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MEMORANDUM FOR THE COMMANDER, U.S ARMY MEDICAL DEPARTMENT CENTER L 3-"
AND SCHOOL ATTN: CHIEF, CLINICAL INVESTIGATION

REGULATORY OFFICE
o )
~u G —

THROUGH: SURGESN—GENERALOF THE ARMY"
COMMANDER, U.S. ARMY HEALTH SERVICES COMMAND

SUBJECT: Protection of Human Subjects Assurance Statement

Your memorandum of 13 May 1993 has been reviewed and approved.
By this memorandum, the Surgeon General of the United States Army,
or his designee, in accordance with Chapter 24 of Army Regulation
40-38 1is delegated authority to grant approval to assurances
provided by U.S. Army Health Services Command (HSC) and to issue
assurance numbers to all organizations conducting «clinical
investigations which comply with the regulations for the protection
of human subjects as contained in Title 32, Code of Federal
Regulationg, Part 219. The Surgeon General, or his designee, is
delegated authority to issue approved assurances using numbered
assurances DoD10002 through DoD19999. Assurance number DoD10000 is
provided to the Office of The Surgeon General and its Human
Subjects Research Review Board. Assurance number DoD10001 is
provided to the U.S. Army Health Services Command and its assurance
approval oversight office, the Clinical Investigation Regulatory
Office, U.S. Army Medical Department Center and School. The
Surgeon General, or his designee, by this delegated authority is
responsible for ensuring that the regulations contained in Title
32, Code of Federal Regulations, Part 219, Army Regulation 70-25,
"Use of Volunteers as Subjects of Research", and "Department of
Defense Guidance for Assurances of Compliance with the Federal
Policy ror the Protection of Human Subjects" are implemented within
Health Services Command and its subordinate commands as stated in
Army Regulation 40-38.
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Jose th. Osterman, Ph.D.
Direéctoer, Environmental
and Life Sciences



OFFICE OF THE DIRECTOR OF
DEFENSE RESEARCH AND ENGINEERING

WASHINGTON, DC 20301-3030

MEMORANDUM FOR THE SURGEON GENERAL OF THE ARMY

Dav»d E Sume M. D.lw

THROUGH:

SUBJECT: Protection of Human Subjects Assurance Statement

The memorandum from the Assistant Surgeon General for Research
and Development dated 25 May 1993, has been reviewed and approved.
By this memorandum, the Surgeon General of the United States Army,
or his designee, has authority to approve assurances provided by,
and to issue assurance numbers to Army staff agencies, major Army
Commands, their subordinate organizations and Army funded
contractors/grantees which comply with the regulations for the
protection of human subjects as contained in Title 32, Part 219,
Code of Federal Regulations and the Department of Defense Guidance
for Assurances of Compliance with the Federal Policy for the
Protection of Human Subjects. Assurance number DoD10000 is
reserved for the Office of The Surgeon General and its Human
Subjects Research Review Board. Assurance Number DoD20000 is
provided to the U.S. Army Medical Research and Development Command
designating its approved assurance status. The Human Use Review
and Regulatory Affairs OQOffice is the designated oversight Office
for The Surgeon General and has the authority to issue approved
assurance numbers DoD20001 through DoD29999. The Human Use Review
and Regulatory Affairs Office, in its capacity as the approval
authority for the human use review process, . as stated in Army
Regulation 40-38 and Army Regulation 70-25, is responsxble ‘to
advise and assist Department of the Army staff agencies, major Army
Commanders and Commanders of research, development, test and
evaluation organizations in ensuring that the Federal and Army
regulations, and DoD guidance cited above are implemented.

J D

Jose Osterman, Ph.D.
. Dir or, Environmental and
‘Life Sciences



DEPARTMENT OF THE ARMY

U.8. ARMY MEDICAL DEPARTMENT CENTER AND SCHOOL
FORT S8AM HOUSTON, TEXAS 78234-8100

30 April

MEMORANDUM FOR Acting Assistant Secretary of Defense
(Health Affairs), Room 3E-346, the Pentagon,
Washington, DC 20301-1200

SUBJECT: Department of Defense Guidance for Assurance of
Compliance With the Federal Policy for the Protection of Human
Subjects

1. The Clinical Investigation Program Division, Army Medical
Department Center and School, Ft. Sam Houston, Texas, concurs
with contents of draft document, and will comply with all
implementation suspense dates as directed.

2. This office will serve as the designated approval and
oversight office for Clinical Investigation laboratories in all
Health Services Command (HSC) Medical Centers (MEDCENs)/Medical
Department Activities (MEDDACs) IAW with AR 40-38. All
subordinate HSC activities conducting non-exempted clinical
research involving human subjects will submit an assurance

statement to this office for approval prior to issuance of a DoD
Assurance number.

3. The undersigned, or a designated representative, will
represent Health Services Command and the Army Medical Department
Center and School on the standing committee for the Protection of

Human Subjects as established by the Director, Research and Life
Sciences.

