United States Ani mal and Washi ngton, D.C
Depart nent of Pl ant Heal th 20250
Agricul ture | nspection Service

March 9, 1998

VETERI NARY SERVI CES NOTI CE 98- 03

Subj ect: Deregulation of Certain Mnoclonal Antibodies

To: Directors, VS Regions
Area Veterinarians in Charge, VS
Veterinary Medical Oficers, VS
Port Inspectors, Plant Protection and Quaranti ne (PPQ

This Notice is to informVS personnel and PPQ port inspectors of
the new U S. Departnent of Agriculture (USDA) policy regarding
the inportation of nonoclonal antibodies. This new policy
replaces that contained in VS Menorandum 593. 1. A new VS

Menor andum 593. 1 cont ai ni ng updated information i s being

pr epar ed.

Based on recent risk assessnent results, certain nonocl onal

anti bodies no longer require an inport permt “U S. Veterinary
Permt for the Inportation and Transport of Controlled Materials
and Organi sns and Vectors” (VS Form 16-6 and 16-6A.) The risk
assessnment concl uded that nonocl onal anti bodi es present
negligible risk of introducing exotic animal disease agents into
the United States if they neet the followng criteria:

1. They are not directed against |livestock or avian disease
agents exotic to the United States;

2. They are intended for IN VITRO use; and

3. They are produced in a facility that does not work with
exotic disease agents affecting |livestock and avi an speci es.

Ther ef ore, nonocl onal antibodies (including cell culture
supernatants and ascitic fluid) that neet these criteria no
| onger require an inport permt.

A “CQuideline to Inportation” for nonoclonal antibodies is also
bei ng prepared and w |l be nade avail able on the Aninmal Products
Program aut omat ed docunent retrieval system
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O her classes of nonocl onal antibodies (for exanple, those for IN
VIVO use or froma | aboratory that works with exotic disease
agents affecting livestock and avian species) wll still require
an inport permt.

Application forns (VS Form 16-3 and 16-7) may be obtai ned by
calling our automated docunent retrieval systemat: Area Code
(301) 734-4952.

/sl
Joan M Arnol di
Deputy Adm ni strator
Veterinary Services



