supplement#.___ PMC#_
Does the division agree that this is a complete response to the PMC?
[] Yes. Skip to signature block.
[ ] No. Please proceed to Question 2 and complete the Pediatic Page, as applicable.

Q2: Does this application provide for (If yes, please check all categories that apply and proceed to the next
‘uestion):

@) NEW [X] active ingredient(s); [X] indication(s); [X] dosage form; [X] dosing regimen; or [X] route of
administration?*

(b) [1 No. PREA does not apply. Skip to signature block.

* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.

Pediatric use for each pediatric subpopulation must be addressed for each indication covered by current
application under review. A Pediatric Page must be completed for each indication.

Number of indications for this pending application(s):1
(Attach a completed Pediatric Page for each indication in cumrent application.)

Indication: Prevention of itching associated with allergic conjunctivits

Q3: Does this indication have orphan designation?
[] Yes. PREA does not apply. Skip to signature block.
No. Please proceed to the next question.

Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?

[[] Yes: (Complete Section A.)

No: Please check all that apply:
X Partial Waiver for selected pediatric subpopulations (Complete Sections B)
[_] Deferred for the remaining pediatric subpopulations (Complete Sections C)
Completed for some or all pediatric subpopulations (Complete Sections D)
] Appropriately Labeled for some or all pediatric subpopulations (Complete Sections E)
[] Extrapolation in One or More Pediatric Age Groups (Complete Section F)
(Please note that Section F may be used alone or in addition to Sections C, D, and/orE.)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.



NDA/BLA# 22-13422-13422-13422-13422-134 Page 2

| Section A: Fully Waived Studies (for all pediatric age groups)

“eason(s) for full waiver: (check, and attach a brief justification)
] Necessary studies would be impossible or highly impracticable because:
[] Disease/condition does not exist in children
] Too few children with disease/condition to study
[] Other (e.g., patients geographically dispersed):
[] Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients AND is not likely to be used in a substantial number of pediatric patients.

[] Evidence strongly suggests that product would be ineffective or unsafe in all pediatric
subpopulations (Note: if studies are fully waived on this ground, this information must be included in
the labeling.)

[] Justification attached.

If studies are fully waived, then pediatric information is complete for this indication. If there is another
indication, please complete another Pediatric Page for each indication. Otherwise, this Pediatric Page is
complete and should be signed and entered into DFS.

Section B: Partially Waived Studies (for selected pediatric subpopulations)

Check subpopulation(s) and reason for which studies are being partially waived (fill in applicable criteria below):
Note: If Neonate includes premature infants, list minimum and maximum age in “gestational age” (in weeks).

Reason (see below for further detail):
l minimum maximum fear:?l:;[le# N%tjg::s;lljr:%ful Inelffnesc;:c\s or FO;Z:ILS :Eon
benefit*

(] | Neonate | _ wk.__mo.| __wk. _ mo. O] ] ] []
X | Other _yr.0mo. |2yr.11 mo. X ] ] ]
[] | Other __yr._mo. | __yr.__mo. ] 1] ] ]
] | Other _yr._mo. | _yr.__ mo. ] ] ] ]
[ | Other __yr._mo. | _yr.__ mo. ] ] ] ]
Are the indicated age ranges (above) based on weight (kg)? X No; [] Yes.

Are the indicated age ranges (above) based on Tanner Stage? X No; [] Yes.

Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief
justification): ’
# Not feasible:
[ ] Necessary studies would be impossible or highly impracticable because:
[ ] Disease/condition does not exist in children
Too few children with disease/condition to study
[ ] Other (e.g., patients geographically dispersed):
*  Not meaningful therapeutic benefit:

[] Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients in this/these pediatric subpopulation(s) AND is not likely to be used in a substantial number of
pediatric patients in this/these pediatric subpopulation(s).

* Ineffective or unsafe:

[ 1 Evidence strongly suggests that product would be ineffective or unsafe in this/these pediatric
population(s) (Note: if studies are partially waived on this ground, this information must be included in
the labeling.)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.



NDA/BLA# 22-13422-13422-13422-13422-134
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A Formulation failed:

[] Applicant can demonstrate that reasonable attempts to produce a pediatric formulation necessary for
this/these pediatric subpopulation(s) have failed. (Note: A partial waiver on this ground may only cover
the pediatric subpopulation(s) requiring that formulation. An applicant seeking a partial waiver on this
ground must submit documentation detailing why a pediatric formulation cannot be developed. This
submission will be posted on FDA's website if waiver is granted.)

[ ] Justification attached.

For those pediatric subpopulations for which studies have not been waived, there must be (1) corresponding
study plans that have been defeired (if so, proceed to Sections C and F and conplete the PeRC Pediatric Plan
Template); (2) submitted studies that have been completed (if so, proceed to Sections D and F and conplete
the PeRC Pediatric Assessment form); and/or (3) additional studies in other age groups that are not needed
because the drug is appropriately labeled in one or more pediatric subpopulations (if so, proceed to Sections E
and F). Note that more than one of these options may apply for this indication to cover all of the pediatric
subpopulations.

Section C: Deferred Studies (for remaining pediatric subpopulations). Complete Section F on Extrapolation.

