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Corps of Engineers employee during of-
ficial travel when using a Government-
owned or leased motor vehicle, pro-
viding the following procedures and re-
strictions are adhered to: 

(a) The Commanders/Directors of 
field operating agencies must make a 
Determination that transportation of 
the dependent is in ‘‘the interest of the 
Government’’. 

(b) A determination of ‘‘the interest 
of the Government’’ is a matter of ad-
ministrative discretion, taking into 
consideration the following limita-
tions: 

(1) The use of motor vehicles shall be 
restricted to the ‘‘official use’’ of the 
vehicles, and any questions concerning 
‘‘official use’’ shall be resolved in favor 
of strict compliance with statutory 
provisions and policies of this and 
other pertinent regulations. 

(2) When the travel of the dependent 
is in ‘‘the interest of the Government’’ 
and incidentally provides a conven-
ience to the employee, then there can 
be no objection to the employee’s en-
joyment of that convenience. However, 
the convenience of itself, provides no 
justification to authorize dependent 
travel. 

(3) Dependent travel will not be pro-
vided or authorized when justification 
is based on reasons of rank or prestige. 

(4) Transportation to, from and be-
tween locations for the purpose of con-
ducting personal business or engaging 
in other activities of a personal nature 
by military personnel, civilian officials 
and employees, members of their fami-
lies or others is prohibited. 

(c) Increased travel time (rest stops) 
and operational inefficiency (added 
weight) occasioned by the number of 
dependents to be transported will also 
be considered. 

(d) Dependents must understand and 
agree never to operate the motor vehi-
cle consigned to the employee for offi-
cial travel. 

(e) Neither the seating capacity nor 
the size of the motor vehicle will be 
changed or increased to accommodate 
dependent travel. 

(f) Motor vehicles as used in this reg-
ulation applies to all types of motor 
vehicles, owned, consigned to or leased 
by the Corps of Engineers.

§ 625.5 General. 

(a) In view of the potential liability 
the Government could incur by allow-
ing dependents to accompany an em-
ployee in a government-owned, con-
signed or leased motor vehicle, a De-
pendent Travel Waiver of Liability will 
be obtained prior to each and every 
trip. Suggested language for such waiv-
er is set forth in appendix A. 

(b) When dependents are to be trans-
ported in a GSA rented vehicle, an 
extra signed copy of the Dependent 
Travel Waiver will be furnished the 
GSA Interagency Motor Pool from 
which the vehicle is acquired.

APPENDIX A TO PART 625—DEPENDENT 
TRAVEL WAIVER OF LIABILITY

‘‘I lllllllllllllllllllll

(Name of dependent)
will be accompanying lllll,

(Name of employee)
who is my lllllllllllllllll

(Relationship)
and who is an employee of lllll,

(Agency, division)

on official Government business in or while 
using a Government vehicle. Dates of travel 
are from lllll to lllll 19ll. I do 
hereby knowingly, freely and voluntarily 
waive any right or cause of action of any 
kind whatsoever, against the United States, 
arising as a result of such activity from 
which any liability may or could accrue 
while accompanying the above employee in 
or while using said Government vehicle.’’

Signature of dependent

Notary Public

Date

Date

PART 626—BIOLOGICAL DEFENSE 
SAFETY PROGRAM

Subpart A—Introduction

Sec.
626.1 Purpose. 
626.2 References. 
626.3 Explanation of abbreviations and 

terms. 
626.4 Responsibilities.
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AUTHORITY: 5 U.S.C. 102, 10 U.S.C. 21, 111, 
151–158, 42 U.S.C. 216, 50 U.S.C. 1431; Pub. L. 
101–510, 104 Stat. 1516.

SOURCE: 57 FR 11368, Apr. 2, 1992, unless 
otherwise noted.

Subpart A—Introduction

§ 626.1 Purpose. 

(a) This regulation prescribes Depart-
ment of the Army (DA) safety policy, 
responsibilities, and procedures for bio-
logical defense research, development, 
test, and evaluation (RDTE) oper-
ations. 

(b) DA Pam 385–69 prescribes the min-
imum safety criteria and technical re-
quirements for the Army biological de-
fense safety program and will be used 
in conjunction with this regulation to 
establish and implement the biological 
defense safety program.

§ 626.2 References. 

Required and related publications are 
listed in appendix A of this part.

§ 626.3 Explanation of abbreviations 
and terms. 

Abbreviations and special terms used 
in this regulation are explained in the 
appendix B of this part.

§ 626.4 Responsibilities. 

(a) The Assistant Secretary of the 
Army (Installations, Logistics, and En-
vironment) (ASA(IL&E)) establishes 
overall Army occupational safety and 
health policy and maintains oversight 
of the following— 

(1) All aspects of environment, safe-
ty, and occupational health statutory 
compliance. 

(2) Safe biological defense RDTE op-
erations. 

