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installation commander forwarding a
request for waiver will allow time to
permit investigation, evaluation, and
reply.

(if) Waivers may be renewed each
year by the commander originally
granting the waiver for a waiver period
not to exceed 5 years. Prior renewal,
commanders will review the need for
the waiver to ensure that cir-
cumstances requiring the waiver have
not changed. Results of this review
(and a progress report regarding mile-
stones that have been completed) will
be forwarded through command chan-
nels to the commander originally
granting the waiver.

(iii) A request for amendment will be
initiated when factors or cir-
cumstances requiring a change to the
original waiver are identified.

(iv) When factors or circumstances
prevent correction of the waiver condi-
tion within 5 years of the initial ap-
proval of the waiver, such condition be-
comes a candidate for an exemption.

(d) Exemptions. (1) Exemptions are
relatively long-term exceptions to oth-
erwise mandatory standards. Exemp-
tions will be granted only under the
following conditions:

(i) If corrective measures are imprac-
tical.

(i) If impairment of the overall de-
fense posture would result.

(iii) If positive programs to eliminate
of the need for the exemption are being
pursued.

(2) Exemptions can be approved only
by the Secretary of the Army.

(i) Requests for exemptions will be
sent through command channels to
HQDA, DACS-SF, WASH DC 20310-0200.

(ii) Exemption requests will include
the information required in para-
graph(c)(2) of this section.

(iii) Copies of exemption requests
will be maintained at the installation
and MACOM or USAMRDC Safety Of-
fices.

Subpart C—BDP Contractors

§626.15 Written procedures for con-
tractor review.

The contracting agency will prepare
written procedures for reviewing con-
tractor capability to safely perform
BDP work with etiologic agents. The
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written procedures will describe the
criteria and guidelines for preparing
the facilities description, safety re-
quirements, special procedures and
techniques, inspection procedures, and
MCE scenarios. These written proce-
dures will be submitted to the con-
tracting agency MACOM for review and
approval.

§626.16 Contracting agencies.

Contracting agencies, in coordination
with their respective Command safety
offices will monitor contractor per-
formance in meeting safety require-
ments.

(a) The contracting agency will es-
tablish an inspection program and
schedule for all BDP contractors who
perform contract work with BL-3 or
BL-4. Inspections will be conducted by
safety and health personnel. The sched-
ule will include, as a minimum, the fol-
lowing:

(1) A pre-award inspection on site,
prior to contact award, for initial con-
tracts for BDP work requiring BL-3 or
BL-4 operations. If during a pre-award
inspection, major corrective measures
are required, a reinspection is required
prior to the beginning of contract oper-
ations.

(2) A pre-award inspection of follow-
on BL-3 and BL—-4 contracts.

(3) A pre-operational inspection if a
major change in procedures, facilities,
or equipment is made after the pre-
award survey.

(4) Annual inspection of BL-3 and
seminannual inspection of BL-4 con-
tractor facilities, equipment, and oper-
ations.

(b) Pre-award surveys and annual in-
spections of contractors performing
work requiring BL-3 or BL-4 will be
conducted by safety and health profes-
sionals trained in BDP operational
safety requirements. Pre-award sur-
veys and annual inspections of BL-1
and BL-2 contractors will be conducted
by safety and health professionals or
contracting agency representatives
who are trained in biological safety in-
spection techniques. The Safety Inspec-
tion Checklist in DA Pam 385-69 will be
used.

(c) The contracting agency will re-
quire each BDP contractor whose con-
tract requires the use of etiologic
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agents to prepare a facility safety pro-
gram plan based on the criteria below
and submit the plan to the contracting
agency for review prior to beginning
BDP contract operations. The plan will
describe the contractor organization,
and procedures for meeting DOD,
Army, and contracting Command safe-
ty requirements as specified in the con-
tract.

(1) A safety training program for all
individuals working with etiologic
agents must be documented by the con-
tractor and include, as a minimum, the
requirements in §626.7(e). Appropriate
safety training will be provided to sci-
entists, other laboratory personnel,
and unrelated personnel such as techni-
cians, clerical, and maintenance work-
ers. This training will be documented.

(2) The contractor must designate a
qualified individual to be responsible
for the entire safety program with full
authority to develop and enforce con-
tractor safety policies. Regular safety
inspections will be conducted and in-
spection reports will be provided to the
contracting agency upon request.

(3) Policies for storing, handling, and
moving etiologic agents within the
contractor facility shall be included in
the plan.

(4) Policies and procedures for dis-
posal of any etiologic agent waste must
be identified. Disposal must comply
with Federal, State, and local regula-
tions as well as DOD and Army require-
ments.

(5) An SOP must be established for
each area where BDP etiologic agents
are stored, transferred, or used. In ad-
dition, an SOP must be prepared for op-
erations unique to any specific con-
tract. The contractor will provide the
SOP to contracting agency personnel
upon request for review.

(6) For contracts requiring BL-3 or
BL-4, the contractor will provide (upon
request) facility engineering drawings
and specifications for the relevant etio-
logic agent containment areas, associ-
ated ventilation systems, and local ap-
proving authority. Also to be included
is test data verifying that all systems
adequately meet the DOD and Army
safety requirements, as well as test
methods for periodic recertification of
the system.
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(7) MCE scenarios that ensure that
all realistic threats are considered at
contractor sites, see §626.12 of this
part.

§626.17 Contractor changes.

The contractor will submit proposed
changes to the original safety docu-
mentation to the contracting agency
for review prior to implementation.
Requests will include justification and
test data verifying that adequate safe-
ty will be maintained.

§626.18 BDP contract requirements.

(a) Contractors performing work with
BL-3 and BL-4 material must prepare a
plan detailing procedures for control-
ling laboratory mishaps involving etio-
logic agents.

(1) The contractor shall have the nec-
essary equipment and trained person-
nel for controlling the mishap.

(2) In the event of an incidental re-
lease of a BDP etiologic agent from ap-
propriate laboratory biocontainment
that may result in personnel exposure,
approved emergency procedures will be
initiated immediately to effectively
protect personnel and the environment
and to constrain the spread of contami-
nation. The affected areas will be de-
contaminated before normal operations
are resumed.

(3) Special medical surveillance will
be started as soon as possible for all
workers present in the potentially af-
fected area at the time of the mishap.

(4) Local emergency support agen-
cies, such as law enforcement, fire de-
partments, health departments, and
governments will be informed of BDP
activities and the appropriate support
necessary, to include any equipment
and training to provide effective emer-
gency response. Agreements with ex-
ternal agencies must be formalized.

(5) The contractor shall be required
to review the plan annually and con-
sult external agencies if there is an
agreement for them to provide assist-
ance. This should be done in coordina-
tion with the contracting agency.

(b) [Reserved]
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