Check pediatric subpopulation for which pediatric studies are being deferred (and fill in applicable reason
below):

Applicant
Reason for Deferral Certification
Deferrals (for each or all age groups): t
Other
Ready Need .
for Additional | ARPropnate |\
, ; i i Approval | Adult Safety or Reasgn s °
opulation minimum maximum | 2PP : (specify
in Adults | Efficacy Data *
below)
[ 1 | Neonate __wk. _mo.|__wk._mo. ] ] ] 1 | O
] | Other _yr.__mo. | __yr.__mo. ] [l O [] ]
[] | Other _yr.__mo. | _yr.__mo. [] ] ] ] []
[] | Other __yr.__mo. | __yr. __mo. ] L] ] ] ]
[] | Other __yr.__mo. | __yr. _mo. ] ] ] ] ]
All Pediatric
] Populations Oyr.O0mo. | 16yr. 11 mo. ] ] ] ] ]
Date studies are due (mm/dd/yy):
Are the indicated age ranges (above) based on weight (kg)? [ 1No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ | No; [ ] Yes.

* Other Reason:

T Note: Studies may only be deferred if an applicant submits a cettification of grounds for deferring the studies,
a description of the planned or ongoing studies, evidence that the studies are being conducted or will be
conducted with due diligence and at the earliest possible time, and a timeline for the completion of the studies.
If studies are deferred, on an annual basis applicant must submit information detailing the progress made in
~onducting the studies or, if no progress has been made, evidence and documentation that such studies will be
;onducted with due diligence and at the earliest possible time. This requirement should be communicated to
the applicant in an appropriate manner (e.g., in an approval letter that specifies a required study as a post-
marketing commitment.)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.




NDA/BLA# 22-13422-13422-13422-13422-134 Page 4

If all of the pediatric subpopulations have been covered through the partial waivers and deferrals, proceed to
Section F. Forthose pediatric subpopulations for which studies have been completed, proceed to Sections D

nd F and complete the PeRC Pediatric Assessment form. For those pediatric subpopulations for which
«dditional studies are not needed because the drug is appropriately labeled in one or more pediatric
Ssubpopulations, proceed to Sections E and F.

Section D: Completed Studies (for some or all pediatric subpopulations). Complete Section F on Extrapolation.

Pediatric subpopulation(s) in which studies have been completed (check below):

Population minimum maximum PeRC Pedizttr;i;:CAhZZ%sjsment form

[] | Neonate _wk._mo. | _wk.__mo. Yes [] No []
X] | Other 3 yr. 0 mo. 17 yr. 0 mo. Yes [X No []
] | Other _yr._mo. |__yr._ mo. Yes [ ] No []
[] | Other _yr.__mo. |__yr.__mo. Yes [] No []
[] | Other _yr.__mo. |__yr.__mo. Yes [] No []
[] | All Pediatric Subpopulations | 0 yr. 0 mo. 16 yr. 11 mo. Yes [] No []
Are the indicated age ranges (above) based on weight (kg)? No; [] Yes.

Are the indicated age ranges (above) based on Tanner Stage?  [X] No; [ ] Yes.

Note: For those pediatric subpopulations for which additional studies are not needed because the drug is
appropriately labeled in one or more pediatric subpopulations, proceed to Sections E and F. If there are no

irther pediatric subpopulations to cover based on the partial waivers, deferrals and completed studies, go to
section F.

Section E: Drug Appropriately Labeled (for some or all pediatric subpopulations): (Complete section F)

Additional pediatric studies are not necessary in the following pediatric subpopulation(s) because product is
appropriately labeled for the indication being reviewed:

Population minimum maximum

] Neonate __wk.__mo. __wk. __mo.

] Other __yr.__mo. __yr.__mo.

] Other __yr.__mo. __yr.__mo.

L] Other __yr.__mo. __yr.__mo.

] Other __yr.__mo. __yr.__mo.

] All Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo.
Are the indicated age ranges (above) based on weight (kg)? [ 1 No; [] Yes.

Are the indicated age ranges (above) based on Tanner Stage?

[1No; [] Yes.

If studies are not needed because efficacy is being extrapolated from other adult and/or pediatric studies,
nroceed to Section F. Othemwise, this Pediatric Page is complete and should be signed and entered into DFS.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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“ection F: Extrapolation from Other Adult and/or Pediatric Studies (for deferred and completed studies)

note: Pediatric efficacy can be extrapolated from adequate and well-controlled studies in adults and/or other
pediatric subpopulations if (and only if) (1) the course of the disease/condition AND (2) the effects of the

product are sufficiently similar between the reference population and the target pediatric subpopulation needing

studies. Extrapolation of efficacy from studies in adults and/or other children usually requires supplementation
with other information obtained from the target pediatric subpopulation, such as phamacokinetic and safety

studies.

Pediatric studies are not necessary in the following pediatric subpopulation(s) because efficacy can be
extrapolated from adequate and well-controlled studies in adults and/or other pediatric subpopulations:

Extrapolated from:
Population minimum maximum Other Pediatric
ies?
Adult Studies” Studies?

[ 1 | Neonate _wk.__mo. | __wk. _ mo. ] ]

[ ] | Other __yr.__mo. __yr.__mo. ] ]

L] | Other __yr.__mo. __yr.__mo. ] ]

] | Other __yr.__mo. __yr.__mo. ] ]

L1 | Other __yr.__mo. __yr.__mo. ] ]

All Pediatric

] Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. ] ]
re the indicated age ranges (above) based on weight (kg)? [ ] No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ | No; [ ] Yes.

Note: If extrapolating data from either adult or pediatric studies, a description of the scientific data supporting
the extrapolation must be included in any pertinent reviews for the application.

If there are additional indications, please complete the attachment for each one of those indications.
Otherwise, this Pediatric Page is complete and should be signed and entered into DFS.

