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(e) Mixed waste. When two or more
hazardous materials are mixed to-
gether, the mixture will be decontami-
nated and disposed of in accordance
with EPA, NRC, State, and Federal
regulations for the mixture, or for the
most hazardous material.

(f) Packaging. Solid waste will be
placed in cans, sturdy bags, or boxes.
Rigid, puncture-resistant, sealable con-
tainers will be used for packaging
‘‘sharps.’’ When wet materials are
packaged for disposal, the materials
will be placed in a leak-proof con-
tainer. Heavy waste will be placed in
rigid containers ensuring that the
burst strength of the container is not
exceeded.

(g) Labeling. A method of verifying
that all items prepared for disposal
have been decontaminated will be es-
tablished for etiologic agent wastes.
Mixed waste will be labeled as appro-
priate to indicate the hazards that
must be addressed after decontamina-
tion.

(h) Recordkeeping. A manifest will be
initiated and maintained, where re-
quired, to record the disposition and
transfer of waste. Applicable Federal,
State, and local ordnances will be fol-
lowed.

Subpart F—Importation, Shipment,
and Transport of Etiologic Agents

§ 627.35 Introduction.

The CDC of the Public Health Service
(PHS), the United States Department
of Agriculture (USDA), the Food and
Drug Administration (FDA), the De-
partment of Transportation (DOT), the
United States Postal Service and the
International Air Transport Associa-
tion (IATA) regulate the importation,
shipment, and transportation of etio-
logic agents. This chapter outlines the
minimum administrative requirements
the commander or institute director
are to follow and gives sources for in-
formation on the requirements for im-
portation, packaging, labeling, and
shipment of etiologic agents.

§ 627.36 Administration.

The commander or institute director
will establish the following controls to
ensure that etiologic agents are trans-

ported with proper authorization, con-
trols, and procedures:

(a) Institute policies will be estab-
lished in writing to ensure that before
etiologic agents are acquired or
shipped—

(1) The division chief responsible for
the area where work with etiologic
agents is to be conducted approves all
acquisitions or shipments.

(2) The safety officer is informed in
writing of the type and amount of any
BL–4 or USDA-restricted etiologic
agent (listed in HHS publication No.
(NIH) 88–8395 or current edition) being
received, and the estimated date of ar-
rival.

(3) The recipient of all etiologic
agents shipped from an institute will
be documented.

(4) The commander or institute direc-
tor approves all acquisitions and ship-
ments of BL–4 or USDA-restricted etio-
logic agents.

(5) The commander or institute direc-
tor approves all requests for shipments
to or from foreign countries and to in-
dividuals not affiliated with an institu-
tion or agency (for example, physicians
in private practice).

(6) The Office of The Surgeon Gen-
eral, United States Army, or the Com-
mander, United States Army Materiel
Command (AMC) approves the initial
acquisition and use of all reference
stocks of etiologic agents and transfers
between Army RDTE activities in ac-
cordance with AR 70–65.

(7) There is full compliance with the
regulatory requirements referenced in
§§ 627.37, 627.38, 627.39 and 627.40.

(8) The following information regard-
ing the recipient and the intended use
of BL–4 and USDA-restricted animal
pathogens, will be kept on file for 10
years. This information will also be
kept for all shipments to or from for-
eign countries and to individuals not
affiliated with an institution or agency
(for example, physicians in private
practice).

(i) The requester’s name and address.
(ii) The type and amount of the etio-

logic agent to be sent.
(iii) The qualifications of the recipi-

ent of the etiologic agent.
(iv) The intended use of the etiologic

agent.
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(v) A statement indicating that the
agent is not for human use.

(b) Etiologic agents assigned to bio-
safety level 1, 2, or 3, approved for ship-
ment, and properly labeled and pack-
aged may be shipped by commercial
cargo carriers.

(c) All etiologic agents assigned to
BL–4 or USDA-restricted animal patho-
gens approved for shipment and prop-
erly packaged, will be accompanied by
a designated courier, or under close su-
pervision of a responsible party who
will monitor aspects of the shipment,
ensuring that required transfers have
been completed and documented and
final receipt has been accomplished
and acknowledged.

§ 627.37 Importation directives.
Importation of etiologic agents is

subject to the Public Health Service
Foreign Quarantine Regulations (42
CFR 71.156). Examples of permits au-
thorizing the importation or receipt of
regulated materials and specifying con-
ditions under which the etiologic agent
is shipped, handled, and used are con-
tained in appendix E to this part.

§ 627.38 Shipment directives.
Shipping unmarked and unidentified

etiologic agents is prohibited. Etio-
logic agents will be packaged, labeled,
and shipped according to the require-
ments found in the Interstate Ship-
ment of Etiologic Agents Regulations
(42 CFR part 72) and its amendments.
The USDA regulations in 9 CFR parts
102 through 104, 122 and the FDA regu-
lations in 21 CFR parts 312 and 600
through 680 will also be followed as ap-
plicable. Packaging and labeling re-
quirements for interstate shipment of
etiologic agents are summarized and il-
lustrated in appendix D. Permits au-
thorizing the shipment of regulated
materials and specifying conditions
under which the etiologic agent is
shipped, handled, and used are con-
tained in appendix E to this part.

