CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

APPLICATION NUMBER:

20-239 /S007

Trade Name:  Kytril Injection

Generic Name: granisetron HCl
- Sponsor: Smithkline Beecham Pharmaceuticals

Approval Date: March 20, 1997



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
20-239 /S007

CONTENTS

Reviews / Information Included in this NDA Review.

Approval Letter X
Approvable Letter -

Labeling X

Summary Review

Officer/Employee List

Office Director Memo

Cross Discipline Team Leader Review

Medical Review(s)

Chemistry Review(s)

Environmental Assessment

Pharmacology Review(s)

Statistical Review(s)

Microbiology Review(s)

Clinical Pharmacology/Biopharmaceutics Review(s)

Risk Assessment and Risk Mitigation Review(s)

Proprietary Name Review(s)

Administrative/Correspondence Document(s) X




CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
20-239 /S007

APPROVAL LETTER




NDA 20-239/S-007

SmithKline Beecham Pharmaceuticals
Attention: Olivia Pinkett, Ph.D.
One Franklin Plaza
P.O. Box 7929 MAR 20 1997
Philadelphia, PA 19101

Dear Dr. Pinkett: \

We acknowledge your supplemental new drug application dated February 3, 1997, received
February 4, 1997, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act for Kytril (granisetron HCI) Injection.

The User Fee goal date for this application is August 4, 1997.

The supplemental application provides for a revision to the DOSAGE AND
'ADMINISTRATION section of the package insert to include a word omitted from the final
printed labeling approved with Supplements -002 and -004 on January 21, 1997. The last
sentence in this section now reads (the added word has been underlined), “Kytril Injection may
be administered intravenously either undiluted over 30 seconds, or diluted with 0.9% sodium
Chloride or 5% Dextrose and infused over 5 minutes.”

We have completed the review of this supplemental application and it is approved effective on
the date of this letter.

We remind you that you must comply with the requirements for an approved NDA set forth
under 21 CFR 314.80 and 314.81.

If you have any questions, please contact Kati Johnson, Supervisory Consumer Safety Officer,
at (301) 443-0487.

Sincerely yours,

Stephen B. Fredd, M.D.

Director - :

Division of Gastrointestinal and Coagulation
Drug Products

Office of Drug Evaluation III

Center for Drug Evaluation and Research



NDA 20-239/S-007
Page 2

CC: - Q 7
Original NDA 20-239 ‘ 2 )l“
HFD-180/Div. files @
HFD-180/CSO/K .Johnson

DISTRICT OFFICE ?%QE ) | 7/7 )

HF-2/Medwatch (with labeling)
HFD-92/DDM-DIAB (with labeling)
HFD-40/DDMAC (with labeling)
HFD-613/0GD (with labeling)
HFI-20/Press Office (with labeling)

Drafted by: kj/March 17, 1997/c:\wpfiles\cso\n\20239s07.0kj
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CENTER FOR DRUG EVALUATION AND
RESEARCH

~ APPLICATION NUMBER:
20-239 /S007

-ADMINISTRATIVE and CORRESPONDENCE
DOCUMENTS




Division of Gastrointestinal & Coagulation Drug Products

CONSUMER SAFETY OFFICER REVIEW
Application Number: NDA 20-239/S-007
Name of Drug: Kytril (granisetron Hcl) Injection
Sponsor: SmithKline Beecham Pharmaceuticals MAR 19 1997

Material Reviewed

Submission Date(s): February 3, 1997
Receipt Date(s): February 4, 1997
Background and Summary Description:
The final printed labeling submitted upon which Supplements -002 and -004 were approved did
not containthe word “over” in the last sentence of the DOSAGE AND ADMINISTRATION
section; “Kytril Injection may be administered intravenously either undiluted over 30 seconds,

or diluted with 0.9% Sodium Chloride or 5% Dextrose and infused over 5 minutes.”

Supplement -007, submitted as a “Special Supplement-Changes Being Effected” under 21 CFR
314.70® provides for this revision.

Review
The submitted labeling (KY:L38, Date of Issuance Jan. 1997) was compared to that approved
with Supplements -002 and -004 on January 21, 1997 (KY:L7, Date of Issuance Dec. 1996).

The only change made was that specified above.
Conclusions

An ACKNOWLEDGEMENT AND APPROVAL Iletter should be drafted.

%%Q@J%W 3// 9/77

Consumer Safety Officer

cc:
Original
HFD-180/Div. Files

HFD-180/KJohnson b1 / [ | g
draft: kj/March 17, 1997/c:\wpfiles\cso\n\20239s07 .rkj SV 7
CSO REVIEW ' a
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SmithKline Beecham
Pharmaceuticals

OR'G,NAL February 3, 1997

"Special Supplement - Changes Being Effected"

NDA 20-239 ‘
Kytril® (granisetron hydrochloride) Injection .

Stephen B. Fredd, M.D., Director
Division of Gastrointestinal and
Coagulation Drug Products
Center for Drug Evaluation and Research (HFD 180)
Food and Drug Administration
Document Control Room 6B-24
5600 Fishers Lane
Rockville, MD 20857

"Special Supplement - Changes Being Effected”

Dear Dr. Fredd:

Reference is made to our New Drug Application for Kytril (granisetron
hydrochloride) Injection, which is approved for the prevention of nausea
and vomiting associated with emetogenic cancer therapy.

This submission contains Final Printed Labeling, KY:L8. Specifically
included are 16 copies of the prescribing information. Copies 1-8 are
contained in the Archival copy; copies 9-16 are contained in the Review

copy.

KY:L7 which was submitted on January 14, 1997, had the statement,
"...Kytril Injection may be administered intravenously either undiluted
over 30 seconds, or diluted with 0.9% Sodium Chloride or 5%
Dextrose and infused 5 minutes." under the section DOSAGE AND

3 )‘ ™ 000001

Telep fone (610) 4‘17 7000. Fax (610) 917 7707.

1250 S. Collegeville Road, PO Box 5089, Coilegeville, PA 19426-0989.



Dr. Stephen Fredd
February 3, 1997
Page 2

- ADMINISTRATION. The statement has been revised to read "...Kytril
Injection may be administered intravenously either undiluted over 30
seconds, or diluted with 0.9% Sodium Chloride or 5% Dextrose and
infused over 5 minutes." The current Pl in circulation is KY:L5

this submission and our submission dated Januéry 14, 1997. We
anticipate using KY:L8 beginning February 17, 1997.

Should you have any questions regarding the FPL, please do not hesitate
to contact me at (610) 917-5840.

Director-
U.S. Regulatory Affairs

000002