This page was completed by:

{See appended electronic signature page}

Regulatory Project Manager
(Revised: 4/2008)

NOTE: If you have no other indications for this application, you may delete the attachments from this
document.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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Attachment A
(This attachment is to be completed for those applications with multiple indications only.)

adication #2:

Q1: Does this indication have orphan designation?
[]Yes. PREA does not apply. Skip to signature block.
[ ] No. Please proceed to the next question.
Q2: Is there a fuil waiver for all pediatric age groups for this indication (check one)?
[ ] Yes: (Complete Section A.)
[] No: Please check all that apply:
4 [] Partial Waiver for selected pediatric subpopulations (Complete Sections B)
[_] Deferred for the remaining pediatric subpopulations (Complete Sections C)
[] Completed for some or all pediatric subpopulations (Compiete Sections D)
[_] Appropriately Labeled for some or all pediatric subpopulations (Complete Sections E)
[] Extrapolation in One or More Pediatric Age Groups (Complete Section F)
(Please note that Section F may be used alone or in addition to Sections C, D, and/orE.)

Section A: Fully Waived Studies (for all pediatric age groups)

Reason(s) for full waiver: (check, and attach a brief justification)
[ 1 Necessary studies would be impossible or highly impracticable because:
[ ] Disease/condition does not exist in children
[ 1 Too few children with disease/condition to study
[] Other (e.g., patients geographically dispersed):

[] Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients AND is not likely to be used in a substantial number of pediatric patients.

[ ] Evidence strongly suggests that product would be ineffective or unsafe in all pediatric
subpopulations (Note: if studies are fully waived on this ground, this information must be included in
the labeling.)

[ ] Justification attached.

If studies are fully waived, then pediatric information is complete for this indication. If there is another
indication, please complete another Pediatric Page for each indication. Othemwise, this Pediatric Page is
complete and should be signed and entered into DFS.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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Section B: Partially Waived Studies (for selected pediatric subpopulations)

~heck subpopulation(s) and reason for which studies are being partially waived (fill in applicable criteria below):
Jote: If Neonate includes premature infants, list minimum and maximum age in ‘gestational age” (in weeks).

Reason (see below for further detail):
| masmun | (Mo | Cemeu” | efechgor | Formiter
enefit ,

[ 1 |Neonate | _wk. _mo.| __wk. _ mo. ] ] ] ]
(] | Other _yr.__mo. | __yr.__ mo. ] ] L] 1
] | Other _yr.__mo. | __yr.__mo. ] ] ] ]
1 | Other _yr.__mo. |__yr. _mo. ] ] ] ]
[] | Other __yr._mo. |__yr.__ mo. ] ] ] ]
Are the indicated age ranges (above) based on weight (kg)? [ No; [] Yes.

Are the indicated age ranges (above) based on Tanner Stage? [ | No; [] Yes.

Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief
justification):
# Not feasible:

[] Necessary studies would be impossible or highly impracticable because:

[_] Disease/condition does not exist in children

[ ] Too few children with disease/condition to study

[ ] Other (e.g., patients geographically dispersed):

Not meaningful therapeutic benefit:

[] Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients in this/these pediatric subpopulation(s) AND is not likely to be used in a substantial number of
pediatric patients in this/these pediatric subpopulation(s).

t Ineffective or unsafe:

[] Evidence strongly suggests that product would be ineffective or unsafe in this/these pediatric
population(s) (Note: if studies are partially waived on this ground, this information must be included in
the labeling.)

A Formulation failed:

[] Applicant can demonstrate that reasonable attempts to produce a pediatric formulation necessary for
this/these pediatric subpopulation(s) have failed. (Note: A partial waiver on this ground may only cover
the pediatric subpopulation(s) requiring that formulation. An applicant seeking a partial waiver on this
ground must submit documentation detailing why a pediatric formulation cannot be developed. This
submission will be posted on FDA's website if waiver is granted.)

] Justification attached.

For those pediatric subpopulations for which studies have not been waived, there must be (1) corresponding
study plans that have been defemed (if so, proceed to Sections C and F and conplete the PeRC Pediatric Plan
Template); (2) submitted studies that have been completed (if so, proceed to Sections D and F and conplete
the PeRC Pediatric Assessment form); and/or (3) additional studies in other age groups that are not needed
because the drug is appropriately labeled in one or more pediatric subpopulations (if so, proceed to Sections E

and F). Note that more than one of these options may apply for this indication to cover all of the pediatric
subpopulations.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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|Section C: Deferred Studies (for remaining pediatric subpopulations). Complete Section F on Extrapolation.

‘heck pediatric subpopulation for which pediatric studies are being deferred (and fill in applicable reason

~elow):
Applicant
Reason for Deferral Certification
Deferrals (for each or all age groups): t
Ready Need A Or:)h(arirate
for Additional bt ves | No
Population minimum maximum | Approval | Adult Safety or (specify
in Adults | Efficacy Data 7
below)
[] | Neonate __wk. _mo.|__wk.__mo. ] ] ] ] ]
L1 | Other _yr._mo. | _yr.__mo. ] L] L] ] ]
[] | Other _yr.__mo. | __yr.__ mo. ] | ] ] ]
[] | Other __yr.__mo. | __yr.__mo. ] ] ] [] ]
[1 | Other _yr._mo. | __yr.__ mo. ] ] ] ] ]
All Pediatric
L] Populations Oyr.Omo. | 16 yr. 11 mo. ] [] ] ] L]
Date studies are due (mm/dd/yy):
\re the indicated age ranges (above) based on weight (kg)? [ ] No; [ ] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ No; [] Yes.