4. POC this action is LTC Steve Speights, DSN 471-2511 or
commercial (210) 221-2511.

FOR THE COMMANDER:

S [ Jamine 6 10

SHANNON M. HARRISON, M.D.

Colonel, Medical Corps

Chief, Clinical Investigation
- Program Division



DEPARTMENT OF THE ARMY
OFFICE OF THE ASSISTANT SECRETARY
WASHINGTON, OC 20310-0103

SARD~-TH 26 APR 1083

MEMORANDUM FOR ACTING ASSISTANT SECRETARY OF DEFENSE
(HEALTH AFFAIRS)

SUBJECT: Department of Defaense Guidanca for Assurance

of Compliance With the Federal Policy for the
Protection of Human Subjects

The Army fully supports the Department of Defense
Guidance and will ensure that all Department of the Army
rasearch, beoth clinical investigations and research,
developmant, test and evaluation, invelving human subjects,
shall be in full compliance with the Copmon Federal Policy.

5, .
George T. Singley III
Deputy Assistant Secretary
For Research and Technology



QFFICE OF THE SECRETARY OF DEFENSE

WASHINGTON, D.C

MEMORANDUM FOR ASSISTANT

ASSISTANT
ASSISTANT
ASSISTANT
" ASSISTANT
ASSISTANT

SECRETARY

SECRETARY

SECRETARY
SECRETARY
SECRETARY
SECRETARY

2030t

MAR 30 693

OF THE ARMY (M&RA)

OF THE ARMY (RDA)

OF THE NAVY (M&RA)

OF THE NAVY (RDA)

OF THE AIR FORCE (MRAI&E)
OF THE AIR PORCE (SAF/AQ)

PRESIDENT, UNIFORMED SERVICES UNIVERSITY OF THE
HEALTH SCIENCES

DIRECTOR, ARMED FORCES RADIOBIOLOGY RESEARCH
INSTITUTE

SUBJECT: Department of Dafense Guidance for Assurance of

compliance with the Federal Policy for the Protection
of Human Subjects

On August 19, 1991, all Fadaral Agencias issued a set of
regulations regarding the protaection of human subjects in research
that has comae to be regarded as the "Common Rule.* All DoD
sponsored rasearch, including collaborative research, which
involves the use of human subjects must follow the "Common Rulef
a8 found in Title 32 of the Code of Pederal Regulations, Part 219.

The issuance of Assurance Documentation f£or all DoD sponsored
rasearch, including collaborative research is a fundamental part
of this regulation. .Service raeprasentatives from both the
clinical investigations program officaes, and the human use and
reviaw program offices were requested to participate in the
development of a DoD Assurance Guidance applicable uniformly
across all Military Departments. The Service component agencies
whose representatives participated in the preparation of this
guidanca are found in pages 3-4 of the attached document.

The DoD Guidance of Assurance for the Protection of Human
Subjects is being submitted to you for formal coordination.
Pleama provide your comments on the attached document to the
Offica of tha Assistant Secretary of Defense for Health Affairs
(OASD(HA)) not later than 15 April 1993. It is imperative that
all Service component agancies conducting ressarch that involves
human subjects not so identified in this document be brought to
our attention. The OASD(HA) point of contact for this action is
Captain John F. Jemionek, MSC, USN, Dirsctor, Sciantific

Activitias. cCaptain Jemionek may be contactad at (703) 69%5-7116
or DAN 225-7116.

Etvanidd, . 7ol

Edward-D. Martin
Acting Assistant Secratary
of Dafense (Health Affairs)

Victor H. Reis
Jirector, Defense Rasaarch
and Enginasring



MEMORANDUM FOR

OFFICE OF THE SECRETARY OF DEFENSE

WASHINGTON, DC 20301-1000

ASSISTANT
ASSISTANT
ASSISTANT
ASSISTANT
ASSISTANT
ASSISTANT

SECRETARY
SECRETARY
SECRETARY
SECRETARY
SECRETARY
SECRETARY

OF
OF
OF
OF
OF
OF

THE
THE
THE
THE
THE
THE

JUN 10 1993

ARMY
ARMY

(M&RA)
(RDA)
NAVY (M&RA)
NAVY (RDA)
AIR FORCE (MRAI&E)

AIR FORCE (SAF/AQ)
PRESIDENT, UNIFORMED SERVICES UNIVERSITY OF THE
HEALTH SCIENCES
DIRECTOR, ARMED FORCES RADIOBIOLOGY RESEARCH
INSTITUTE
SUBJECT: Department of Defense (DoD) Guidance for Assurance of

Compliance with the Federal Policy for the Protection of
Human Subjects

References:

a. Department of Defense, Title 32, Code of Federal
Regulations, Part 219 (32 CFR 219), "Protection of Human
Subjects" and "Protection of Human Subjects in DoD
Supported Research," August 19, 1991.

b. Department of Health and Human Services Regulation
"Protection of Human Subjects," (45 CFR 46), August 19,
1991.

c. DoD Directive 3216.2, "Protection of Human Subjects
in DoD Supported Research", January 7, 1983.

