OFFI CE OF EXTRAMURAL RESEARCH GUI DANCE CONCERNI NG THE PRODUCTI ON OF
MONOCLONAL ANTI BODI ES | N ANI MALS

Rel ease Date: February 3, 2000
NOTI CE: OD-00-019
National Institutes of Health

This Notice provides guidance to Public Health Service (PHS) awardee
institutions and Institutional Animal Care and Use Committees (1ACUCs) on
avoi ding or mnimzing disconfort, distress, and pain to animals in the
producti on of nonocl onal antibodies (mAbs), in accordance with the PHS Policy
on Humane Care and Use of Laboratory Animals.

BACKGROUND

On Decenber 10, 1999, the NIH Director responded to a petition by the American
Anti-Vivisection Society to prohibit the routine use of animals in the
production of mAbs. That response endorses the conclusions and
reconmendati ons of the National Research Council (NRC) report "Monocl ona

Anti body Production. It reiterates the applicable federal animl welfare
standards, affirnms existing guidance fromthe Ofice for Protection from
Research Risks on policy inplenmentation at the institutional |evel, and lists
i mportant information resources and Nl H supported core facilities with tissue
culture capabilities.

GUI DANCE TO AWARDEE | NSTI TUTI ONS

Institutions should exanmine their current | ACUC practices regarding the review
and approval of proposals to produce mAbs in animals. The | ACUC seni annua
eval uation of the institutional program of aninmal care and use is an
appropriate nechani smfor acconplishing this self-evaluation. Institutions
shoul d use the guidance in the foll owi ng docunents as the basis for

eval uation:

o Novenber 17, 1997 OPRR "Dear Colleague" letter at:
http://grants. nih.gov/grants/ol aw references/ dc98-01. ht m

o the NRC Monocl onal Antibody Production Report at:
http://grants. nih. gov/grants/policy/antibodies. pdf

o the NTH Director's Decenber 10, 1999 letter at:
http://grants. nih. gov/grants/ol aw references/respl121099. pdf

Institutions currently followi ng the Novenber 1997 OPRR gui dance need not make
addi ti onal changes in order to be in conpliance with the Public Health Service

Policy on Humane Care and Use of Laboratory Aninals
(http://grants.nih.gov/grants/ol aw references/phspol.htn). The NRC Report and the NI H
Director's response should be used as additional resources to assist |ACUCs in

maki ng scientifically and ethically informed assessments of all future

proposal s to use the nouse ascites method of mAb production

| NQUI RI ES

For questions or further information, contact:

Ofice of the Director
O fice of Extranural Research
Ofice for Protection from Research R sks

Di vision of Aninmal Welfare

6100 Executive Blvd., Suite 3B01
Rockvill e, Maryl and 20892- 7507
Tel ephone: (301) 496-7163

FAX: (301) 402-2803

ng5z@i h. gov
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