(b) The Assistant Secretary of the 
Army (Research, Development, and Ac-
quisition) (ASA(RDA)). Establishes 
overall Army RDA policy and will— 

(1) Integrate, coordinate, and manage 
Army efforts to increase effectiveness 
of biological defense technologies, ma-
teriel research, and the development 
and acquisition program. 

(2) Review and validate all future bio-
logical defense RDTE facility construc-
tion or renovation requirements before 
any organization initiates these con-
struction or renovation programs. 

(c) The Director of Army Safety 
(DASAF), Office of the Chief of Staff, 
Army (OCSA), administers and directs 
the Army Safety Program as specified 
in AR 385–10. The DASAF will— 

(1) Manage Army-wide safety policy 
and guidance for biological defense 
RDTA programs as a part of the Army 
Safety Program. 

(2) Approve all actions that imply or 
establish a DA safety position for bio-
logical defense RDTE covered by this 
part. 

(3) Represent DA on all biological de-
fense RDTE safety studies and reviews. 

(4) Develop safety policy and stand-
ards for biological defense RDTE oper-
ations. 

(5) Develop Army level safety pro-
gram guidance. 

(6) Conduct an annual management 
review of the biological defense occupa-
tional safety and health programs of 
commands with Biological Defense 
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Program (BDP) operations and respon-
sibilities, to ensure consistency with 
DA policy. 

(7) Conduct biological defense safety 
evaluation visits, and advise the Army 
Staff (ARSTAF) of concerns, trends, 
and needed corrective actions. 

(8) Develop policies and provide guid-
ance for executing the Biological De-
fense Safety Program. 

(9) Conduct the review of general con-
struction plans for biological defense 
RDTE facilities. 

(10) Establish procedures to inves-
tigate biological defense related mis-
haps, referenced in AR 385–40. 

(11) Serve as proponent for Army bio-
logical safety training. 

(d) The Commanding General, United 
States Army Corps of Engineers, (CG, 
USACE) will establish procedures to 
ensure that biological defense RDTE 
facilities are designed, constructed, 
and acquired in accordance with cur-
rent Federal, State, Department of De-
fense (DOD), and DA regulatory stand-
ards. 

(e) The Surgeon General (TSG) will— 
(1) Develop occupational health 

standards and medical support policies 
for the BDP. 

(2) Provide advice and guidance for 
health hazard assessments and medical 
surveillance in accordance with cur-
rent directives and policies. 

(3) Provide medical guidance for se-
lecting appropriate protective equip-
ment for use in the BDP. 

(4) Provide a representative to each 
BDP special safety study group. 

(5) Provide occupational health sup-
port to the DASAF for conduct of an-
nual management reviews (§ 624.4(c)(6)). 

(f) The Commander, United States 
Army Medical Research and Develop-
ment Command (USAMRDC), in addi-
tion to major Army commands 
(MACOMs) responsibilities, will— 

(1) Conduct safety site assistance vis-
its at BDP Army research facilities, on 
a periodic basis as determined nec-
essary by the DASAF, and advise the 
ARSTAF of findings and recommenda-
tions. 

(2) Provide a group member for all 
other studies and reviews. 

(3) Assist Headquarters, Department 
of the Army (HQDA) in its oversight 

role of monitoring biological defense 
RDTE activities throughout the Army 
and advise HQDA on concerns, trends, 
and corrective actions required. 

(4) Assist the DASAF in performing 
biological defense safety program mis-
hap investigations. 

(5) Assist the DASAF in developing 
biological defense safety policy and 
recommend changes to policies and 
procedures. 

(6) Serve as the proponent for the 
BDP Special Immunization Program. 

(g) MACOM Commanders with a BDP 
mission will—(1) Establish and operate 
an effective safety program. 

(2) Publish a command program to 
implement HQDA biological safety 
standards and to identify responsibil-
ities for all subordinate organizations 
that maintain, store, handle, use, 
transport, or dispose of etiologic 
agents used in the BDP. 

(3) Supervise subordinate organiza-
tions to ensure that an effective safety 
program, which complies with this reg-
ulation, DA Pam 385–69, and AR 385–10 
is implemented and maintained. 

(4) Ensure that biological defense 
safety programs comply with the provi-
sions of this regulation and DA Pam 
385–69. 

(5) Appoint a safety and health man-
ager per AR 385–10, who is occupation-
ally qualified under Office of Personnel 
Management standards and has special 
knowledge of biological safety and 
health requirements. This safety and 
health manager should be the single 
point of contact for all aspects of the 
BDP Safety Program. 

(6) Review standing operating proce-
dures (SOPs) for biological defense 
RDTE operations. 

(7) Develop and submit general con-
struction plans for approval through 
command channels to HQDA, Army 
Safety Office, DACS–SF, WASH DC 
20310–0200. 

(8) Approve or disapprove individual 
access to etiologic agent restricted 
areas. 

