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c DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

){"m Food and Drug Administration
Rockville, MD 20857

NDA 20-103/S-027, NDA 20-605/S-010, NDA 20-781/S-010

GlaxoSmithKline

Attention: Sandra L. Bihary-Waltz
Director, Regulatory Affairs, Oncology
2301 Renaissance Boulevard

P. O. Box 61540

King of Prussia, PA 19406-2772

Dear Ms. Bihary-Waltz:
Please refer to your supplemental new drug application dated February 22, 2006, received

February 23, 2006, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act
for the following:

NDA 20-103/S-027 ZOFRAN" (ondansetron hydrochloride) Tablets
NDA 20-605/S-010 ZOFRAN" (ondansetron hydrochloride) Oral Solution
NDA 20-781/S-010 ZOFRAN ODT" (ondansetron hydrochloride) Orally Disintegrating Tablets

These “Changes Being Effected” supplemental new drug applications provide for revisions to the package
insert (PI) affecting the 1) PRECAUTIONS section, 2) ADVERSE REACTIONS section,
3) DESCRIPTION section, 4) DOSAGE AND ADMINISTRATION section, and 5) HOW SUPPLIED

section.

We completed our review of these applications. These applications are approved, effective on the date of
this letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the enclosed labeling text for the package insert
submitted February 22, 2006 (RL-2237 February 2006).

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 314.80
and 314.81).

If you have any questions, call Betsy Scroggs, Regulatory Project Manager, at (301) 796-0991.
Sincerely,
{See appended el ectronic signature page}

Joyce Korvick, M.D., M.P.H.

Deputy Director

Division of Gastroenterology Products
Office of Drug Evaluation III

Center for Drug Evaluation and Research

Enclosure
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