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Food and Drug Administration

1401 Rockville Pike

Our Reference: BB-IND 7023 Rockville MD 208521448

Genentech, Inc. /}fi(é FEB 1 0 1997
Attention: M. David MacFarlane, Ph.D. l/‘

Vice President, Regulatory Affairs

460 Point San Bruno Blvd.

South San Francisco, CA 94080-4990

Dear Dr. MacFarlane:

The Center for Biologics Evaluation and Research has received your Investigational New
Drug Application (IND). The following product name and BB-IND number have been
assigned to this application. They serve only to identify it and do not imply that this Center
either endorses or does not endorse your application.

BB-IND #: 7023
SPONSOR: Genentech, Inc.

PRODUCT NAME: Humanized Monoclonal Antibody (rhuMAb VEGF) (CHO cells,
Genentech) to Vascular Endothelial Growth Factor (VEGF)

DATE OF SUBMISSION: January 31, 1997
DATE OF RECEIPT; February 3, 1997

This BB-IND number should be used to identify all future correspondence and submissions, as
well as telephone inquiries concerning this IND. Please provide an original and two copies of
every submission to this file. Please include three originals of all illustrations which do not
reproduce well.

It is understood that studies in humans will not be initiated until 30 days after the date of
receipt shown above. If this office notifies you, verbally or in writing, of serious deficiencies

that require correction before human studies can begin, it is understood that your will continue
to withhold such studies until you are notified that the material you have submitted to correct
the deficiencies is satisfactory. If such a clinical hold is placed on this file, you will be notified
in writing of the reasons for placing the IND on hold.
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You are responsible for compliance with applicable portions of the Public Health Service Act,
the Federal Food, Drug, and Cosmetic Act, and the Code of Federal Regulations (CFR). A
copy of 21 CFR Part 312, pertaining to INDs, is enclosed. Copies of other pertinent
regulations are available from this Center upon request. The following points regarding
obligations of an IND sponsor are included for your information only, and are not intended to
be comprehensive.

Progress reports are required at intervals not exceeding one year and are due within 60 days of
the anniversary of the date that the IND went into effect. Any unexpected, fatal or
immediately life-threatening reaction which is associated with use of this product must be
reported to this Center within three working days, and all serious, unexpected adverse
experiences must be reported, in writing, to this Center and to all study centers within ten
working days.

Charging for an investigational product in a clinical trial under an IND is not permitted without
the prior written approval of the FDA.

Prior to use of each new lot of the investigational biologic in clinical trials, please submit the
lot number, the results of all tests performed on the lot, and the specifications when established
(i.e., the range of acceptable results).

If not included in your submission, please provide copies of the consent forms for each clinical
study. A copy of the requirements for and elements of informed consent are enclosed. Also,
please provide documentation of the institutional review board approval(s) for each clinical
study.-

All laboratory or animal studies intended to support the safety of this product should be
conducted in compliance with the regulations for "Good Laboratory Practice for Nonclinical
Laboratory Studies” (21 CFR Part 58, copies available upon request). If such studies have not
been conducted in compliance with these regulations, please provide a statement describing in
detail all differences between the practices used and those required in the regulations.

Item 7a of form FDA 1571 requests that either an "environmental assessment,"” or a "claim for
categorical exclusion" from the requirements for environmental assessment, be included in the
IND. If you did not include a response to this item with your application, please submit one.
See the enclosed information sheet for additional information on how these requirements may
be addressed.

Sponsors of INDs for products used to treat life-threatening or severely debilitating diseases
are encouraged to consider the interim rule outlined in 21 CFR 312.80 through 312.88.
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Telephone inquiries concerning this IND should be made directly to me at (301) 594-5656.
Correspondence regarding this file should be addressed as follows:

Center for Biologics Evaluation and Research
Attn: Office of Therapeutics Research and Review
HFM-99, Room 200N

1401 Rockville Pike

Rockville, MD 20852-1448

If we have any comments after we have reviewed this submission, we will contact you.

Sincerely yours,

Sharon Ste Kofuar

Sharon Sickafuse, M.S.
Consumer Safety Officer
Division of Application Review and Policy
Office of Therapeutics
Research and Review
Center for Biologics
Evaluation and Research

Enclosures (3): 21 CFR Part 312
21 CFR 50.20, 50.25
Information sheet on 21 CFR 25.24