* Other Reason:

1 Note: Studies may only be deferred if an applicant submits a cettification of grounds for deferring the studies,
a description of the planned or ongoing studies, evidence that the studies are being conducted or will be
conducted with due diligence and at the earliest possible time, and a timeline for the completion of the studies.
If studies are deferred, on an annual basis applicant must submit information detailing the progress made in
conducting the studies or, if no progress has been made, evidence and documentation that such studies will be
conducted with due diligence and at the ealrliest possible time. This requirement should be communicated to
the applicant in an appropriate manner (e.g., in an approval letter that specifies a required study as a post-
marketing commitment.)

If all of the pediatric subpopulations have been covered through the partial waivers and defermrals, proceed to
Section F. For those pediatric subpopulations for which studies have been completed, proceed to Sections D
and F and complete the PeRC Pediatric Assessment form. For those pediatric subpopulations for which
additional studies are not needed because the drg is appropriately labeled in one or more pediatric
subpopulations, proceed to Sections E and F.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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Section D: Completed Studies (for some or all pediatric subpopulations). Complete Section F on Extrapolation.

ediatric subpopulation(s) in which studies have been completed (check below):

Population minimum maximum PeRC Pediz’ﬁiaccAhzze?s.sment form

[ ] | Neonate __wk._mo. | _wk.__mo. Yes [] No []
[ ] | Other _yr.__mo. |__yr.__ mo. Yes [] No []
[] | Other _yr.__mo. |__yr.__mo. Yes [] No []
[] | Other _yr._mo. |__yr.__mo. Yes [ ] No [ ]
[] | Other _yr.__mo. |__yr.__mo. Yes [ ] No [ ]
[ ] | All Pediatric Subpopulations | 0 yr. 0 mo. 16 yr. 11 mo. Yes [ ] No []
Are the indicated age ranges (above) based on weight (kg)? [ 1 No; [] Yes.

Are the indicated age ranges (above) based on Tanner Stage? [ | No; [] Yes.

Note: For those pediatric subpopulations for which additional studies are not needed because the drug is
appropriately labeled in one or more pediatric subpopulations, proceed fo Sections E and F. If there are no
further pediatric subpopulations to cover based on the partial waivers, deferrals and completed studies, go to
Section F.

Section E: Drug Appropriately Labeled (for some or all pediatric subpopulations). (Complete section F)

dditional pediatric studies are not necessary in the following pediatric subpopulation(s) because product is
appropriately labeled for the indication being reviewed:

Population minimum maximum
] Neonate __wk. __mo. __wk. _mo.
] Other __yr.__mo. __yr.__mo.
] Other __yr.__mo. __yr.__mo.
] Other __yr.__mo. __yr.__mo.
] Other __yr.__mo. __yr.__mo.
] All Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo.
Are the indicated age ranges (above) based on weight (kg)? [ 1 No; ] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ | No; [] Yes.

If studies are not needed because efficacy is being extrapolated from other adult and/or pediatric studies,
proceed to Section F. Othemwise, this Pediatric Page is complete and should be signed and entered into DFS.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.
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ection F: Extrapolation from Other Adult and/or Pediatric Studies (for deferred and completed studies) |

Note: Pediatric efficacy can be extrapolated from adequate and well-controlled studies in adults and/or other
pediatric subpopulations if (and only if) (1) the course of the disease/condition AND (2) the effects of the
product are sufficiently similar between the reference population and the target pediatric subpopulation needing
studies. Extrapolation of efficacy from studies in adults and/or other children usually requires supplementation
with other information obtained from the target pediatric subpopulation, such as phamacokinetic and safety
studies.

Pediatric studies are not necessary in the following pediatric subpopulation(s) because efficacy can be
extrapolated from adequate and well-controlled studies in adults and/or other pediatric subpopulations:
Extrapolated from:
Population minimum maximum iatr
i Adult Studies? | Other Pediatric
Studies?
[] | Neonate _wk._mo. | __wk.__mo. ] ]
[ ] | Other __yr.__mo. __yr.__mo. ] ]
[ ] | Other __yr.__mo. __yr.__mo. ] ]
[ ] | Other __yr.__mo. __yr.__mo. ] []
[] | Other __yr.__mo. __yr.__mo. ] ]
All Pediatric
Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. ] [:I
Are the indicated age ranges (above) based on weight (kg)? [ ] No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ No; [ ] Yes.

Note: If extrapolating data from either adult or pediatric studies, a description of the scientific data supporting
the extrapolation must be included in any pertinent reviews for the application.

If there are additional indications, please copy the fields above and complete pediatric information as
directed. Ifthere are no other indications, this Pediatric Page is complete and should be entered into DFS.

This page was completed by:

{See appended electronic signature page}

Regulatory Project Manager
FOR QUESTIONS ON COMPLETING THIS FORM CONTACT THE PEDIATRIC AND MATERNAL HEALTH
STAFF at 301-796-0700

(Revised: 4/2008)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL OR AT 301-796-0700.



