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Serono Laboratories, Inc. ~
Attention: Ms. Martha J. Carte
Vice President, Regulatory Affairs
100 Longwater Circle

Norwell, MA 02061

Dear Ms. Carter:

Reference is made to your supplemental new drug application dated January 14,
1991, submitted pursuant to section 505(b) of the Federal Food, Drug, and
Cosmetic Act for Geref (sermorelin acetate) for injection.

The supplement provides for data to support the extension of the expiration
date for Geref from 12 to 24 months when stored at 7°C.

We have completed our 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 set forth under
21 CFR 314.80 and 314.81 for an approved NDA.

Sincerely yours,

Hepsfy ‘005 §/>2/7

Solomon/ Sobel, M.D.
Director
Division of Metabolism and
Endocrine Drug Products, HFD-510
Center for Drug Evaluation and Research
cc: NDA Arch. : :
HFD-510
“HFC-130/JAl1en
HFD-80
HFD-500/LRipper
HFD-638
HFD-735
HFD-510/CNiu/YYChiu 1t kso/8/22/91/ _
HFD-511/LBraithwaite/ft/kso/8/22/91/N19863AP.S01 ' ,
Concurrence:  JShort/8/20/91/AChiu/8/21/91 J Caut | 921 /71

SUPPLEMENT APPROVAL
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1. ORGANIZATION 2. NDA NUMBER
CHEMIST”S REVIEW DMEDP, HFD-510 19,863
3. NAME AND ADDRESS OF APPLICANT 4. SUPPLEMENT
NUMBER. DATE
Serono Laboratories, Inc. Supplement
100 Longwater Circle 5-001
Norwell, MA 02061 01/14/91
5. NAME OF THE DRUG 6. NONPROPERIETARY NAME
Geref Sermorelin acetate
for injection 8. AMENDMENTS/
REPORTS. DATE
7. SUPPLEMENT PROVIDES FOR:
An extension of expiration date from twelve to
twenty-four months.
9. PHARMACOLOGICAL, CATEGORY 10. HOW DISPENSED . RELATED
To stimulate productlon of ____IND/NDA/DMF_
growth hormone. : RX
12. DOSAGE FORM .. 13. POTENCY
Lyoprhilized Powder b0 meg/vial
14. CHEMICAL NAME AND STRUCTURE
GRF(1-29)NHz; Chemical structure: see Chem. Rev. #1.
15. COMMENTS -
The supplement provide stability data on ~ — separate lots of Geref
stored at 7C for up to - months.
16, CONCLUSIONS AND RECOMMENDATIONS
‘The submitted data support the shelf life of 24 months when Geref is
stored at 7 C. Therefore, an extension of the expiration date for Geref
from 12 to 24 months should be granted. Issue an approval letter.
17. REVIEWER

NAME _ S ;
~ Chien-Hua Niu, Ph,D. 45:5222:2,4522; f 8/7/91 -
7 ;;Eiz, v

R/D initialed by:
Disc Supplement: NDA

REVIEWER . DIVISION FILE



/  Page(s) Withheld

v/ § 552(b)(4) Trade Secret /

Confidential

§ 552(b)(4) Draft Labeling

§ 552(b)(5) Deliberative Process

Withheld Track Number: Chemistry- /95 63
Soo/
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All communications concerning this NDA

DEPARTMEYNT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

- Rockville MD 20857

Date
NDA No. e a
e A
g,
Attention: . v e
Martha J. Carier
Dear Sir/Madam:
We acknowiedge receipt.of your supplemental application for the following::
Name of Drug: Geref (sermorciin acetate for injection) 50 meg N

NDA Nu'mberi 15863
50001

1261

'-.D

Date of Supplemgnt:' .:?aﬁ.‘z_'ll&}fjf i,

Date of Receipt: January 15, 1991

should b_evaddri'essed as fOI|6w§:

Center : r )r vaLu uﬁ a} l,\f parceh HFD=510
ERRX -
tten ocumen oom %? 14503

_5600_ F‘lsher,s» Lane
- Rockville, MD 2085‘7 EEPIRE

Lens Staunton f01

Super\nsory Consumer Safety Officer -

Dwnsuon of Anti- 1nfec&ve Drug Products
XL EXNNAAR

nu Bioldyres™
!J&XJ{AXXXL}’ (X

. Division~ of Fetab&iam ‘and
Endocrine Drug Products

cc:

NDA File Center for. Drug “va1uu.ﬁm
HFN-815 File. and Research :
CSO File - :

FORM FDA 3217d (7/84)
Y.S. GOVERNMENT PRINTING OFFICE~1984-450-521/7435
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“ Martha J.

L (Serono)

SERONO LABORATORIES, INC.
100 LONGWATER CIRCLE
NORWELL, MA 02061 - USA
TEL. 1/617/9829000

TLX. 6817456 SERONO UW

VICE PRESIDENT
REGULATORY AFFAIRS

January 14, 1991 S ’M/)

Solomon Sobel, M.D. 4¢62222°

Director

Division of Metabolism and Endocrine ‘ > '

Drug Products, HFD-510 NDA 550-!9_%3._%?- NG%QL&

Center for Drug Evaluation and Research et o ) -

Attn: Document Control Room, 14B-04 wNDF-SU?’LFOR*~_QE£ZQL*M**~;

Food and Drug Administration

5600 Fishers Lane ' \Q\S&élﬁ

Rockville, MD 20857 ‘ [ b

RE: NDA 19-863 Geref® (sermorelin acetate for injection) ’*J&Nk(ZA«\ES

Dear Dr. Sobel: \
\ >

Reference is made to the above cited NDA and to its approval date of
December 28;-1990. Pursuant to 21 CFR8314.70(b)(2)(ix), the purpose of
this communication is to provide data to support the extension of
expiration dating for this product from twelve (12) to twenty-four (24)
months.

Enclosed are real time stability remorts on = ~— separate lots of Geref®
stored at 7° ——— for up to ./~ ionths. The data show the product to
be stable after 24 months of storage at 7°C.

Please do not hesitate to contact Dean F. Alger, Senior Regulatory Affairs
Associate, or the undersigned with any questions you may have regarding
this submission.

Sincerely,
larter

DFA/d1lw

Enclosure R Ew EWS COMPLETED




