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

Study MP430, "-) and MP432
b(4)

4. To be eligible for exclusivity, a new investigation that is essential to approval must also have
been conducted or sponsored by the applicant. An investigation was "conducted or sponsored by"
the applicant if, before or during the conduct ofthe investigation, 1) the applicant was the sponsor of
theIND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor
in interest) provided substantial support for the study. Ordinarily, substantial support will mean
providing 50 percent or more of the cost of the study. "

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 # 69,785

Investigation #2

IND #69,785

YES IZI

YES IZI "

!
!
! NO D
! Explain:

!
! "
! NO D
! Explain:

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

Investigation #1

,

YES D
Explain:

NO D
! Explain:
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Investigation #2

YEsD
Explain:

NO D
Explain:

(c) Notwithstanding an answer of "yes" to (a) or (b). are there other reasons to believe that
the applicant should not be credited with having "conducted or sponsored" the study?
(Purchased studies may not be used as the basis for exclusivity. However. ifallrights 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.)

Ifyes. explain:

Name of person completing form: Colette Jackson
Title: Project Manager
Date: October 15,2008

YEsD NO[g]

Name of Office/Division Director signing form: Badrul A. Chowdhury, M.D.• Ph.D.
Title: Division Director, DPAP

Form OGD-Ol1347; Revised 05/10/2004; formatted 2/15/05

Page 7



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

Badrul Chowdhury
10/15/2008 04:21:52 PM



AzelaStine Hydrochloride 0.1% w/v Nasal Spray Fonnulation 03-33.
Original NDA 22-203

20.0 Other

20.1 Claimed EXclusivity

MedPointe Phannaceuticals
CONFIDENTIAL

In accordance with 21 CFR314.lOlUb)(4t MedPointe Pharmaceuticals claims an
exclusivity period of 3 years for. __ _ (azelastine hydrochloride)Nasal Spray
based on the following infonnation.

.b(4)

On May 3, 2004 MedPointe Phannaceuticals submitted IND 69,785 for azelastine
hydrochloride nasal spray which included fonnulation MP03-33. The clinical study
requirements for the MP03-33 development program were discussed at a Type B nieeting
with the Division onMay 3, 2005. The Division agreed that convincing demonstration of
clinical comparability to Astelin® Nasal Spray (NDA 20~114) in a single Seasonal Allergic
Rhinitis study would allow approval for treating symptoms of Seasonal Allergic Rhinitis and

. Vasomotor Rhinitis. In follow up to this meeting MedPointe submitted a Spechtl Protocol
Assessment (SPA) request on September 20,2005 for protocol MP430 entitled
"Randomized, Double-Blind, Placebo-Controlled Trial of the Safety and Efficacy ofMP03­
33 in Patients with Seasonal Allergic Rhinitis". The Division responded that the general
concept ofthe study design was acceptable. The Division also provided additional comments
which were incorporated into the final protocol. On March 3, 2006, protocol MP43ll was
submitted toIND69,785 as Serial No. 016 and the clinical stUdy was conduc~ed in spring
2006.

We believe that Clinical Study MP430 demonstrated substantial clinical efficacy and is
required for the approval of. - . , Nasal Spray. To the best ofour knowledge,
there are no published studies that meet FDA's definition ofadequate and welkontrolled
studies which could be used to establish the efficacy and safety of . Nasal
Spray. Based on the clinical study data provided in this submission, we request 3 years of
exclusivity upon approval ofthis NDA..

330

b(4)



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

'AIBLA # :,__-'2::2::..,:-2:.:;0:,.::3 _ Supplement Type (e.g. SE5): Supplement Number: _

Stamp Date..:..: J"'u=.:l....y-"3~1"-',2::.:0...0:..:,7 _ PDUFA Goal Date: May 30, 2008

HFD 570 Trade and generic names/dosage form:. ...:......--::--____ ,@NasaISpray

Applicant: M=e""d."P"""o:.:;in::.t:;:e""'P""'h,.,a::,:r""'m""a::.c:::.:e::,:u:.,:t..,ic:,:a,.,Is"-- _ Therapeutic Class: __5 _

Does this application provide for new active ingredient(s), new indication(s), new dosage form, new dosing regimen, or new
route of administration? * .

o Yes. Please proceed to the next question.
,(No. PREA does not apply. Skip to signature block.

* SE5, SE6, and SE7 submissions may also trigger PREA. Ifthere are questions, please contact the Rosemary Addy or Grace Carmouze.

Indication(s) previously approved (please complete this section for supplements only): _

Each indication covered by current application und~.r~usthave pediatric studies: Completed, Deferred, and/or Waived.

Number of indications for this application(s): _

Indication #1: _

Is this an orphan indication?

DYes. PREA does not apply, Skip to signature block.

o No. Please proceed to the next question.

Is there a full waiver for this indication (check one)?

o Yes: Please proceed to Section A.

o No: Please check all that apply: __Partial Waiver __Deferred __Completed

NOTE: More than one may apply

Please proceed to Section B, Section C, and/or Section D and complete as necessary.