(9) Implement a Chemical Hygiene 
Plan, as appropriate, which meets the 
requirement of 29 CFR 1910.1450.
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Subpart B—Biological Defense 
Safety Policy and Procedures

§ 626.5 Policy. 

(a) This regulation applies to BDP 
RDTE operations involving etiologic 
agents being investigated by DA for bi-
ological defense purposes. 

(b) Specific biological safety require-
ments and guidance are contained in 
DA Pam 385–69.

§ 626.6 Mishap reporting and inves-
tigation. 

Biological defense RDTE related mis-
haps will be reported and investigated 
per AR 385–40 and AR 40–400. Med 16 Re-
port will be used to report only per-
sonnel exposure or illness related to 
the BDP.

§ 626.7 Administrative and work prac-
tice controls. 

(a) The cardinal principle for safety 
in BDP operations is to minimize the 
potential exposure of personnel to etio-
logic agents. In practice, this means 
conducting RDTE activities using the 
appropriate facilities, equipment, and 
procedures for the biosafety level (BL), 
and requiring only the minimum num-
ber of appropriately trained personnel, 
the minimum period of time, and min-
imum amount of the material, con-
sistent with program objectives and 
safe operations. 

(b) Open air testing under the BDP is 
restricted to use of simulants only, un-
less the Secretary of Defense deter-
mines that testing is necessary for na-
tional security in accordance with sec-
tion 409, Public Law 91–121, 83 Stat. 204, 
signed November 18, 1967. Also, for 
RDTE involving protective equipment 
or detection devices, the least haz-
ardous etiologic agent consistent with 
mission objectives will be employed. 
All testing of such equipment employ-
ing etiologic agents will be in appro-
priate biosafety level containment lab-
oratories. 

(c) A hazard analysis, to determine 
safety precautions, necessary personnel 
protection and engineering features, 
and procedures to prevent exposure, 
will be completed for— 

(1) All BDP operations involving etio-
logic agents. 

(2) A change in process or control 
measures that may increase potential 
contact or concentrations of biological 
material. 

(d) An SOP is required for all biologi-
cal defense RDTE operations. The SOP 
will— 

(1) Describe in detail all necessary 
operational and safety requirements. 

(2) Describe in detail actions to take 
in the event of mishap. 

(3) Describe in detail the location of 
required emergency response equip-
ment. 

(4) Be available at the work site. 
(5) Forbid concurrent unrelated work 

during biological defense RDTE oper-
ations within a laboratory area or 
suite. 

(6) Be approved by the commander or 
the safety officer and signed by work-
ers involved in the operation. 

(7) Provide names and telephone 
numbers of responsible personnel. 

(e) Training and information. All per-
sonnel who work directly with etio-
logic agents in the BDP, or who other-
wise have a potential for exposure, will 
receive appropriate training to enable 
them to work safely and to understand 
the relative significance of agent expo-
sures. 

(1) This training will include signs 
and symptoms of etiologic agent expo-
sure, information on sources of expo-
sure, possible adverse health affects, 
and practices and controls used to 
limit exposures. The environmental 
and medical monitoring procedures in 
use, their purposes, worker responsibil-
ities in health protection programs, 
and handling of laboratory mishaps 
will also be presented. 

(2) Workers will be required to dem-
onstrate proficiency before performing 
potentially hazardous operations. Re-
fresher training will be repeated at 
least annually. 

(3) Initial and refresher training will 
be documented and kept on file as a 
permanent record. 

(f) Medical surveillance. A medical 
surveillance program (see AR 40–5) will 
be established for all personnel (mili-
tary and civilian) who may be poten-
tially exposed to etiologic agents. 
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(1) Placement, periodic medical sur-
veillance examinations, and termi-
nation examinations shall be con-
ducted for each worker, to establish a 
baseline health record and to provide 
periodic job-related assessments of the 
worker’s health status. Preassignment, 
periodic, and termination health as-
sessments will include a work history, 
a medical history, physical examina-
tions, indicated clinical laboratory 
sutdies and, when available, examina-
tions or tests specific to the etiologic 
agent in question. 

(2) Medical officers responsible for 
treating BDP etiologic agent exposures 
and conducting medical surveillance 
for BDP workers shall receive special-
ized training on the unique hazards of 
etiologic agents and recommended 
medical therapies. 

(3) Special immunizations will be 
given to personnel handling specific 
etiologic agents as required. 

(4) Records documenting the above 
will be maintained permanently. 

(g) Emergency preparedness: (1) SOPs 
will address emergency procedures re-
lated to any mishap involving BDP 
etiologic agents. Notification and evac-
uation procedures will be covered in 
detail, as well as measures to contain 
the contamination. 