Definitions:

a. Research means a systematic investigation, including
research development, testing and evaluation, designed to
develop or contribute to generalizable knowledge.
Activities which meet this definition constitute research
for purposes of this policy, whether or not they are
conducted or supported under a program which is
considered research for other purposes. For example,

some demonstration and service programs may include
research activities.

b. Human subject means a living individual about whom an
investigator (whether professional or student) conducting
research obtains: (1) Data through intervention or
interaction with the individual, or (2) Identifiable
private information. Intervention includes both physical
procedures by which data are gathered (for example,



venipuncture) and manipulations of the subject or the
subject’s efivironment that are performed for research
purposes. Interaction includes communication or
interpersonal contact between investigator and subject.
tprivate information" includes information about behavior
that occurs in a context in which an individual can
reasonably expect that an observation or recording is
taking place, and information which has been provided for
specific purposes by an individual and which the )
individual can reasonably expect will not be made public
(for example, a medical record). Private information
must be individually identifiable (i.e., the identity of
the subject is or may readily be ascertained by the
investigator or associated with the information) in order
for obtaining the information to constitute research
involving human subjects.

c. Minimal risk means that the probability and magnitude
of harm or discomfort anticipated in the research are not
greater in and of themselves than those ordinarily
encountered in daily life or during the performance of
routine physical or psychological examinations or tests.

d. Certification means the official notification by the
institution to the supporting department or agency, in
accordance with the requirements of Reference (a), that a
research project or activity involving human subjects has
been reviewed and approved by an Institutional Review
Board (IRB) with an approved assurance in accordance with
Reference (a).

Reference (b) Subpart A has been accepted by the Department of
Defense (DoD) as the Common Federal Policy for the Protection of
Human Subjects. The DoD Common Federal Policy for the Protection
of Human Subjects is promulgated in reference (a). Reference (b)
also includes subparts which contain Department of Health and
Human Services (DHHS) requirements for research which involves
protected classes of human subjects. Subpart B addresses .
additional DHHS protections regulations pertaining to research,
development, and related activities involving fetuses, pregnant
women and human in vitro fertilization. Subpart C addresses
additional DHHS protections regulations pertaining to biomedical
and behavioral research involving incarcerated persons as research
subjects. Subpart D addresses additional DHHS protections
regulations when children are involved as research subjects. The
additional DHHS protections regulations found in Subparts B-D,
while not part of the Common Federal Policy, contain basic
protection concepts which should be adapted for research that
involves protected classes of human subjects. In any case in
which requirements of reference (a) and reference (c) differ, the
more restrictive requirement shall apply. The Secretaries of the
Military Departments or their designee(s) shall ensure that all
research, both clinical investigations and research, development,



test and evaluation, involving human subjects, conducted or
supported by, or under the auspices of DoD, including DoD
supported studies conducted outside the continental United States
(OCONUS), and not exempt from compliance with the requirements for
protection of human subjects as allowed in Section 101 of
reference (a), shall be in full compliance with the Common Federal
Policy. The Director, Environmental and Life Sciences, Office of
the Director, Defense Research and Engineering is designated
policy oversight and responsibility for ensuring DoD compliance
with reference (a).

The Office for Protection from Research Risks (OPRR), National
Institutes of Health, is responsible for issuing assurances for
research supported under the auspices of Agencies of DHHS. These
include Cooperative Project Assurances (CPAs) for activities
involved in a Cooperative Protocol Research Program, and Single
and Multiple Project Assurances (SPAs, MPAs) for other research
activities involving human subjects supported by DHHS. DoD
Components applying for DHHS funded research support must show
evidence of an approved asssurance from DHHS prior to award of
research funds from DHHS. A DoD issued Assurance Number cannot be
accepted at this time by DHHS in requests for DHHS funded research.

In lieu of requiring submission of another assurance, DoD
accepts the existence of a current assurance, appropriate for the
research in question, on file with the Office for Protection from
Research Risks, DHHS, and approved for federal wide use by that
office. For DoD sponsored research conducted under a
DHHS-approved assurance (in lieu of an approved DoD Assurance) all
reports required by Section 103 of References (a) and (b) shall be
provided to the appropriate DoD offices as well as to OPRR, DHHS.
For DoD sponsored research conducted under a DoD approved
assurance, all reports required by Section 103 need only be sent
to the appropriate DoD offices. The DoD Components listed below
with designated authority to issue numbered Assurances for DoD
subordinate activities, contractors and grantees shall acknowledge
Assurances issued by other Components of DoD as valid in the
review of Service conducted research.