Pediatric Research and Equity Act Waivers

IND/NDA/BLA #: 22-134 Supplement Type: Supplement Number:

Product name and active ingredient/dosage form: ~ ©

0.25%

(alcaftadine ophthalmic solution)

Sponsor: Vistakon Pharmaceuticals, LLC
Indications(s):
(NOTE: If the drug is approved for or Sponsor is seeking approval for more than one indication,
address the following for each indication.)
1. Pediatric age group(s) to be waived.
Partially Waived Studies (for selected pediatric subpopulations)

0 months — 2 years 11 months

2. Reason(s) for waiving pediatric assessment requirements (choose all that apply and
provide justification):

3 eographlcally dispe
condmons 1n Attachment 1

Studies are 1mposs1ble or hlghly 1mpract1cal because the numb
months to 2 years 11 months with allergic conjunctiv

b. The product would be ineffective or unsafe in one or more of the pediatric
group(s) for which a waiver is being requested. Note: If this is the reason the
studies are being waived, this information MUST be included in the pediatric use
section of labeling. Please provide the draft language you intend to include in the
label. Suggested language includes, “FDA has not required pediatric studies in
ages _ to _ because (state the safety or effectiveness reason).”

c. The product fails to represent a meaningful therapeutic benefit over existing
therapies for pediatric patients and is unlikely to be used in a substantial number
of all pediatric age groups or the pediatric age group(s) for which a waiver is
being requested.

d. Reasonable attempts to produce a pediatric formulation for one or more of the
pediatric age group(s) for which the waiver is being requested have failed.
(Provide documentation from Sponsor) Note: Sponsor must provide data to
support this claim for review by the Division, and this report submitted by the
Sponsor will be publicly posted.
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(VISTAKON'¢

PHARMACEU

DEBARMENT CERTIFICATION
@ (alcaftadine ophthalmic solution) 0.25%

Vistakon Pharmaceuticals, L.C.C. 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.

S baplon Ho b1 09/62 /43

Stephen Holcroft . Date
Vice President

Worldwide Regulatory and Clinical Affairs

Vistakon® Pharmaceuticals, L.L.C

7500 Centurion Parkway - Suite 100 - Jacksonvilie, Florida 32256
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Food and Drug Administration
Silver Spring, MD 20993

NDA 022134

PROPRIETARY NAME REQUEST
WITHDRAWN

Vistakon Pharmaceuticals, LLC
7500 Centurion Parkway, Suite 100
Jacksonville, Florida 32256

ATTENTION: Stephen Holcroft
Vice President, Regulatory and Clinical Affairs

Dear Mr. Holcroft:

Please refer to your New Drug Application (NDA) dated September 28, 2009, received
September 29, 2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act for Alcaftadine Ophthalmic Solution, 0.25%.

We acknowledge receipt of your May 7, 2010, correspondence, received May 7, 2010, notifying
us that you are withdrawing your request for reconsideration of the proposed proprietary name,
@@ This request for reconsideration is considered withdrawn as of May 7, 2010.

We aso acknowledge receipt of your July 7, 2010, correspondence, received July 8, 2010,
notifying us that you are withdrawing your request for review of the proposed proprietary name,

?@ The proposed proprietary name request for - ®® is considered withdrawn as of July
8, 2010.

We also acknowledge receipt of your July 20, 2010, correspondence, received July 20, 2010,
notifying us that you are withdrawing your request for review of the proposed proprietary name,
®@ The proposed proprietary name request for  ®® is considered withdrawn as of

July 20, 2010.

We acknowledge that you have proposed an aternate proprietary name, Lastacaft, in your
submission dated July 20, 2010.



NDA 022134
Page 2

If you have any questions regarding the contents of this letter or any other aspects of the proprietary
name review process, contact Brantley Dorch, Regulatory Project Manager in the Office of
Surveillance and Epidemiology, at (301) 796-0150. For any other information regarding this
application, contact the Office of New Drugs (OND) Regulatory Project Manager,

Raphael Rodriguez, at (301) 796-0198.

Sincerely,

{See appended electronic signature page}

Carol Holquist, RPh

Director

Division of Medication Error Prevention and Analysis
Office of Surveillance and Epidemiology

Center for Drug Evaluation and Research



Application Submission

Type/Number Type/Number Submitter Name Product Name

NDA-22134 ORIG-1 VISTAKON ALCAFTADINE OPHTHALMIC
PHARMACEUTICA SOLUTION 0O.25%
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

CAROL A HOLQUIST
07/22/2010
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Food and Drug Administration
Silver Spring, MD 20993

NDA 022134

PROPRIETARY NAME REQUEST
CONDITIONALLY ACCEPTABLE

Vistakon Pharmaceuticals, L.L.C.
7500 Centurion Parkway, Suite 100
Jacksonville, Florida 32256

ATTENTION: Stephen Holcroft
Vice President, Regulatory and Clinical Affairs

Dear Mr. Holcroft:

Please refer to your New Drug Application (NDA) dated September 28, 2009, received
September 29, 2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act for Alcaftadine Ophthalmic Solution, 0.25%.

We also refer to your July 20, 2010, correspondence, received July 20, 2010, requesting review
of your proposed proprietary name, Lastacaft. We have completed our review of the proposed
proprietary name, Lastacaft and have concluded that it is acceptable. This proposed proprietary
name must be re-reviewed 90 days prior to approval of the NDA.

If any of the proposed product characteristics as stated in your July 20, 2010, submission are
altered prior to approval of the marketing application, the proprietary name should be
resubmitted for review.

If you have any questions regarding the contents of this letter or any other aspects of the
proprietary name review process, contact Brantley Dorch, Safety Regulatory Project Manager in
the Office of Surveillance and Epidemiology, at (301) 796-0150. For any other information
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager,
Raphael Rodriguez, at (301) 796-0198.