(2) Local, regional, State, or Federal 
emergency support and coordinating 
agencies, such as law enforcement, fire 
departments, health departments, and 
governments will be informed of BDP 
activities and the appropriate support 
necessary, to include any equipment 
and training necessary, to provide ef-
fective emergency response and ensure 
compliance with community ‘‘right-to-
know’’ statutes and regulations. Agree-
ments with external agencies must be 
formalized. 

(3) If a mishap with a BDP etiologic 
agent results in personnel exposure, ap-
proved emergency procedures will be 
immediately initiated to protect per-
sonnel and the environment and to 
constrain the spread of contamination. 
All personnel except those responsible 
for emergency operations will evacuate 
the immediate area. 

(4) 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. 

(h) Labeling and posting of hazards: 
(1) Hazard warning signs which incor-

porate the universal biohazard symbol 
will be posted on the access door to the 
work area. (See DA PAM 385–69, para 3–
5a(1).) The sign will be covered or re-
moved if the organizational safety offi-
cer certifies that the area has been de-
contaminated. 

(2) For areas irradiated with ultra-
violet light, a caution sign reading 
‘‘Ultraviolet Light, Wear Eye Protec-
tion’’ will be posted. 

(i) Disposal controls. Etiologic agents 
used in the BDP must be decontami-
nated before disposal of infectious or 
hazardous wastes and must not violate 
any Army, Federal, State, local, or 
host nation environmental standards. 
Procedures for decontamination are de-
scribed in DA Pam 385–69. 

(1) The preferred methods of decon-
tamination of etiologic agents are 
autoclaving or chemical inactivation 
with appropriate biocidal solutions. 
(See chap 5, DA Pam 385–69.) 

(2) Etiologic agents awaiting decon-
tamination will be contained at the ap-
propriate biosafety level. 

(j) Maintenance controls. A con-
tinuing program for equipment and fa-
cility maintenance will be imple-
mented for each BDP operation. 

(k) Protective equipment. Guidance 
concerning protective equipment is 
contained in DA Pam 385–69.

§ 626.8 Etiologic agent containment. 
(a) Facility engineering controls and 

appropriate biocontainment equipment 
will be used, in conjunction with spe-
cial practices and procedures, to mini-
mize potential exposure of personnel 
and the environment to etiologic 
agents used in BDP operations. Engi-
neering and equipment controls will be 
implemented to the maximum extent 
feasible and verified as effective. Pro-
tective clothing will not be used in lieu 
of engineering controls. Engineering 
controls will be the prime means of 
biocontainment. Personal protective 
equipment such as respirators are to be 
used only after feasible engineering 
controls have been shown unable to 
control the environment fully. 

(b) Before beginning any etiologic 
agent operation, a determination will 
be made that the hazards associated 
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with the operation are under positive 
control as defined in the applicable 
SOP and that the operation complies 
with the criteria of this regulation and 
DA Pam 385–69.

§ 626.9 Inspections. 
(a) Biosafety laboratories require 

periodic (at least quarterly for BL–1 
and BL–2 and monthly for BL–3 and 
BL–4 laboratories), inspections by safe-
ty and health professionals. Safety offi-
cials will document the inspections, as-
sure that deviations from safe prac-
tices are recorded, and that rec-
ommended corrective actions are 
taken. If deviations are life threat-
ening, this area will be restricted until 
corrective actions are accomplished. 
New RDTE efforts involving etiologic 
agents will be evaluated and inspected 
prior to start-up to assure equipment, 
facilities, employee training, and pro-
cedures are in place and adequate for 
the introduction of BDP material. 
Safety officials will maintain such 
records for 3 years and will review the 
records at least annually for trends re-
quiring corrective actions. 

(b) Supervisors shall inspect work 
areas frequently (at least weekly) and 
take corrective actions promptly.

§ 626.10 Transportation of BDP etio-
logic agents. 

(a) Etiologic agents utilized in the 
BDP shall be packed, labeled, marked, 
prepared for shipment, and shipped in 
accordance with applicable Federal, 
State, and local laws and regulations, 
to include 42 CFR part 72, ‘‘Interstate 
Shipment of Etiologic Agents,’’ 49 CFR 
parts 172 and 173 (Department of Trans-
portation), 9 CFR part 122 (USDA Re-
stricted Animal Pathogens), and DA 
Pam 385–69. 

(b) Etiologic agents shipped to sup-
port the BDP will use secondary ship-
ping containers which are sealed with a 
crimped lid (see app D, DA Pam 385–69). 

(c) BDP organizations and contrac-
tors who provide etiologic agents will 
ship all etiologic agents by private car-
rier. The United States Postal Service 
will not be used to transport etiologic 
agents required for the BDP. 

(d) In addition to the above require-
ments, shipments of BL–4 etiologic 
agents will be hand carried by Govern-

ment courier or under the immediate 
supervision of a responsible party. This 
individual must be knowledgeable 
about the potential hazards of the ma-
terials and be able to monitor all as-
pects of the shipment to ensure that 
required transfers have been completed 
and documented and final receipt has 
been accomplished and acknowledged. 