Commencing with all proposals initiated on or after 1 June
1993, all DoD Components conducting human subjects research shall
institute a DoD assurance of compliance model as required by
reference (a). This suspense applies to all research involving
DoD facilities located within CONUS and OCONUS. For DoD funded
research in CONUS and OCONUS contractor/grantee facilities, all
DoD Components shall implement Assurance requirements for research
approved for start on or after 1 June 1993. DoD Components
responsible for human subjects research are delegated authority to
issue numbered Assurances for all subordinate activities,
contractors and grantees as follows:

a. Department of the Army

(1) U.S. Army Health Services Command (USAHSC):



Clinical Investigation Regulatory Office (CIRO), Health
Care Studies and Clinical. Investigation Directorate,
HSHN-I, Army Medical Department Center and School (AMEDD
C&S), Fort Sam Houston, TX 78234-6100; (210) 221-2511 or
-0628; DSN 471-2511 or -0628.

(2) U.S. Army Medical Research and Development
Command (USAMRDC): Commander, U.S. Army Medical Research
and Development Command, ATTN: Human Use Review and
Regulatory Affairs Office (HURRAO), SGRD-HR, Fort
Detrick, Frederick, MD 21702-5012; (301)-619-2165; DSN
343-2165.

b. Department of the Navy

(1) Naval Health Sciences Education and Training
Command (HSETC): Commanding Officer, Naval Health
Sciences Education and Training Command, ATTN: Code 2MC,
Bethesda, MD. 20889-5022; (301) 295-5769; DSN 295-5769.

(2) Naval Medical Research and Development Command
(NMRDC) : Commanding Officer, Naval Medical Research and
Development Command, National Naval Medical Center,
Bethesda, MD. 20889-5606; (301) 295-0287; DSN 295-0287.

C. Department of the Air Force

(1) Clinical Investigations and Life Sciences
Division, Headquarters Air Force Medical Operations
Agency (HQ AFMOA/SGPT), Office of the Air Force Surgeon
General, 170 Luke Avenue, Suite 400, Bolling AFB, DC
20332-5113; (202) 767-5078; DSN 297-5078.

d. Uniformed Services University of the Health Sciences
(USUHS) :

(1) President, Uniformed Services University of the
Health Sciences, ATTN: Executive Secretary, (for.Human
Use Review Committee), Bethesda, MD 20814-4799; (301)
295-3303; DSN 295-3303.

e. Office of the Chief of Naval Research (OCNR)

(1) Chief of Naval Research, Ballston Center
Tower 1, 800 North Quincy Street, Arlington, VA.
22217-5660; (703) 696-4767; DSN 224-4767.

To obtain an approved DoD Single Project Assurance (DSPA), DobD
Multiple Project Assurance (DMPA) or DoD Cooperative Project
Assurance (DCPA), non-DoD institutions conducting, supporting or
collaborating in human subjects research shall provide the
required written assurance to their appropriate DoD oversight
Office as required by section 219.103 of reference (a). As part



of the protocol submission and prior to funding, contractors and
grantees must show evidence of an approved assurance statement
(either DoD approved or DHHS approved assurance) from the
appropriate oversight office sponsoring the work, including a
certification that an IRB has reviewed and approved the work
project.

To receive an approved Assurance document for single or
multiple projects, a request is executed by an individual
authorized to act for the institution and to assume, on behalf of
the institution, the obligations imposed in reference (a). The
institution must provide to the appropriate DoD oversight office a
written statement with the following provisions:

a. A statement that all research involving human
subjects is reviewed by the institution’s IRB. The
research shall be either approved, not approved or is
considered exempt under 32 CFR Part 219.101.

b. A statement of principles governing the institution
in the discharge of its responsibilities for protecting
the rights and welfare of human subjects of research.
Each service may choose to accept a statement that the
provision governing regulations shall be adopted (for the
Army: AR 40-7, "Use of Investigational Drugs and Devices
in Humans and the Use of Schedule I Controlled Drug
Substances," AR 40-38, "Clinical Investigation Program,"
and AR 70-25, "Use of Volunteers as Subjects of
Research"; for the Navy: SECNAV Instruction 3900.39B,
"Protection of Human Subjects, and NAVMEDCOM Instruction
6710.4, "Use of Investigational Agents in Human Beings":;
for the Air Force: AFPD 40.4, "Clinical Investigation and
Human Use in Medical Research."