§ 627.39 Transportation directives.
The packaging and labeling require-

ments cited above must be followed for
the local transport of etiologic agents
and diagnostic specimens by courier or
by other delivery services. Similar re-
quirements and restrictions applicable

to the transport of etiologic agents, di-
agnostic specimens, and biological
products by all modes of transpor-
tation (that is, air, motor, rail, and
water) are imposed by the Department
of Transportation (49 CFR part 173),
IATA ‘‘Dangerous Goods Regulations,’’
the Air Transport Association ‘‘Re-
stricted Articles Tariff 6–D,’’ the Inter-
national Civil Aviation Organization
(ICAO), Postal Bulletin No. 21246
‘‘International Mail-Hazardous Mate-
rials,’’ 39 CFR, and, the Domestic Mail
Manual. When shipments exceed 4 li-
ters, the requirements found in AR 740–
32 will be followed.

§ 627.40 Additional requirements.

Additional requirements for importa-
tion, shipment, and transportation of
infectious agents and hazardous mate-
rials that must be followed are con-
tained in the following directives:

(a) AR 40–12, Medical and Agricul-
tural Foreign and Domestic Quarantine
Regulations for Vessels, Aircraft, and
Other Transports of the Armed Forces.

(b) AR 70–65, Management of Con-
trolled Substances, Ethyl Alcohol, and
Hazardous Biological Substances in
Army Research, Development, Test,
and Evaluation Facilities.

§ 627.41 Sources for further informa-
tion on shipment of etiologic
agents.

(a) Guide for Transportation of Haz-
ardous Materials, Vol. 4(1), February
10, 1975. Copies are obtainable from the
Office of Research Grants Inquiries,
NIH, Department of Health and Human
Services, 5333 Westbard Avenue, Be-
thesda, MD 20205.

(b) The CDC, Office of Biosafety, 1600
Clifton Road N.E., Atlanta, Georgia
30333. Telephone (404) 639–3883, or FTS:
236–3883.

(c) The American Type Culture Col-
lection (ATCC), Packaging and Ship-
ping of Biological Materials at ATCC.
Copies may be obtained from the
ATCC, 12301 Parklawn Drive, Rock-
ville, MD 20852. Phone (301) 881–2600.

(d) National Committee for Clinical
Laboratory Standards (NCCLS), Proce-
dures for the Domestic Handling and
Transport of Diagnostic Specimens and
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Etiologic Agents, (H5–A2), Second edi-
tion. Vol. 5, No. 1. Copies are obtain-
able from the NCCLS, 771 East Lan-
caster Avenue, Villanova, PA 19085.

Subpart G—Facilities

§ 627.42 Introduction.
The design of the facility is impor-

tant in providing a secondary barrier
to protect individuals inside and out-
side the facility. Because the hazards
presented by various organisms and
materials vary, the requirements for
the facility will vary accordingly. The
minimum facility requirements for the
various biosafety levels and toxins are
described below. The biosafety levels
correspond to those described in the
HHS Publication Biosafety in Micro-
biological and Biomedical Laboratories
(HHS No. (NIH) 88–8395), while the
large-scale biosafety levels were adapt-
ed from those described in the NIH
Guidelines for Research Involving Re-
combinant DNA Molecules.

§ 627.43 Biosafety level 1.
(a) Laboratories. Each laboratory used

for this level will, as a minimum, have
the following features:

(1) A sink for handwashing.
(2) Work surfaces that are impervious

to water and resistant to acids, alkalis,
organic solvents, and moderate heat.

(3) Fly screens on any windows that
can be opened.

(4) Furnishings and surfaces that are
sturdy and designed to be easily
cleaned.

(5) Spaces between furnishings and
equipment that are accessible for
cleaning.

(b) Animal facilities. Each room will
have the following features:

(1) Design and construction to facili-
tate cleaning and housekeeping.

(2) A sink for handwashing within the
facility.

(3) Fly screens on any windows that
can be opened.

(4) Ventilation designed so that the
direction of airflow in the animal facil-
ity is inward, with the exhausted air
discharged to the outside without
being recirculated.

(5) Self-closing doors that open in-
ward.

§ 627.44 Biosafety level 2.

(a) Laboratories. Each laboratory used
for this level of hazard will have, in ad-
dition to the requirements stated in
§ 627.43(a), the following:

(1) An autoclave available.
(2) Containment equipment necessary

for the operations unless the safety of-
ficer approves the use of a compen-
satory level of personal protective
equipment.

(3) An eyewash available near the
laboratory.

(b) Animal facilities. In addition to the
requirements stated in § 627.43(b), fa-
cilities will include—

(1) A sink for handwashing in each
room where animals are housed.

(2) An autoclave available in the
building.

(3) Appropriate containment equip-
ment unless the safety officer approves
the use of a compensatory level of per-
sonal protective equipment.

§ 627.45 Biosafety level 3.

(a) General requirements. Each suite
used as a laboratory or in which in-
fected animals are housed will, as a
minimum, have the following features:

(1) Physical separation from areas
which are open to unrestricted traffic.

(2) All entrances to each laboratory
or animal room from the nonlabora-
tory access corridors will be through
two sets of doors. A change room or
airlock may be incorporated between
the doors.

(3) The interior surfaces of walls,
floors, and ceilings will be water resist-
ant so that they may be easily cleaned.

(4) All penetrations into the walls,
floors, and ceilings should be sealed or
capable of being sealed to facilitate de-
contamination.

(5) A foot, elbow, or automatically
operated sink will be located near the
exit door to each laboratory or animal
room.

(6) An autoclave should be in each
laboratory or animal room and will be
available to the facility.

(7) A ventilation system that will—
(i) Create directional airflow that

draws air into the laboratory through
the entry areas.

(ii) Not recirculate laboratory air.
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