(e) Audit trails of all BDP etiologic 
agent shipments and receipts of such 
agents shall be established and main-
tained for at least 3 years. Such audit 
trails shall identify date of shipment, 
carrier, addresses of the shipper and re-
cipient, and agent(s) shipped and re-
ceived.

§ 626.11 General construction plans. 

General construction plans for BDP 
facilities, as well as for changes in use 
of facilities, will be submitted through 
the chain of command to HQDA, Army 
Safety Office, DACS–SF, WASH DC 
20310–0200 for safety review and ap-
proval. Plans shall be forwarded for 
new construction or major modifica-
tions of facilities used in the BDP. The 
facility system safety requirements of 
AR 385–16 and AR 415–15 shall be fol-
lowed. Simultaneously, RDTE require-
ments that necessitate such renova-
tion, modification, or construction 
shall be submitted through the chain of 
command to HQDA, OASA(RDA), 
SARD–ZT, WASH DC 20310–0103 for re-
view and approval.

§ 626.12 Maximum credible event 
(MCE). 

(a) Because of the complexity of the 
RDTE conducted in the BDP, the range 
of potential consequences that could be 
associated with a mishap must be con-
sidered. MCE is a risk analysis tech-
nique which provides a useful tool for 
estimating the effectiveness of existing 
safeguards. The potential for events 
must be carefully analyzed to deter-
mine the MCE that could occur and 
cause a mishap. All hazard analysis 
and general construction plans men-
tioned in § 626.11 will include a consid-
eration of an MCE. 

(b) The term MCE, as used herein, is 
analogous to a realistic worst-case 
analysis. The best available credible 
information will be applied to estimate 
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the results of various MCEs. Those as-
sumptions that yield the potential for 
more severe consequences, as opposed 
to assumptions that operational and 
safety controls will always perform as 
designed, will be used. The rule of rea-
son will be applied to confine the MCE 
to realistic or believable occurrences. 

(c) When considering an MCE, con-
sider the redundancy of safety systems 
engineered into the facilities and the 
equipment used, depending on contain-
ment level required to make them as 
fail-safe as practical. The MCE for con-
tainment laboratories must be consid-
ered in terms of physical containment 
for both toxins and biological orga-
nisms. Therefore, both toxin and bio-
logical MCEs will be considered. 

(d) Because aerosols of etiologic 
agents represent the most significant 
potential hazard for exposure of work-
ers or the environment, a hazard anal-
ysis (to include MCE) of proposed BDP 
RDTE activities will be performed to 
determine the procedures, engineering 
controls, and facility design required 
to mitigate potential significant haz-
ards.

§ 626.13 Controls. 

(a) Personnel who are not needed to 
operate a BDP laboratory, will not be 
allowed to enter potentially hazardous 
areas. 

(b) Written procedures to control ac-
cess and ensure that personnel can be 
evacuated or protected from exposure 
may be used in place of absolute per-
sonnel exclusion.

§ 626.14 Waivers and exemptions. 

(a) The goal of the biological defense 
safety program is strict adherence to 
safety standards and the elimination of 
all waivers and exemptions. 

(b) Waiver authority. (1) The Chief of 
Staff, Army (CSA) is the controlling 
authority for granting waivers of bio-
logical defense safety standards. This 
authority is redelegated by this regula-
tion to commanders of MACOMs and 
the commander of the USAMRDC. 

(2) Waiver authority will not be sub-
delegated. 

(3) Commanders with waiver author-
ity will— 

(i) Ensure the existence of necessary 
and compelling reasons before granting 
waivers. 

(ii) Grant waivers to standards for in-
stallations and activities within their 
areas of authority. 

(c) Waiver requests: (1) Commanders 
of installations and activities will sub-
mit a request for waiver when compli-
ance with these standards cannot be 
achieved. When such waivers affect on 
other commands, initiating activities 
will coordinate requests with those 
commands. 

(2) Requests for waivers will contain 
the following information: 

(i) Description of conditions. State 
the mission requirements and compel-
ling reasons which make the waiver es-
sential and the impact if not approved, 
and describe all affected sites or facili-
ties and the quantity and type of BDP 
required. 

(ii) The safety regulations, including 
specific safety requirements or condi-
tions cited by paragraph, from which 
the waiver is requested, and the rea-
sons for the waiver. 

(iii) Specific time period for which 
the waiver is requested. 

(iv) A hazard analysis which identi-
fies actual and potential hazards which 
can result from the waived require-
ments or conditions. 

(v) A risk assessment that provides 
information on the risk being assumed 
because of the waiver. The assessment 
will include those safety precautions 
and compensatory measures in force 
during the waiver period. 

(vi) A waiver abatement plan to in-
clude milestones, resources, and ac-
tions planned to eliminate the need for 
the waiver. 