€. A statement designating the local name(s) of the
committee(s) fulfilling the IRB role (for example,
Institutional Review Board, Clinical Investigation
Committee, Committee for the Protection of Human
Subjects). A statement that provisions have been made
for meeting space and sufficient staff to support the
IRB’s review and record keeping responsibilities shall be
included.

d. A list of IRB members identified by name, academic
degrees; representative capacity, professional experience
(board certifications, licenses, etc.) sufficient to
describe each member’s professional contributions to IRB
deliberations, and any employment or other relationship
between each member and the institution (i.e., active or
reserve military, paid or unpaid consultant). Changes in
IRB membership shall be reported to the appropriate
oversight office at the time the changes occur.



e. Written procedures which the IRB will follow for
conduct of its research reviews, determinations of
frequency and verification of project ‘reviews, and
requirements for prompt reporting of changes to
previocusly approved research projects.

f. Written procedures for ensuring prompt reporting to
the IRB, and appropriate institutional and agency offices
any unant1c1pated problems involving risk to subjects,
any serious noncompliance with this policy, or any
suspension or termination of IRB approval.

Assurances for single, multiple or cooperative projects shall
be approved by each oversight agency after assuring all regulatory
requlrements have been met. An Assurance for multlple projects
shall expire not later than five years after it is issued. For
clarity, Assurance numbers shall be assigned by the DoD Component
to subordinate activities in accordance with sections 219.4,
219.5, and 219.6 of Reference (a).

a. Each single or multiple project Assurance number
shall consist of an eight alpha-numeric character cocde.
The first three characters shall be "DoD."

b. The next five characters shall be Service specific
numbers. The Army shall designate Assurances using
numbers

10000 through 29999 (HSC: 10001-19999, USAMRDC:
20000-29999). Assurance number DoD-10000 is reserved for
the Army’s Human Subjects Research Review Board (HSRRB).
The Navy shall designate Assurance numbers 30000 through
39999 as reserved for the Navy Medical Research and
Development Command (NMRDC). Assurance number DoD-30000
is reserved for the NMRDC Committee for the Protection of
Human Subjects. The Navy shall designate Assurances
using numbers 40000 through 49999 to the Health Science
Education and Training Command (HSETC). Assurance number
DoD-40000 is reserved for HSETC use. The Air Force shall
designate Assurance numbers 50000 through 59999.
Assurance number DoD-50000 is reserved for the Air Force
Surgeon General’s Clinical Investigation Committee and
DoD-50002 is reserved for the Air Force Human/Animal
Review Committee. The Uniformed Services University of
the Health Sciences shall designate Assurances using
numbers 60000 through 69999. Assurance number DoD-60000
is reserved for the University’s Human Use Review
Committee. The Office of the Chief of Naval Research
(OCNR) shall designate Assurance numbers 70000 through
79999. Assurance number DoD 70000 is reserved for the
OCNR Human Use Review Committee.

c. Other numbers shall be made available by the
Director, Env1ronmental and Life Sciences or the



appropriate .DoD Assurance approval authority, as
necessary.

d. The attached Optional Form 310 may be used by DoD
subordinate activities or institutions with approved DoD
Assurances to certify IRB review and approval. Letters
or other modes of written communication may also be used
in lieu of Optional Form 310 to provide the same
information.

Approval of a written assurance and the assignment of an
accompanying Assurance number from the appropriate Assurance
approval authority is required before any non-exempt, DoD-funded
research involving human subjects may be conducted. All approved,
on-going projects shall be reviewed at least annually by the
responsible IRB.

Component Activities designated above shall be given delegated
Assurance approval and oversight responsibility following
submission of an assurance statement to the Director,
Environmental and Life Sciences to include: (1) a statement that
the Component Activity understands and shall execute the assigned
responsibilities imposed by this memorandum; (2) that the
Component Activity shall act fairly and impartially to ensure the
well-being of all subjects participating in volunteer studies; (3)
that all research conducted under the Component Activity’s
auspices shall be in strict compliance with the provisions of the
Federal Policy for the Protection of Human Subjects; and, (4) that
any issues that cannot be resolved within this infrastructure
shall be referred to that Component’s Office of the Surgeon
General or to the Director, Environmental and Life Sciences as
appropriate for resolution.

Recognizing that there are inherent differences among the
various Component activities, the guidance provided in sections
219.1 - 219.7 of reference (a) regarding the protection of human
subjects in DoD supported research shall be the common policy
within DoD. The approval authority for DoD assurances and
subsequent issuance of the reserved assurance numbers shall also
be the Director, Environmental and Life Sciences. The Director,
Environmental and Life Sciences shall establish a standing
committee composed of a representative from each of the Component
Activities listed above. The committee shall provide a forum for
discussion of Service issues and shall recommend changes to
regulations or directives regarding the protection of human
subjects as may be required or mandated by law.

' Once approved by the Director, Environmental and Life
Sciences, each DoD Component with delegated assurance approval

authority may begin issuing approved Assurance for those
activities under its jurisdiction.

Additional information that may assist in the preparation of
the necessary Assurance documents is provided as attachments.



