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program determined by the Adminis-
trator to be consistent with the intent
of the Act to prohibit the preparation,
sale, barter, exchange, or shipment of
worthless, contaminated, dangerous, or
harmful biological products.

(b) A request for exemption under
this section must be made by the ap-
propriate State authority and shall in-
clude information demonstrating that:

(1) The State has the authority to li-
cense viruses, serums, toxins, and anal-
ogous products and establishments
that produce such products; and

(2) The State has the authority to re-
view the purity, safety, potency, and
efficacy of such products prior to re-
lease to the market; and

(3) The State has the authority to re-
view product test results to assure
compliance with applicable standards
of purity, safety, and potency prior to
release to the market; and

(4) The State has the authority to
deal effectively with violations of
State law regulating viruses, serums,
toxins, and analogous products; and

(5) The State effectively exercises the
authority specified in paragraphs (b)(1)
through (4) of this section consistent
with the intent of the Act prohibiting
the preparation, sale, barter, exchange,
or shipment of worthless, contami-
nated, dangerous, or harmful viruses,
serums, toxins, or analogous products.

(c) Bach product to be exempted and
each establishment preparing such
product shall be identified by the State
and the State shall give written notifi-
cation to the Administrator of each
such product and establishment. The
State shall also give written notice to
the Administrator of each new license
issued and of each license terminated.

(d) In order to determine whether a
State exercises its authority with re-
spect to biological products and estab-
lishments and whether its laws and
regulations are being achieved, the Ad-
ministrator, in cooperation with proper
State authorities, may conduct an on-
site evaluation of the State’s program
which may include inspection of estab-
lishments and/or products to be in-
cluded under the exemptions in this
section.

[62 FR 30131, Aug. 13, 1987, as amended at 56
FR 66783, Dec. 26, 1991]
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AUTHORITY: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

SOURCE: 39 FR 16854, May 10, 1974, unless
otherwise noted.

§108.1 Applicability.

Unless otherwise authorized by the
Administrator, all buildings, appur-
tenances, and equipment used in the
preparation of biological products shall
be in compliance with the regulations
in this part. Each land area on which
such buildings and appurtenances are
located shall be identified by an ad-
dress which shall appear on the estab-
lishment license.

[39 FR 16854, May 10, 1974, as amended at 56
FR 66783, Dec. 26, 1991]

§108.2 Plot plans, blueprints, and leg-
ends required.

Each applicant for an establishment
license shall prepare a plot plan show-
ing all buildings for each particular
land area, blueprints for each building
used in the preparation of biological
products and legends containing a brief
description of all activities in each
room or area.

§108.3 Preparation of plot plans.

Plot plans shall show all of the build-
ings on a particular land area, whether
or not they are all used for the prepa-
ration and initial shipping of biological
products: Provided, That, when a great
number of buildings are on the same
premises, only those surrounding the
buildings used for preparation and ini-
tial shipping of biological products
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