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NDA 19-863/S-002

Serono Laboratories, Inc. MAr 28 ~199|
Attention: Ms. Martha J. Carter

Vice President, Regulatory Affairs

100 Longwater Circle

Norwell, MA 02061

Dear Ms. Carter:

Reference is made to your supplemental new drug application dated March 6,
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 the procedures used for the environmental

monitoring of airborne molds and yeasts of both air and surfaces in the
—— e ———

We have completed our review of this supplemental application and it is

approved, effectjve on the date of this letter.

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

) Sincerely,yours, N \ \
| | - \,\R)‘/3 AN

5 %/Z(
Tomon Sobel,"M.D.

irector
Division of Metabolism and
Endocrine Drug Products, HFD-510
’ Center for Drug Evaluation and Research
cc: NDA Arch.

~ HFD-510 o
HFD-160/DHussong/PCooney
HFD-80
HFD-510/CNiu/YYChiu _
HFD-511/LBraithwaite/5.21.91/N19863AP.S02 /40 /F7 / s/=9/41

Concurrence: Short/5.21.91/Niu/Chiu/5.22.91
SUPPLEMENT APPROVAL
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ORIGINAL

CONSULTATIVE REVIEW TO HFD 510

MAY | O ig9;

MICROBIOLOGIST 'S REVIEW OF SUPPLEMENT
DIVISION OF MEDICAL IMAGING, SURGICAL AND DENTAL DRUG PRODUCTS

May 2, 1991
NDA/Supplement Number: 19-B63/5-002
Document 5ate: 6 March 1991
Amendments and Others: none

Name and Address of Applicant: Serono Laboratories
. 100 Longwater Circle
Norwell, MA 02061

Name of Drug: GEREF® (sermorelin acetate for injection)

Supplement Provides For: Monitoring yeasts and - molds in the
—_— .

Pharmacological Category: growth hormone releasing factor

Dosage Form: lyophilized drug in = —— 0
Related Documents: Microbiologist’'s Review’'s #1 (31 May 1989), #2
(14 February 1990) and #3 (16 August 1990)

Comments: The NDA was approved after accepting a commitment from
the applicant to develop a monitoring program to detect and
enumerate yeast and mold in tb- —_————— . The subject
document (10 pages) provides validation data and methods from that
study. Action Limits for environmental monitoring were provided in
the 21 August 1989 submission and reviewed in Microbiologist's
Review #2. The methods, data and conclusion are in keeping with
the commitment and are appropriate for the environmental control
program.

Conclusions and Recommendations: The supp ment is recommended for

approval.
PP 5—1 74

Dav1d Hussong, P D

cce f?WL
Orig. NDA 19-763/5-002 5P\m
HFD 160/Consult File
HFD 510/CS0/LBraithwaite
~drafted by: DHussong, 5/2/91
R/D init. by: PCooney, 5/2/91

A o

MAY 10 1991



CENTER FOR DRUG EVALUATION AND
RESEARCH

* APPLICATION NUMBER:
NDA 19-863/S002

ADMINISTRATIVE and CORRESPONDENCE
DOCUMENTS




L= rd
DE%ATMENT %E}{LTH AND HUMAN SERVICES
PU IC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

REQUEST FOR CONSULTATIO

TO (DivisionOffice) %Q")f’l;v"“ FROM:
'Dr. David Huyssong — HFD-160 ? Lana Braithwaite, CSO HFD-510
LATE : IND NO. NDA NO, TYPE OF DOCUMENT DATE OF DOCUMENT
03/26/91 19-863 Supplement 03/06/91
NAME OF DRUG PRIORITY CONSIDERATION|CLASSIFICATION OF DRUG DESIRED COMPLETION DATE
GEREF yes ASAP

NAME OF FIRM
Serono Laboratories

REASON FOR REQUEST
I. GENERAL

O New PROTOCOL [J PRE-NDA MEETING . ] RESPONSE TO DEFICIENCY LETTER
O PROGRESS REPORT [J END OF PHASE || MEETING [0 FINAL PRINTED LABELING
[0 NEW CORRESPONDENCE [J rResuBMISSION [J LABELING REVISION
O bRUG ADVERTISING O saFeTY/EFFICACY [J ORIGINAL NEW CORRESPONDENCE
[0 ADVERSE REACTION REPORT O paPER NDA 0 FORMULATIVE REVIEW
(¥ MANUFACTURING CHANGE/ADDITION J CONTROL SUPPLEMENT O oTHER (Specify below,)
[J MeeTING PLANNED BY

