Cctober |, 1990

VETERI NARY Bl OL.Od CS MEMORANDUM NO.  800. 79

Subj ect : Submi ssion of Serum Sanples for In Vitro Potency Tests

To: Bi ol ogi cs Licensees, Permittees, and Applicants
Director, National Veterinary Services Laboratories
Directors, VS Regions
Deputy Director, Veterinary Biologics Field Operations

l. PURPCSE

To provide procedures for selecting, authorizing, and submitting serum
sanples to the National Veterinary Services Laboratories (NVSL) from host
animal s used in the potency eval uati on of biological products.

M. BACKGROUND

Tests of biological products are specified in Title 9, Code of Federa

Regul ations (9 CFR), Part 113.6. The Standard Requirenents in 9 CFR Part
113, provide for the subm ssion of serum sanples fromhost aninals used in
potency tests for confirmatory testing according to the Qutline of
Production or Standard Requirenent. Conpliance with this menorandum shoul d
expedite serial release testing and preclude the use of additional host
animals in evaluating the potency of biological products.

M. SAMPLE SUBM SSI ONS

A. At least one (1) sanple of pre-vaccination and post-vaccination
serum from each aninmal used in the Standard Requirenment or Qutline of
Production potency test for each serial should be submtted at the sane
time. The mninmumsanple size is 4 m for each sanple.

B. The firms official sanpler should authenticate the origin of the
serum sanpl es, their packagi ng, and the shiprment of the sanples to NVSL.
Verification of bleeding procedures, blood processing, and in-house test
results will be the responsibility of the firmis Aninmal Testing and Quality
Control personnel. Sanples should be subnitted in accordance wth
Vet erinary Services Menorandum 800. 59.

C. The National Veterinary Services Laboratories has two (2) weeks
upon recei pt of such sanples to initiate confirmatory testing.

D. The standard serol ogi cal test designated in the Standard
Requirenent or the firmis Qutline of Production should be used.

V. | NTERPRETATI ON OF TEST RESULTS



When unsati sfactory test results are obtained at NVSL fol |l ow ng
satisfactory test results by the firm NVSL will repeat the serol ogica

assays. |If this does not resolve the discrepancy in test results,
the firmw |l be requested to conplete a second host ani nal potency
test prior to repeat testing at NVSL. |If a second host animal test

is not done, the serial(s) will be considered unsatisfactory.

/sl
Terry L. Medley, J.D.
Director



