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Attention: Aileen Ryan
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890 East Street,

Tewksbury, MA 01876

Dear Ms. Ryan:

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

Name of Drug Product: Azelastine Hydrochloride Ophthalmic Solution, 0.05%
Therapeutic Classification: Standard

Date of Application: August 3, 1999

e,

Date of Receipt: August 4, 1999
Our Reference Number: NDA 21-127
Unless we notify you within 60 days of our receipt date that the application is not sufficiently

complete to permit a substantive review, this application will be filed under section 505(b) of the
Act on October 3, 1999, in accordance with 21 CFR 314.101(a).

As of April 1, 1999, all applications for new active ingredients, new dosage forms, new
indications, new routes of administration, and new dosing regimens are required to contain an
assessment of the safety and effectiveness of the product in pediatric patients unless this
requirement is waived or deferred (63 FR 66632). If you have not already fulfilled the
requirements of 21 CFR 314.55, please submit your plans for pediatric drug development within
120 days from the date of this letter unless you believe a waiver is appropriate. Within 120 days
of receipt of your pediatric drug development plan, we will notify you of the pediatric studies that
are required under section 21 CFR 314.55.

If you believe that this drug qualifies for a waiver of the study of the pediatric study requirement,
you should submit a request for a waiver with supporting information and documentation in
accordance with the provisions of 21 CFR 314.55 within 10 days from the date of this letter. We
g will notify you within 120 days of receipt of your response whether a waiver is granted. If a
‘ waiver is not granted, we will ask you to submit your pediatric drug development plans within
‘ 120 days from the date of denial of the waiver.
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Under 21 CFR 314.102(c) of the new drug regulations, you may request an informal conference
with this Division (to be held approximately 90 days from the above receipt date) for a brief
report on the status of the review but not on the application’s ultimate approvab111ty
Alternatively, you may choose to receive such a report by telephone.

Please cite the NDA number listed above at the top of the first page of any communications

concerning this application. All communications concerning this NDA should be addressed as
follows:

U.S. Postal Service: ' Courjer/Overnight Mail:

Food and Drug Administration Food and Drug Administration

Center for Drug Evaluation and Research Center for Drug Evaluation and Research

Division of Anti-Inflammatory, Analgesic and Division of Anti-Inflammatory, Analgesic and
Ophthalmic Drug Products, HFD-550 Ophthalmic Drug Products, HFD-550

Attention: Division Document Room Attention: Division Document Room

5600 Fishers Lane 9201 Corporate Blvd.

Rockville, Maryland 20857 ' Rockville, Maryland 20850-3202

If you have any questions, contact Raphael R. Rodriguez, Project Manager, at (301) 827-2090.

Sincerely,

Anthony M. Zeccola

Chief, Project Management Staff

Division of Anti-Inflammatory, Analgesic and
Ophthalmic Drug Products, HFD-550

Office of Drug Evaluation V

Center for Drug Evaluation and Research




