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§ 113.35 Detection of viricidal activity.
The test for detection of viricidal ac-

tivity provided in this section shall be
conducted when such a test is pre-
scribed in an applicable standard re-
quirement or in the filed Outline of
Production for each inactivated liquid
biological product used as diluent for a
desiccated live virus vaccine in a com-
bination package.

(a) Bulk or final container samples of
completed product from each serial
shall be tested.

(b) The product shall be tested with
each virus fraction for which it is to be
used as a diluent. If the vaccine to be
rehydrated contains more than one
virus fraction, the test shall be con-
ducted with each fraction after neu-
tralization of the other fraction(s), and/
or dilution of the vaccine beyond the
titer range of the other fraction(s), or
the test shall be conducted using rep-
resentative single-fraction desiccated
vaccines which are prepared by the li-
censee and which are licensed. Pro-
vided, That the Administrator may au-
thorize licensees to prepare and use un-
licensed single-fraction vaccines for
this purpose.

(c) Test procedure: (1) Rehydrate at
least two vials of the vaccine with the
liquid product under test according to
label recommendations and pool the
contents.

(2) Rehydrate at least two vials of
the vaccine with the same volume of
sterile purified water and pool the con-
tents.

(3) Neutralize to remove other frac-
tions, if necessary.

(4) Hold the two pools of vaccine at
room temperature (20 °to 25 °C) for 2
hours. The holding period shall begin
when rehydration is completed.

(5) Titrate the virus(es) in each pool
of vaccine as provided in the filed Out-
line of Production or an applicable
standard requirement.

(6) Compare respective titers.
(d) If the titer of the vaccine virus(es)

rehydrated with the product under test
is more than 0.7 log10 below the titer of
the vaccine virus(es) rehydrated with
sterile purified water, the product is
unsatisfactory for use as diluent.

(e) If the product is unsatisfactory in
the first test, one retest to rule out
faulty techniques may be conducted

using four vials of the vaccine for each
pool and the acceptability of the prod-
uct judged by the results of the second
test.

(f) Liquid products found to be unsat-
isfactory for use as diluent by this test
are not prohibited from release as sepa-
rate licensed products if labeled as pre-
scribed in § 112.7(g).

[44 FR 25412, May 1, 1979, as amended at 56
FR 66784, Dec. 26, 1991; 64 FR 43044, Aug. 9,
1999]

§ 113.36 Detection of pathogens by the
chicken inoculation test.

The test for detection of extraneous
pathogens provided in this section
shall be conducted when such a test is
prescribed in an applicable Standard
Requirement or in the filed Outline of
Production for the product.

(a) The biological product to be test-
ed shall be prepared for use as rec-
ommended on the label, or in the case
of desiccated vaccine to be used in
poultry, rehydrated with sterile dis-
tilled water at the rate of 30 ml per
1,000 doses.

(b) At least 25 healthy susceptible
young chickens, properly identified and
obtained from the same source and
hatch, shall be immunized at least 14
days prior to being put on test. The im-
munizing agent shall be the same as
the product to be tested but from a se-
rial previously tested and found satis-
factory.

(c) At least 20 of the previously im-
munized birds shall be inoculated with
10 label doses of the vaccine being test-
ed by each of the following routes: Sub-
cutaneous, intratracheal, eye-drop, and
comb scarification (1 cm2). Twenty
birds may be used for each route or
combination of routes.

(d) At least five birds shall be iso-
lated as control birds.

(e) All birds shall be observed for 21
days for signs of septicemic diseases,
respiratory diseases, or other
pathologic conditions.

(f) If the controls remain healthy and
unfavorable reactions attributable to
the product occur in the vaccinates,
the serial or subserial tested is unsatis-
factory. If the controls do not remain
healthy or if unfavorable reactions not
attributable to the product occur in
the vaccinates, or both, the test shall
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