Included is background information regarding informed consent,
shared IRBs, and other pertinent documents related to the
protection of human subjects.

ol DMl J At

Edward D. Martin , JosepH V. Osterman
Acting Assistant Secretary of Director, Environmental and
Defense (Health Affairs) Life Sciences
Attachments:

1. Optional Form 310
2. Background Information for U.S. Government and Agency
Personnel. Protection of Human Subjects in Studies

Conducted Outside the United States

3. Points to Consider: Protection of Human Subjects in
International Research and Narrative Format for
Providing an Assurance for International Research

4. TFormat: Assurance of Protection for Human Subjects
in International Research

5. World Medical Association Declaration of Helsinki of
June 1964, as amended in October 1975, October 1983,
and September 1989.

6. Sample DoD Single Project Assurance (DSPA)

7. Modified Sample DoD Single Project Assurance (DSPA) for an
Institution utilizing the IRB of another Institution.

8. General Guidance on the Use of Another Institutions’s IRB

9. Tips on Informed Consent

10. Department of Defense, Title 32, United States Code
of Federal Regulations, Part 219

cc:
Surgeons General



OMB No. 8993-0020
Approved for use through 7/31/94

Protection of Human Subjects

Assurance Identification/Certification/Declaration
(Common Federal Rule)

Poucv:Mmmmmwmmuwmumw«wwmwmwmmmm (56FR28003, June
18, 1991) uniess the activities are exempt from of approved in mocordance with the common rule. Ses Section 101(b) the common rule for axemptions. institutions
mmumummmmawemmw«ammwwnmw«wm
accordance with the common rule. ’

institutions with an assurance of compiiance that covers the ressarch to be conducted on file with the Department, Agency, or the Department of Health and Human Gervices
(HHS) should submit cartification of IRB review and approval with each application or proposal uniess otherwise advised by the Depastment or Agency. institutions which do
not have such an assurance must submit an assurance and certification of IRB review and approval within 30 days of a writien request from the Depastment or Agency.

1. Request Type | 2. Type of Mechanism 3. Applicstion or Proposal Identification No. (if known)
[ omamar | [J arant [ contract [] FerLowsHiP '
] rouowur | [[] COOPERATIVE AGREEMENT

O sxememion | [[] otheR:
4. Title of Application or Activity 5. Name of Principal Investigator, Program Director, Feliow, or Other

6. Assurance Status of this Project (Respond to one of the following)
] Tnis Assurance, on file with the Department of Health and Human Services, covers this activity:

Assurance identification no. M- IRB identification no.
D This Assurance, on file with (agency/dept.) , covers this activity.
Assurance identification no. IRB identification no. (if applicable)

D No assurance has been filed for this project. This institution deciares that it will provide an Assurance and Certification of IRB review and approval
upon request. :

D Exemption Status: Human subjects are involved, but this activity qualifies for exemption under Section 101 (b}, paragraph

7. CQcatiof IRB Review (Respnd to one of the following IF you have an u:ance on file)

D This activity has been reviewed and approved by the IRB in accordance with the common rule and any other governing regulations or subparts on

(date) by: L] FulllRB Reviewor [ _] Expedited Review.

D This activity contsins multiple projects, some of which have not been reviewed. The IRB has granted approval on condition that all projects covered
by the common rule will be reviewed and approved before they are initiated and that appropriate further certification will be submitted.

8. Comments

8. The official signing below certifies that the information provided above | 10. Name and Address of institution
is correct and that, as required, future reviews will be performed and
certification will be provided.

11. Phone No. (with area cods) 12. Fax No. (with area code)

13. Name of Official 14, Title

15. Signature 16. Date

Authorized for local reproduction OPTIONAL FORM 310 (3-92)
ATTACHMENT 1 Sponsored by HHS/PHS/NIH



BACKGROUND INFORMATION FOR U.S. GOVERNMENT
AND AGENCY PERSONNEL

PROTECTION OF HUMAN SUBJECTS IN STUDIES
CONDUCTED OUTSIDE THE UNITED STATES

This information package is provided to guide U.S. Government
personnel who design, review or carry out research involving hupan
subjects in foreign settings. The purpose of this information is
to alert and to inform the reviewing U.S. Government officials of
the responsibilities of their Departments and Agencies. The
various Federal Departments and Agencies must adhere to the
requirements of U.S. law and Federal regulations governing the
protection of human subjects involved in research conducted,
supported or otherwise subject to regulation by the Federal
Government outside the U.S. The Common Rule (Federal Policy for
the Protection of Human Subjects, Title 32 Code of Federal
Regulations, Part 219 (32 CFR 219)) states that any research
involving human subjects, supported or conducted in whole or in
part by the Federal Departments or Agencies, in either foreign or
domestic settings, is subject to the Common Rule. An additional
regulation is also binding for Food and Drug Administration (FDAa)
regulated research. Foreign clinical studies conducted under an
FDA research permit (Investigational New Drug (IND) or
Investigational Device Exemption (IDE)) must be reviewed by an
Institutional Review Board which meets the organizational and
functional requirements specified under 21 CFR Part 56. The FDA
may accept studies not conducted under a research permit provided
that the studies are well designed, well conducted, performed by
qualified investigators, and conducted in accordance with the
ethical principles contained in the "Declaration of Helsinki," or
the laws and regulation of the country in which the research was
conducted, whichever represents the greater level of protection
for the research subject (21 CFR 312.120).