ISection A: Fully Waived Studies

Reason(s) for full waiver:

o Products in this class for this indication have been studied/labeled for pediatric population
o Disease/condition does not exist in children
o Too few cllildren with disease to study
o There are safety concerns
o Other: _

udies are fully waived, then pediatric information is complete for this indication. Ifthere is another indication, please see
__.tachment A. Otherwise, this Pediatric Page is complete and should be entered into DFS.



NDA22-203
Page 2

________________________________________________01

ISection B: Partially Waived Studies

Age/weight range being partially waived (fill in applicable criteria below):

Min_-_ kg__
Max__ k~

Reason(s) for partial waiver:

mo. _
mo. _

yr.__

yr._-

Tanner Stage _
Tanner Stage _

o Products in this class for this indication have been studied/labeled for pediatric population
o Disease/condition does not exist in children
o Too few children with disease to study
o There are safety concerns
o Adult studies ready for approval
o Formulation neededo Other: _

Ifstudies are deferred, proceed to Section C. Ifstudies are completed, proceed to Section D. Otherwise, this Pediatric Page is
o complete and should be entered into DFS.

ISection C: Deferred Studies

Age/weight range being deferred (fill in applicable criteria below):

Min
Max__

kg__
kg__

mo, _
mo, _

yr.__
yr.__

Tanner Stage _
Tanner Stage _

Reason(s) for deferral:

o Products in this class for this indication have been studiedllabeled for pediatric population
o Disease/condition does not exist in children
o Too few children with disease to study
o There are safety concerns
o Aduit studies ready for approval
o Formulation needed
Other: _

Date studies are due (mm/dd/yy): _

Ifstudies are completed, proceed to Section D. Otherwise, this Pediatric Page is complete and should be entered into DFS.

Section D: Completed Studies

Age/weight range of completed studies (fill in applicable criteria below):

Min
Max__

Comments:

kg__
kg__

mo. _
mo. _

yr.__
yr.__

Tanner Stage _
Tanner Stage _

Ifthere are additional indications, please proceed to Attachment Ao Otherwise, this Pediatric Page is complete and should be entered
intoDFS.
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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: 10110/2006)
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Attachment A
(This attachment is to be completed for those applications with multiple indications only.)

Indication #2: _

Is this an orphan indication?

DYes, PREA does not apply, Skip to signature block.

o No, Please proceed to the next question.

Is there a full waiver for this indication (check one)?

o Yes: Please proceed to Section A.

o No: Please check all that apply: __Partial Waiver __Deferred __Completed
NOTE: More than one may apply

Please proceed to Section B. Section C. and/or Section D and complete as necessary,

Section A: Fully Waived Studies

Reason(s) for full waiver:

o Products in this class for this indication have been studied/labeled for pediatric population
o Disease/condition does not exist in children
o Too few children with disease to study
o There are safety concernso Other: _

Ifstudies are fully waived, then pediatric information is complete for this indication. If there is another indication, please see
Attachment A. Otherwise, this Pediatric Page is complete and should be entered into DFS.

ISection B: Partially Waived Studies

Age/weight range being partially waived (fill in applicable criteria below)::

Min
Max__

kg__
kg__

mo, _
mo, _

yr,__
yr,__

Tanner Stage _
Tanner Stage _

Reason(s) for partial waiver:

o Products in this class for this indication have been studied/labeled for pediatric population
o Disease/condition does not exist in children
o Too few children with disease to study
o There are safety concerns
o Adult studies ready for approval
o Formulation neededo Other: ........ _

Ifstudies are deferred, proceed to Section C. Ifstudies are completed, proceed to Section D. Otherwise, this Pediatric Page is
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'1plete and should be entered into DFS.

ISection C: Deferred Studies

Age/weight range being deferred (fill in applicable criteria below)::

Min
Max__

k~

k~

mo, _
mo. _

yr.__
yr.__

Tanner Stage _
Tanner Stage _

Reason(s) for deferral:

o Products in this class for this indication have been studied/labeled for pediatric population
o Disease/condition does not exist in children
o Too few children with disease to study
o There are safety concerns
o Adult studies ready for approval
o Formulation needed
o Other: _

Date studies are due (mm/dd/yy): _

Ifstudie~ are completed, proceed to Section D. Otherwise, this Pediatric Page is complete and should be entered into DFS.

l~ection D: Completed Studies

Age/weight range of completed studies (fill in applicable criteria below):

Min
Max__

Comments:

kg__

k~

mo. _
mo. _

yr.__
yr.__

Tanner Stage _
Tanner Stage _

Ifthere are additional indications,please copy thejields above and complete pediatric information as directed. If there 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: 10110/2006)



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

lsi

Colette Jackson
11/1/2007 02:10:03 PM

,.



Azelastine lIydrochloride 0.1% w/v Nasal Spray Formulation 03,-33
Original NDA 22-203

Item 16- Debarment Certification.

MedPomte Pharmaceuticals
CONFIDENTIAL

MedPointe Pharmaceuticals hereby certifie$ that it did not and Will not use in any
capacity the services of any person debarred under section 306 ofthe Federal Food, Drug b\4)
and Cosmetic Act in connection with this .._.M Nasal Spray application.

~~Mieiil3eI11113r, Ph.D.
Senior Director
Regulatory Affairs
MedPointe Pharmaceuticals'

301