Sincerely,
{See appended electronic signature page}

Carol Holquist, RPh

Director

Division of Medication Error Prevention and Analysis
Office of Surveillance and Epidemiology

Center for Drug Evaluation and Research



Application Submission

Type/Number Type/Number Submitter Name Product Name

NDA-22134 ORIG-1 VISTAKON ALCAFTADINE OPHTHALMIC
PHARMACEUTICA SOLUTION 0O.25%
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

CAROL A HOLQUIST
07/22/2010
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NDA 022134

PROPRIETARY NAME REQUEST
UNACCEPTABLE

Vistakon Pharmaceuticals, LLC
7500 Centurion Parkway, Suite 100
Jacksonville, Florida 32256

ATTENTION: Stephen Holcroft
Vice President, Regulatory and Clinical Affairs

Dear Mr. Holcroft:

Please refer to your New Drug Application (NDA) dated September 28, 2009, received
September 29, 2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act
for Alcaftadine Ophthalmic Solution, 0.25%.

We also refer to your October 28, 2009, correspondence, received October 28, 2009, requesting
review of your proposed proprietary name,.  ©® We have completed our review of this
proposed proprietary name and have concluded that this name is unacceptable for the following
reasons.

The proposed name,  ®® has orthographic similarity to and shares overlapping product
characteristics with the currently marketed product, Xalatan. The orthographic similarity of this
name pair is attributed to their shared length, similar appearance of |etters when scripted and the

similarly placed upstrokes and cross-strokes as demonstrated in the writing sample below.
(b) (4)

In addition to the visual similarity of thisname pair, ®“ and Xalatan, have multiple

overlapping product characteristics including route of administration, dose, frequency of
administration, dosage form, prescriber population, administration, similar setting of use.
Although the product strengths differ, both products are available in a single strength and therefore
the strength may not be included on the prescription. Since the product strength may be omitted
and is not required for dispensing, the differing strengths may not help in differentiating these two
medications.



NDA 022134
Page 2

We note that you have not proposed an aternate proprietary name for review. If you intend to
have a proprietary name for this product, we recommend that you submit a new request for a
proposed proprietary name review. (See the draft Guidance for Industry, Complete Submission for
the Evaluation of Proprietary Names, HT TP://www.fda.gov/cder/guidance/7935dft.pdf and
“PDUFA Reauthorization Performance Goals and Procedures Fiscal Y ears 2008 through 2012”.)

If you have any questions regarding the contents of this letter or any other aspects of the
proprietary name review process, contact Brantley Dorch, Safety Regulatory Project Manager in
the Office of Surveillance and Epidemiology, at (301) 796-0150. For any other information
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager,
Raphael Rodriguez, at 301-796-0198.

Sincerely,
{See appended el ectronic signature page}

Carol Holquist, RPh

Director

Division of Medication Error Prevention and Analysis
Office of Surveillance and Epidemiology

Center for Drug Evauation and Research



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22134 ORIG-1 VISTAKON ®® OPHTHALMIC
PHARMACEUTICA SOLUTION
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

DENISE P TOYER on behalf of CAROL A HOLQUIST
01/26/2010
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NDA 22-134 FILING COMMUNICATION

Vistakon Pharmaceuticals, L.L.C.

Attention: Stephen Holcroft

Vice President, Regulatory and Clinical Affairs
7500 Centurion Parkway

Suite 100

Jacksonville, FL 32256

Dear Mr. Holcroft:

Please refer to your new drug application (NDA) dated September 29, 2009, received September
29, 2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act, for
@@ (alcaftadine ophthalmic solution) 0.25%.

We have completed our filing review and have determined that your application is sufficiently
complete to permit a substantive review. Therefore, this application is considered filed 60 days
after the date we received your application in accordance with 21 CFR 314.101(a). The review
classification for this application is Standard. Therefore, the user fee goal date is July 29, 2010.

We are reviewing your application according to the processes described in the Guidance for
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA
Products. Therefore, we have established internal review timelines as described in the guidance,
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning,
mid-cycle, team and wrap-up meetings). Please be aware that the timelines described in the
guidance are flexible and subject to change based on workload and other potential review issues
(e.g., submission of amendments). We will inform you of any necessary information requests or
status updates following the milestone meetings or at other times, as needed, during the process.
If major deficiencies are not identified during the review, we plan to communicate proposed
labeling and, if necessary, any postmarketing commitment requests by June 29, 2010.



NDA 22-134
Page 2

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c¢), al applications for new
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of
administration are required to contain an assessment of the safety and effectiveness of the
product for the claimed indication in pediatric patients unless this requirement is waived,
deferred, or inapplicable. We acknowledge receipt of your request for a partial waiver of
pediatric studies for this application. Once we have reviewed your request, we will notify you of
our decision.

If you have any questions, call Raphael R. Rodriguez, Regulatory Project Manager, at
(301) 796-0798.

Sincerely,
{See appended €electronic signature page}

Wiley A. Chambers, M.D.

Division of Anti-Infective and Ophthalmology Products
Office of Antimicrobial Products

Office of New Drugs

Center for Drug Evaluation and Research



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22134 ORIG-1 VISTAKON ®® OPHTHALMIC
PHARMACEUTICA SOLUTION
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

WILEY A CHAMBERS
12/11/2009



DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADM NISTRATION

REQUEST FOR CONSULTATION

TO (Division/Office):

Director, Medication Error Prevention
Office of Post M arketing Drug Risk Assessment

FROM:
Wiley Chambers, MD, Acting Director, DAIOP
Raphael Rodriguez, RPM phone 796-0798