In the event that research does not meet the standards of the
Common Rule, the Department or Agency must either (1) assure that
any deficiency is corrected, (2) obtain a waiver from the official
designated by the Common Rule as authorized to grant a waiver.
Unless the Common Rule standard can be met, Federal Departments

and Agencies will not be able to participate in the research.

Procedures normally followed in foreign countries to protect
human subjects may differ from those in the Common Rule. If a
Department or Agency Head or designee determines that the
procedures prescribed by the foreign institution afford
protections that are "at least equivalent" to those in the Common
Rule, the Department or Agency Head may approve the substitution
of the foreign procedures in lieu of those in the Common Rule.

Several international declarations have been formulated to
address the involvement of human subjects in research. These are

1l of 3
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often cited in reference material submitted by foreign
institutions. These references usually include the Nuremberg Code
or the Declaration of Helsinki as Revised in 1982. The first
attempt to set international standards was the Nuremberg Code of
1947. This was an outgrowth of the Nuremberg Trials of war
criminals who performed experiments on prisoners and detainees
during the Second World War. The Nuremberg Code was followed in
1964 by the Declaration of Helsinki, which was itself revised
several times by the World Medical Assembly. The most recent
internationally recognized document is the proposed International
Guidelines for Biomedical Research Involving Human Subjects, which
was published in 1982 as a joint project of the World Health
Organization and the Council for International Organizations of
Medical Science (CIOMS). This document is currently under
revision. Another important historical document in the U.S. is
the Belmont Report - Ethical Principles and Guidelines for the
Protection of Human Subjects of Research, produced by the National
Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research in 1979.

Each of these documents contain many laudable policies and
principles, and are commendable efforts in the evolution of the
concept of human subjects protections. It is important to note,
however, that while some international codes contain laudable
policies and principles, including ethical review by an
appropriate review committee, informed consent and meaningful
risk/benefit assessment, none to date clearly delineates a
mechanism to implement them. Accordingly, a mechanism needs to be
found to supplement international codes to implement these
essential principles. It is necessary, therefore, to begin
negotiations with foreign collaborators to supplement
international codes to meet requirements of the Common Rule which
is intended to ensure the protection of human subjects. Careful
review is necessary to make certain that procedural requirements
under the Common Rule are met and research can go forward.

Attachment 3, "Points to Consider" provide a framework in
which appropriate evaluation of research proposals submitted by
foreign governments and institutions can be accomplished. The
Common Rule requires that entities that receive Federal support to
conduct research involving human subjects provide an Assurance
document that specifies how the provisions of the Common Rule will
be implemented. Attachment 4 is a sample "Assurance of Protection
for Human Subjects in International Research" as a model document
for foreign governments or institutions involved in research
supported by a Federal Department or Agency. This document
contains all the essential elements required by the Common Rule
and can be used as written to assure acceptable procedures. Many
institutions will choose to base their Assurance on this sample
document; however, should the institution prefer to develop its
own Assurance document, the sample document may be used for a
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point by point comparison with the locally-developed document to
determine the areas needing further discussion, negotiation,
revision or exemption. Attachment 3 also contains a narrative
format that alternatively could be used as the basis for preparing
an assurance document.

It is important to recognize that the requirements of the
Common Rule are minimum standards. The issue of protection of
human subjects is one that can not be entirely categorized and
addressed by regulations. The principles set down by the policy
must be taken into consideration in light of the culture and best
interests of the subject. While exemptions from certain
requirements of the Common Rule may decrease the cost, difficulty,
political or social complexity of performing a study, these
considerations do not offer sufficient justification to waive
protections afforded the subject.

Although it will be the rare exception, circumstances may
exist wherein the best interests of the subject are served by
waiver of one or more of the requirements of the Common Rule.
Procedures for granting such a waiver must be established by each
Department or Agency adopting the Common Rule. The Working Group
on International Issues of the Human Subjects Research
Subcommittee of the Committee on Life Sciences and Health, Federal
Coordinating Council on Science Engineering and Technology, is
available to Federal Departments and Agencies to provide
consultation concerning the waiver and other interpretation of
Federal law and regulation in the area of protections of human
subject. The Working Group will offer recommendations to
responsible officials regarding any issues or questions that arise
in this evolving and complex area. It is important to note that
the recommendations of the Working Group are advisory in nature
and neither limit nor usurp the authority or responsibility of the
Federal Department or Agency officials as designated in the Common
Rule. The DoD representative to the Working Group and Committee
are appointed by the Director, Environmental and Life Sciences,
Office of the Director, Defense Research and Engineering, Pentagon
Rm 3D129. Questions or comments should be referred to this office
through the appropriate Service Component Activity. '

May 1993
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PROTECTION OF HUMAN SUBJECTS IN STUDIES

CONDUCTED OUTSIDE THE UNITED STATES

POINTS TO CONSIDER

Are Human Subjects Involved?

