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§72.4 Notice of delivery; failure to re-
ceive.

When notice of delivery of materials
known to contain or reasonably be-
lieved to contain etiologic agents list-
ed in §72.3(f) is not received by the
sender within 5 days following antici-
pated delivery of the package, the
sender shall notify the Director, Center
for Disease Control, 1600 Clifton Road,
NE., Atlanta, GA 30333 (telephone (404)
633-5313).

§72.5 Requirements; variations.

The Director, Center for Disease Con-
trol, may approve variations from the
requirements of this section if, upon
review and evaluation, it is found that
such variations provide protection at
least equivalent to that provided by
compliance with the requirements
specified in this section and such find-
ings are made a matter of official
record.

§72.6 Additional requirements for fa-
cilities transferring or receiving se-
lect agents.

(a) Registration of facilities. (1) Prior
to transferring or receiving a select
agent listed in Appendix A of this part,
a facility shall register with a reg-
istering entity authorized by the Sec-
retary (paragraph (c) of this section) or
be approved by the Secretary as
equipped and capable of handling the
covered agent at Biosafety Level (BL)
2, 3, or 4, depending on the agent.

(2) Registration will include:

(i) Sufficient information provided by
the responsible facility official indi-
cating that the applicant facility, and
its laboratory or laboratories, are
equipped and capable of handling the
agents at BL 2, 3, or 4, depending upon
the agent, and the type of work being
performed with the agents;

(ii) Inspection of the applicant facil-
ity at the discretion of the Secretary
or the registering entity in consulta-
tion with the Secretary;
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(iii) Issuance by the registering enti-
ty of a registration number unique to
each facility;

(iv) Collection of a periodic site reg-
istration fee by the registering entity
or the Secretary.

A schedule of fees collected by the
Secretary to cover the direct costs
(e.g., salaries, equipment, travel) and
indirect costs (e.g., rent, telephone
service and a proportionate share of
management and administration costs)
related to administration of this part
will be published in the FEDERAL REG-
ISTER and updated annually.

(v) Follow-up inspections of the facil-
ity by the registering entity or the
Secretary, as appropriate, to ensure
the facility continues to meet approved
standards and recordkeeping require-
ments.

(3) Such registration shall remain ef-
fective until relinquished by the facil-
ity or withdrawn by the Secretary or
the registering entity.

(4) The registration may be denied or
withdrawn by the registering entity or
the Secretary based on:

(i) Evidence that the facility is not or
is no longer capable of handling cov-
ered agents at the applicable biosafety
level,;

(if) Evidence that the facility has
handled covered agents in a manner in
contravention of the applicable bio-
safety level requirements;

(iii) Evidence that the facility has or
intends to use covered agents in a man-
ner harmful to the health of humans;

(iv) Evidence that the facility has
failed to comply with any provisions of
this part or has acted in a manner in
contravention of this part; or

(v) Failure to pay any required reg-
istration fee.

(5) The biosafety standards and re-
quirements for BSL-2, 3, and 4 oper-
ations are contained in the CDC/NIH

publication, ‘‘Biosafety in Micro-
biological and Biomedical Labora-
tories,”” Fourth Edition, May 1999

which is hereby incorporated by ref-
erence. The Director of the Federal
Register has approved under 5 U.S.C.
552(a) and 1 CFR part 51 the incorpora-
tion by reference of the above publica-
tion. Copies may be obtained from the
Superintendent of Documents, U.S.
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