DATE IND NO. NDA NO. TYPE OF DOCUMENT DATE OF DOCUMENT
10/26/09 66,884 22-134 Trade Name Review 9/29/09
NAME OF DRUG @@ (dlcaftadine PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE

ophthalmic solution) 0.25%

Standard Review

antagonist ophthalmics 4/17/10

NAME OF FIRM:  Vistakon Pharmaceuticals, LLC

REASON FOR REQUEST

|. GENERAL

O NEW PROTOCOL

O PROGRESS REPORT

O NEW CORRESPONDENCE

O DRUG ADVERTISING

O ADVERSE REACTION REPORT

O MANUFACTURING CHANGE/ADDITION
O MEETING PLANNED BY

O PRE--NDA MEETING
O END OF PHASE 2

O RESUBMISSION

O SAFETY/EFFICACY

X TRADE NAME REVIEW
O CONTROL SUPPLEMENT

OO0 RESPONSE TO DEFICIENCY LETTER
O FINAL PRINTED LABELING

O LABELING REVISION

X ORIGINAL NEW CORRESPONDENCE
O FORMULATIVE REVIEW

O OTHER (SPECIFY BELOW):

II. BIOMETRICS

STATISTICAL EVALUATION BRANCH

STATISTICAL APPLICATION BRANCH

O TYPE A OR B NDA REVIEW
O END OF PHASE Il MEETING
O CONTROLLED STUDIES

O PROTOCOL REVIEW

O OTHER (SPECIFY BELOW):

O CHEMISTRY REVIEW

O PHARMACOLOGY

O BIOPHARMACEUTICS

O OTHER (SPECIFY BELOW):

lll. BIOPHARMACEUTICS

O DISSOLUTION
O BIOAVAILABILTY STUDIES
O PHASE IV STUDIES

O DEFICIENCY LETTER RESPONSE
O PROTOCOL-BIOPHARMACEUTICS
O IN-VIVO WAIVER REQUEST

V. SCIENTIFIC INVESTIGATIONS

O CLINICAL

O PRECLINICAL

COMMENTS:

Please provide a trade name reviews for the

Advisory Committee.

@ (alcaftadine ophthalmic solution) 0.25%. Thisisan NME and anticipating for

This entire submission was sent via Electronic Submissions Gateway (ESG), eCTD which means there are NO jackets to distribute.

Please let me know if you need any additional information to complete this trade name review.

Thanks in advance. Raphael

SIGNATURE OF REQUESTER

Raphael Rodriguez 10/26/09

METHOD OF DELIVERY (Check one)

Via: Interoffice Mail

SIGNATURE OF RECEIVER

SIGNATURE OF DELIVERER




Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22134 ORIG-1 VISTAKON ®® OPHTHALMIC
PHARMACEUTICA SOLUTION
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RAPHAEL R RODRIGUEZ
10/28/2009



DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE REQUEST FOR CONSULTATION

FOOD AND DRUG ADM NISTRATION

TO (Division/Office): FROM:

Director, DDMAC Wiley Chambers, MD, Acting Director, DAIOP

Attn: Paul Loebach,RPM Raphael Rodriguez, RPM phone 796-0798

DATE IND NO. NDA NO. TYPE OF DOCUMENT DATE OF DOCUMENT
10/26/09 66,884 22-134 Original NDA 9/29/09

naME OF DRUG | @ (alcaftadine PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE
ophthalmic solution) 0.25% Standard Review antagonist ophthalmics 4/17/10

NAME OF FIRM:  Vistakon Pharmaceuticals, LLC

REASON FOR REQUEST

|. GENERAL

O NEW PROTOCOL O PRE--NDA MEETING OO0 RESPONSE TO DEFICIENCY LETTER
O PROGRESS REPORT O END OF PHASE 2 O FINAL PRINTED LABELING
O NEW CORRESPONDENCE O RESUBMISSION O LABELING REVISION
O DRUG ADVERTISING O SAFETY/EFFICACY X ORIGINAL NEW CORRESPONDENCE
O ADVERSE REACTION REPORT O CONTROL SUPPLEMENT O FORMULATIVE REVIEW
O MANUFACTURING CHANGE/ADDITION O OTHER (SPECIFY BELOW):
O MEETING PLANNED BY

II. BIOMETRICS
STATISTICAL EVALUATION BRANCH STATISTICAL APPLICATION BRANCH

O TYPE A OR B NDA REVIEW
O END OF PHASE Il MEETING
O CONTROLLED STUDIES

O PROTOCOL REVIEW

O OTHER (SPECIFY BELOW):

O CHEMISTRY REVIEW

O PHARMACOLOGY

O BIOPHARMACEUTICS

O OTHER (SPECIFY BELOW):

lll. BIOPHARMACEUTICS
O DISSOLUTION O DEFICIENCY LETTER RESPONSE
O BIOAVAILABILTY STUDIES O PROTOCOL-BIOPHARMACEUTICS
O PHASE IV STUDIES O IN-VIVO WAIVER REQUEST

V. SCIENTIFIC INVESTIGATIONS

O CLINICAL O PRECLINICAL

COMMENTS:

Please provide alabeling reviewsfor the. @@ (alcaftadine ophthalmic solution) 0.25%. Thisisan NME and anticipating for Advisory
Committee.

This entire submission was sent via Electronic Submissions Gateway (ESG), eCTD which means there are NO jackets to distribute.

Please let me know if you need any additional information to complete this trade name review.