(3) Requests for waivers will be for-
warded through command channels to 
the MACOM or CG, USAMRDC, as ap-
propriate, for approval. MACOM or 
USAMRDC safety officials will forward 
a copy of approved waivers to HQDA, 
DACS–SF, WASH DC 20310–0200. Copies 
of all waivers will be maintained at the 
installation and MACOM or USAMRDC 
Safety Offices for up to 3 years after 
the waiver is terminated. 

(4) Time limitations: (i) Waivers are 
normally limited to 1 year or less, and 
will be considered rescinded after 1 
year, unless reviewed. The activity or 

VerDate jul<14>2003 10:08 Aug 07, 2003 Jkt 200121 PO 00000 Frm 00529 Fmt 8010 Sfmt 8010 Y:\SGML\200121T.XXX 200121T



530

32 CFR Ch. V (7–1–03 Edition)§ 626.15

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

(ii) 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. 

(ii) 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 

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. 

(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 per-
sonnel 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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Subpart D—BDP Studies and 
Reviews

§ 626.19 Assuring maximum safety. 
(a) Safety studies and reviews are 

conducted to assure that maximum 
safety and health measures are being 
taken to prevent mishaps involving 
BDP etiologic agents in any amount or 
under any conditions that may cause 
incapacitation, illness, or death to any 
person, or adverse effects on the public 
or to the environment. 

(b) The system safety requirements 
of AR 385–16 will be followed during all 
BDP safety studies and reviews.

§ 626.20 Special studies. 
Any HQDA agency may recommend a 

special study or review of an etiologic 
agent or system when it becomes nec-
essary to investigate the condition or 
changes described below. The 
responsbile HQDA agency will deter-
mine the scope and conduct the study 
or review. Special study activities will 
be coordinated with HQDA, DACS–SF, 
WASH DC 20310–0200. 

(a) Conditions or practices which 
may affect safety. 

(b) Major system modifications in-
cluding both design and physical con-
figuration changes. 

(c) Significant changes to safety, 
health, and environmental protection 
standards and requirements that affect 
BDP operations.

APPENDIX A TO PART 626—REFERENCES 

These publications can be obtained from 
the National Technical Information Serv-
ices, U.S. Department of Commerce, 5285 
Port Royal Road, Springfield, Virginia 22161. 

REQUIRED PUBLICATIONS 

AR 40–5—Preventive Medicine. (Cited 
§ 626.7(f) introductory text) 

AR 40–400—Patient Administration. (Cited in 
§ 626.6) 

AR 385–10—Army Safety Program. (Cited in 
§§ 626.4(c) introductory text, 626.4(g)(3), and 
626.4(g)(5)) 

AR 385–16—System Safety Engineering and 
Management. (Cited in §§ 626.11, and 626.19) 

AR 385–40—Accident Reporting and Records. 
(Cited in §§ 626.4(c)(10) and 626.6) 

AR 415–15—Military Construction, Army 
(MCA) Program Development. (Cited in 
§ 626.11) 

DA Pam 385–69—Biological Defense Safety 
Program. (Cited in §§ 626.1(b), 626.4(g)(3), 

626.4(g)(4), 626.5(b), 626.7(h)(1), 626.7(i) intro 
text, 626.7(i)(1), 626.7(k), 626.8(b), 626.10(a), 
626.10(b), and 626.16(b)) 

Med 16 Report. (Cited in § 626.6) 

RELATED PUBLICATIONS 

A related publication is merely a source of 
additional information. The user does not 
have to read it to understand this regula-
tion.

AR 40–10—Health Hazard Assessment Pro-
gram in Support of the Army Material Ac-
quisition Decision Process 

AR 70–1—Systems Acquisition Policy and 
Procedures 

AR 70–10—Test and Evaluation During Devel-
opment and Acquisition of Materiel 

AR 70–18—The Use of Animals in DOD Pro-
grams 

AR 70–25—Use of Volunteers as Subjects of 
Research 

AR 70–65—Management of Controlled Sub-
stances, Ethyl Alcohol, and Hazardous Bio-
logical Substances in Army Research, De-
velopment, Test, and Evaluation Facilities 

AR 200–1—Environmental Protection and En-
hancement 

AR 200–2—Environmental Effects of Army 
Actions 

AR 405–90—Disposal of Real Estate

APPENDIX B TO PART 626—GLOSSARY 
ABBREVIATIONS 

AMC—United States Army Materiel Com-
mand 

AR—Army regulation 
ARSTAF—Army Staff 
ASA (IL&E)—Assistant Secretary of the 

Army (Installations, Logistics and Envi-
ronment) 

ASA (RDA)—Assistant Secretary of the 
Army (Research, Development, and Acqui-
sition) 