I1. BIOMETRICS

STATISTICAL EVALUATION BRANCH

STATISTICAL APPLICATION BRANCH

0 TvPE AOR B NDA REVIEW
{3 enD OF PHASE 11 MEETING
! cONTROLLED STUDIES

0 PROTOCOL-REVIEW

O oTHER

O cHEMISTRY

[J PHARMACOLOGY

O sioPHARMACEUTICS
[J oTHER

I1l. BIOPHARMACEUTICS

] DISSOLUTION
O sicAVAILABILITY STUDIES
[3 PHASE v STUDIES

J DEFICIENCY LETTER RESPONSE
O proTOCOL— BIOPHARMACEUTICS
O IN—vivVo WAIVER REQUEST

IV. DRUG EXPE

RIENCE

0 PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL

O oruG use e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES
[ casE REPORTS OF SPECIFIC REACTIONS(List below)

O compaRATIVE RISK ASSESSEMENT ON GENERIC DRUG GROUP

L REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY
UJ SUMMARY OF ADVERSE EXPERIENCE
U POISON RISK ANALYSIS

V. SCIENTIFIC INVE

STIGATIONS

J cLiNnicAL

] PRECLINICAL

COMMENTS/SPECIAL INS_TRUCTIONS(A ttach additional sheets if necessary)

; A

If you need additional information, please call me at 443-3510.

Thank you.

oW
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[ TURE OF REQUEST, W

METHOD OF DELIVERY (Check o
O maic

€
il HAND

SIGNATURE OF DELIVERER

SIGNATURE OF RECEIVER j ;
M 3/&7/7l
"FORRM Fha 2231 (7/83) v 1 7
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_/C DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

’I . Date ;5:-—; - ',r‘;s"‘

NDA No.

Attention:

Dear Si,r/M'adam;
We acknowledge receipt of your supplemental application for the following:

Name of ljrug:

(a3

i
]
T

ST AT S e -~ o gin -
GERLY ( FEETROY 2Lin Zosuai

NDA Number:
Supplement Numbe;ri_
‘Date of Supplement: ﬁ . 991
’ »Daitve of Receipt:

_A|I}cbmfnunications concerning this NDA should. be addressed as follows:

A t"'V\.-.lhrlf 107 & }t‘;&

Ce«,ﬂﬁﬁf; us’g’qgf Yo B

Attentlon "D-cument Conti’o
5600 Fishers Lane
" Rockvilte, MD 20857

"“S .

Center for In

- Best Possible Copy

cc:
NDA File
. " HFN-815 File
- CSO File .-

FORM FDA 3217d (7/84)

. U.S. GOVERNMENT PRINTING OFFICE-1984-450-521/7435

Food and Drug Administration
Rockville MD 20857




ORIGINAL (Serono)

JGENTINA « AUSTRALIA
-’AUSTRIA  BELGIUM e
BRAZIL + FRANCE o

,4\/'

GERMANY e [SRAE! o [TALY - SERONO LABORATORIES, INC.
o JAPAN e MEXICO e 100 LONGWATER CIRCLE
PORTUGAL  SINGAPORE o - NORWELL, MA 02061 - USA
SPAIN « SWEDEN  SWIT- ’ . A TEL. 1/617/9829000
ZERLAND * THE NETHER- , : TLX. 6817456 SERONO UW
LANDS * UNITED KINGDOM : . MDA ND. /jfgé_B

, * USA « VENEZUELA : R < 2 REF.:NO. - VICE PRESIDENT

REGULATORY AFFAIRS

| apA suPPLEOR__ SCM
March 6, 1991 ' |

Solomon Sobel, M.D.
Direetor
Pivision of Metabolism
and Endocrine Drug Products (HFD-510)
Center for Drug Evaluation and Research
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

Re: NDA 19-863
GEREF® (sermorelin acetate for injection)

Dear Dr. Sobel:
Reference is made to the NDA cited above and to our May 21 1996A:§fi225i;
providing additional requested information regarding the sterilization ///%§;>/7

process used in manufacturing Geref®. Further reference is made to our
August 22, 1990 letter informing you that we were developing a process for

Dr. David Hussong.

The purpose of this submission is to provide the enclosed procedures for
environmental monitoring of both air and surfaces in Also
provided is a report comparing the detection of molds and yeasts using the
~——————— described in USP XXII. The report shows the
used for environmental monitoring of airborne.particles during Geref®
manufacturing, is equivalent to the USP XXII media. We therefore propose to
continue monitoring for airborne particles using —

Please contact either Dean F. Alger, Senior Regulatory Affairs Associate, or
the undersigned with any questions you may have concerning this information.

Sincerely,

e | Gt

Martha J. Carter KtVIEWS COMPLET!’_U

prasaty CSQ/ACTION:
@7\ LETTER O NAI

R N WY 4 £11 1
£SO INITIALS ' DATE