Thanks in advance. Raphael

SIGNATURE OF REQUESTER METHOD OF DELIVERY (Check one)
Raphael Rodriguez 10/26/09 Via: Interoffice Mail

SIGNATURE OF RECEIVER SIGNATURE OF DELIVERER




Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22134 Gl-1 VISTAKON ®® OPHTHALMIC
PHARMACEUTICA SOLUTION
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RAPHAEL R RODRIGUEZ
10/28/2009



NDA Number:

NDA FILEABILITY CHECKLIST

22-134

Applicant: Vistakon Pharmaceutical LLC
Letter Date: September 29, 2009
Stamp Date: September 29, 2009

Drug Name:

IS THE CMC SECTION OF THE APPLICATION FILEABLE? (Yes or No)

@@ alcaftadine ophthalmic solution) 0.25%

Yes

The following parameters are necessary in order to initiate a full review, i.e., complete enough to
review but may have deficiencies.

Parameter Yes | No Comment
1 | Onits face, is the section organized
adequately? Y
2 Is the section indexed and paginated This is an eCTD NDA
adequately? Y
3 | Onits face, is the section legible? Y
4 | Are ALL of the facilities (including contract Seems to be. Contains FEI/CFN,
facilities and test laboratories) identified with Y phone and fax # and occasionally
full street addresses and CFNs? contact name. Firm will be asked to
confirm list by ONDQA PM
5 Is a statement provided that all facilities are Not able to locate
ready for GMP inspection?
6 Has an environmental assessment reportor | Y Claims categorical exclusion 1.12.14
categorical exclusion been provided?
7 Does the section contain controls for the Y Alcaftadine supplied by Cilag AG.,
drug substance? Switzerland DMF 20066. Stability
data & commitment submitted in the
DMF.
8 Does the section contain controls for the Section 3.2.P.5.
drug product? Y
9 Has stability data and analysis been provided | Y One strength with 2 fill sizes of 1 mL,
to support the requested expiration date? and 3 mL in 5 mL bottle.
Total of 3 batches for each fill for 12
months stability RT, 30°C and
accelerated. No info on position -
horizontal or/and upright. No expiry
claim for 1 mL physician. Trade
planned for { or 24 months expiry.
Supportive longer stability data.
10 | Has all information requested during the IND | Y Not much asked. Section 1.12.4
phase, and at the pre-NDA meetings been
included?
11 | Have draft container labels been provided? Y Section 1.14.1
12 | Has the draft package insert been provided? | Y Section 1.14.1
13 | Has an investigational formulations section Y Section 3.2.P.2
been provided?
14 | Is there a Methods Validation package? N No separate package. Information
included in section 3.2.P.5.3.
15 | Is a separate microbiological section N No separate section; information

included?

incorporated in CMC section
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Acting Branch Chief:
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Maotang Zhou, Ph.D.
Linda Ng, Ph.D.
Stephen Miller, Ph.D.

DMF Holder LOA Status
Number Description Included
20066 Cilag AG. Alcaftadine August 25,

2009

June 9, 2009

August 6, 2009

June 3, 2009

June 3, 2009

February 12,
2009

September 3,
2009

June 4, 2009

June 5, 2009
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NDA 22134 NDA ACKNOWLEDGMENT

Vistakon Pharmaceuticals, LLC

Attention: Stephen Holcroft

Vice President, Worldwide Regulatory and Clinical Affairs
7500 Centurion Parkway, Suite 100

Jacksonville, FL 32256

Dear Mr. Holcroft

We have received your new drug application (NDA) submitted under section 505(b)(1) of the
Federal Food, Drug, and Cosmetic Act (FDCA) for the following:

Name of Drug Product: @@ (alcaftadine ophthalmic solution) 0.25%

Date of Application: September 29, 2009

Date of Receipt: September 29, 2009

Our Reference Number: NDA 22134

Unless we notify you within 60 days of the receipt date that the application is not sufficiently
complete to permit a substantive review, we will file the application on November 28, 2009 in
accordance with 21 CFR 314.101 (a).

If you have not already done so, promptly submit the content of labeling [21 CFR
314.50(1)(1)(1)] in structured product labeling (SPL) format as described at
http://www.fda.gov/oc/datacouncil/spl.html. Failure to submit the content of labeling in SPL

format may result in arefusal-to-file action under 21 CFR 314.101(d)(3). The content of labeling
must conform to the content and format requirements of revised 21 CFR 201.56-57.

The NDA number provided above should be cited at the top of the first page of all submissions
to this application. Send all submissions, el ectronic or paper, including those sent by overnight
mail or courier, to the following address:

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Anti-Infective and Ophthalmology Products
5901-B Ammendale Road

Beltsville, MD 20705-1266
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All regulatory documents submitted in paper should be three-hole punched on the left side of the
page and bound. The left margin should be at |east three-fourths of an inch to assure text is not
obscured in the fastened area. Standard paper size (8-1/2 by 11 inches) should be used; however,
it may occasionally be necessary to use individual pages larger than standard paper size.
Non-standard, large pages should be folded and mounted to alow the page to be opened for
review without disassembling the jacket and refolded without damage when the volumeis
shelved. Shipping unbound documents may result in the loss of portions of the submission or an
unnecessary delay in processing which could have an adverse impact on the review of the
submission. For additional information, please see http://www.fda.gov/cder/ddms/binders.htm.

If you have any questions, call Raphael R. Rodriguez, Regulatory Project Manager, at
(301) 796-0798.

Sincerely,
{See appended el ectronic signature page}

Maureen P. Dillon-Parker

Chief, Project Management Staff
Division of Anti-Infective and
Ophthalmology Products

Office of Antimicrobial Products

Center for Drug Evaluation and Research



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22134 ORIG-1 VISTAKON ®® OPHTHALMIC
PHARMACEUTICA SOLUTION
LS LLC

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RAPHAEL R RODRIGUEZ
10/15/2009

MAUREEN P DILLON PARKER
10/16/2009