BDP—Biological Defense Program 
BL—Biosafety level 
CG—commanding general 
CSA—Chief of Staff, United States Army 
DA—Department of the Army 
DA Pam—Department of the Army Pamphlet 
DASAF—Director of Army Safety 
DCSOPS—Deputy Chief of Staff for Oper-

ations and Plans 
DOD—Department of Defense 
HEPA—high efficiency particulate air 
HQDA—Headquarters, Department of Army 
IPR—in process reviews 
MACOM—major Army command 
MCA—Military Construction, Army 
MCE—maximum credible event 
OCSA—Office of the Chief of Staff, United 

States Army 
R&D—research and development 
RDTE—research, development, test, and 

evaluation 
RCRA—Resource Conservation Recovery Act 
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SOP—standing operating procedure 
TSG—The Surgeon General, Army 
USACE—United States Army Corps of Engi-

neers 
USAMRDC—United States Army Medical, 

Research and Development Command 

TERMS 

Biological Defense Mishap 

An event in which the failure of laboratory 
facilities, equipment, or procedures appro-
priate to the level of potential pathogenicity 
or toxicity of a given etiologic agent (orga-
nism or toxin) may allow the unintentional, 
potential exposure of humans or the labora-
tory environment to that agent. Mishaps can 
be categorized into those resulting in con-
firmed exposures and those resulting in po-
tential exposures. A confirmed accidental ex-
posure is any mishap in which there was di-
rect evidence of an exposure, such as a meas-
urable rise in specific antibody titer to the 
etiologic agent in question, or a confirmed 
diagnosis of intoxication or disease. A poten-
tial exposure is any mishap in which there 
was reason to believe that anyone working 
with an etiologic agent may have been ex-
posed to that agent, yet no measurable rise 
in specific antibody titer or diagnosis of ill-
ness or disease can be found. However, there 
is reason to believe in such a case that the 
possibility existed for introduction of an 
etiologic agent through mucous membranes, 
the respiratory tract, broken skin, or the 
circulatory system as a direct result of the 
incident or injury. 

Biocontainment Area 

An area which meets the requirements for 
a BL–3 or BL–4 facility. The area may be an 
entire building, a suite of rooms, a single 
room within a building, or a biological safety 
cabinet. 

Biological Safety Cabinets 

Engineering controls designed to enable 
laboratory workers to handle infectious etio-
logic agents and to provide primary contain-
ment of any resultant aerosol. There are 
three major classes of cabinets (I, II, and III) 
and several sub-classes of class II cabinets. 
Each type of cabinet provides a different de-
gree of protection to personnel and to the 
products handled inside them. 

Biosafety Level 

A combination of facilities, equipment, 
and procedures used in handling etiologic 
agents to protect the worker, environment, 
and the community. This combination is 
proportional to the potential hazard of the 
etiologic agent in question. 

Biosafety Level 1

The facilities, equipment, and procedures 
suitable for work involving agents of no 
known or of minimal potential hazard to lab-
oratory personnel and the environment. 

Biosafety Level 2

The facilities, equipment, and procedures 
applicable to clinical, diagnostic, or teaching 
laboratories, suitable for work involving in-
digenous agents of moderate potential haz-
ard to personnel and the environment. It dif-
fers from BL–1 in that (1) laboratory per-
sonnel have specific training in handling 
pathogenic agents, (2) the laboratory is di-
rected by scientists with experience in the 
handling of specific agents, (3) access to the 
laboratory is limited when work is being 
conducted, and (4) certain procedures in 
which infectious aerosols could be created 
are conducted in biological safety cabinets 
or other physical containment equipment. 
Personnel must be trained. Strict adherence 
to recommended practices is as important in 
attaining the maximum containment capa-
bility as is the mechanical performance of 
the equipment itself. 

Biosafety Level 3

The facilities, equipment, and procedures 
applicable to clinical, diagnostic, research, 
or production facilities in which work is per-
formed with indigenous or exotic agents 
where there is potential for infection by aer-
osol and the disease may have serious or le-
thal consequences. It differs from BL–2 in 
that (1) more extensive training in handling 
pathogenic and potentially lethal agents is 
necessary for laboratory personnel, (2) all 
procedures involving the manipulation of in-
fectious material are conducted within bio-
logical safety cabinets, or by other physical 
containment devices, (3) the laboratory has 
special engineering and design features, in-
cluding access zones, sealed penetrations, 
and directional airflow, and (4) any modifica-
tion of BL–3 recommendations must be made 
only by the commander. 

Biosafety Level 4

The facilities, equipment, and procedures 
required for work with dangerous and exotic 
agents which pose a high individual risk of 
life-threatening disease. It differs from BL–3 
in that (1) members of the laboratory staff 
have specific and thorough training in han-
dling extremely hazardous infectious agents, 
(2) laboratory personnel understand the pri-
mary and secondary containment functions 
of the standard and special practices, con-
tainment equipment, and laboratory design 
characteristics, (3) access to the laboratory 
is strictly controlled by the commander, (4) 
the facility is either in a separate building or 
in a controlled area within a building, which 
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is completely isolated from all other areas of 
the building, (5) a specific facility operations 
manual is prepared or adopted, (6) within 
work areas of the facility, all activities are 
confined to Class III biological safety cabi-
nets or Class I or Class II biological safety 
cabinets used in conjunction with one-piece 
positive pressure personnel suits ventilated 
by a life support system, and (7) the max-
imum containment laboratory has special 
engineering and design features to prevent 
microorganisms from being disseminated to 
the environment. 

Building 

A structure that contains the requisite 
components necessary to support a facility 
that is designed according to the required 
biosafety level. The building can contain one 
or more facilities conforming to one or more 
biosafety levels. 

Confirmed Exposure 

Any mishap with a BDP agent in which 
there was direct evidence of an actual expo-
sure such as: A measurable raise in antibody 
titer to the agent, or a confirmed diagnosis 
of intoxication or disease. 

Decontamination 

The physical or chemical processes by 
which an object or area, contaminated with 
a harmful or potentially harmful etiologic 
agent, is made safe for handling or use. Such 
processes include physical removal of all 
contaminants, thermal destruction of bio-
logical activity (sterilization), chemical in-
activation (biocidal process), or a combina-
tion of these methods. 

Etiologic Agent 

A viable microorganism, or its toxin which 
causes or may cause human disease, and in-
cludes those agents listed in 42 CFR 72.3 of 
the Department of Health and Human Serv-
ices regulations, and any material of biologi-
cal origin that poses a degree of hazard simi-
lar to those organisms. 

Exemption 

A permanent written exemption approved 
by HQDA for a requirement imposed by this 
regulation. An exemption is based on a de-
termination that conformity to the estab-
lished standard is impossible, highly imprac-
ticable, unnecessary, or not in the best inter-
est of the United States Government. 

First Aid 

Any one-time treatment, and any follow-
up visit for the purpose of observation of 
minor scratches, cuts, burns, splinters, and 
so forth, which do not ordinarily require 
medical care. Such one-time treatment, and 
follow-up visit for observation, is considered 

first aid, even through provided by a physi-
cian or registered medical professional per-
sonnel. 

High efficiency particulate air (HEPA) filter 

A filter which removes particulate matter 
down to sub-micron sized particles from the 
air passed through it with a minimum effi-
ciency of 99.97 percent. HEPA filters remove 
particulate matter with great efficiency 
while vapors and gases (for example from 
volatile chemicals) are not removed and pass 
through unrestricted. HEPA filters are used 
as the primary means of removing infectious 
agents from air exhausted from engineering 
controls and facilities. 

Institute Director 

The commander of an Army activity con-
ducting RDTE with BDP etiologic agents, or 
the equivalent at a research organization 
under contract to the BDP. 

Institution 

An organization such as an Army RDTE 
activity (institute, agency, center, or similar 
facility) or a contract organization such as a 
school of medicine or research institute that 
conducts RDTE with BDP etiologic agents. 

Laboratory 

An individual room or rooms within a fa-
cility that provides space in which work 
with etiologic agents may be performed. It 
contains all of the appropriate engineering 
features and equipment required at a given 
biosafety level to protect personnel working 
in the laboratory and the environment exter-
nal to the facility. 

Potential Accidental Exposure 

Any mishap in which there was reason to 
believe that anyone working with a BDP ma-
terial may have been exposed to that mate-
rial, yet no measurable rise in antibody titer 
or diagnosis of intoxication or disease was 
made. However, the high probability existed 
for introduction of an agent through mucous 
membranes, ingestion, respiratory tract, 
broken skin, or circulatory system as a di-
rect result of the accident, injury, or inci-
dent. 

Resource Conservation Recovery Act (RCRA) 
Listed Hazardous Waste 

The waste materials listed by Environ-
mental Protection Agency under authority 
of the RCRA for which the disposal is regu-
lated by the Environmental Protection 
Agency. A description and listing of these 
wastes is located in 40 CFR part 261. 

Sterilization 

The complete destruction of all forms of 
microbial life. 
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Suite 

An area consisting of more than one room, 
and designed to be a functional unit in which 
laboratory operations can be conducted. 
Suites may contain a combination of labora-
tories and animal holding rooms or both and 
associated support areas within a facility 
that are designed to conform to a particular 
biosafety level. There may be one or more 
suites within a facility. 

Toxin 

Toxic material of biologic origin that has 
been isolated from the parent organism. The 
toxic material of plants, animals, or micro-
organisms. 

Waiver 

A temporary (1 year or less) written relief 
from a requirement imposed by this regula-
tion, pending accomplishment of actions or 
programs which will result in conformance 
to the required standards. Waivers will not 
be extended beyond 5 years.
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