1.

5.

Does the proposed research provide a detailed
description of the involvement of human subjects/
What are the characteristics of the subject
population, including the anticipated age range and
health status? What is the gender and racial/ethnic
composition? Are fetuses, pregnant women, children,
prisoners, institutionalized or other vulnerable
persons involved? :

Are data about living, identifiable individuals
involved in the form of specimens, records, or other
data?

What are the potential physical, psychological,
social, legal or other risks? What is the
likelihood of these risks occurring?

Are there alternative treatments?

What procedures are there to minimize risks,
including confidentiality? What kind of medical or
professional interaction is available in the case of
adverse effects to subjects? Are there methods to
monitor data collected to ensure safety of
participants?

Are the risks to subjects reasonable in relation to
anticipated benefits to subjects and to knowledge
expected to result from the research?

Is the Research Exempt? On What Basis?
Institutional Review Board (IRB)

1.

Is there a domestic institutional review board that
will review the research?

and/or

Is there a local group that fulfill the criteria and

~perform the functions of an institutional review

board? TIf so, where is it located?

Who are the members? cCan the membership criteria in
Sec. 107 of the Common Rule (32 CFR 219.107) be
fulfilled?
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E.

3. Are there any conflicts of interest? For example, the
investigator(s) must not be a member for purposes of
his/her research, vote, or be present during IRB
proceedings except to present his/her research and to
answer questions.

4. Does/will the IRB assess:

- Risks to subjects‘and how they can be minimized?

- - Risk/benefit ratios?

- Equitable selection of subjects?

- Informed consent process, context and documentation?

- Confidentiality?

- Special protections for vulnerable subjects?

- Does/will the board meet as often as needed and at
least annually?

- Does/will the board keep minutes and records?

- Does the board have sufficient autonomy and
authority to be able to disapprove a protocol or to
take action to suspend or terminate a protocol?

Reporting

1. How will the research institution report to the sponsor

or agency (and to the IRB) unanticipated problems
involving risks to human subjects, instances of serious
noncompliance or suspension or termination of IRB
approval?

Informed Consent

What is the process to inform subjects about the study?

Are all required elements of informed consent included in
the process? If not, why not?

Is there any exculpatory language?

Will a short form or long form be used?

Where will documents be kept (if applicable)?

Is there a provision to give each participant an informed

consent document (if applicable)?
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F.

G.

If informed consent or parts of it are waived, can this
be justified? For example, is the study minimal risk?
and will waiver or alteration affect the rights and/or
welfare of the subjects? and could the research not be
practically carried out without alteration or waiver?
and, if appropriate, will subjects be provided with
additional information after the study? Clinical
research involving Food and Drug Administration (FDA)
regulated products must meet the requirements of 21 CFR
Part 50, which does not include a waiver provision for
informed consent.

Documentationz Assurances

Does/will the institution provide accurate documentation
addressing the following?

4.

A statement of principles governing protection of human
subjects in the institution in protecting human subjects?

The institutional review board and its membership?

The procedures it will follow to conduct initial and
continuing review and report findings and noncompliance,
and review changes to the protocol? :

The name of the responsible official who will act for the
institution in protecting human subjects?

Additional Considerations - Based on Experience in
Implementation:

1.

It is important to emphasize that human subjects
protections are important during the initial formulation
of research. Participants need to be aware that there
are requirements for descriptions, analysis, review, and
documentation.

Situations which result in conflicts of interests on an
IRB often arise when institutions assemble an IRB with
the investigator(s) as a member. Or, if the IRB is the
same group that formulates and endorses the scientific
approach for the proposed research, there is an inherent
conflict of interest. This type of situation should be
discussed during initial discussions with foreign
collaborators.

Informed consent procedures do allow some flexibility in

documentation and information given, but justifications
for flexibility must be carefully delineated.
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Permission from community and/or tribal leaders may be
necessary for the success of the project, but it must not
substitute for individual informed consent. Waiver of
individual consent may be made if conditions in 32 CFR
219.116 are met and approved by the IRB.

QUESTIONS FOR FOREIGN INSTITUTIONS

NARRATIVE FORMAT FOR PROVIDING AN ASSURANCE OR DETERMINING

AT LEAST EQUIVALENT PROTECTIONS

Please describe what principles govern your institution
that address protecting the rights and welfare of human
subjects of research (e.g. Declaration of Helsinki,
Council of International Organizations of Medical
Sciences Proposed Guidelines).

Please describe the institutional review board (IRB;
group to protect human subjects) in your institution
which can act to review this protocol to protect human
subjects? The IRB must be able to address the following
concerns: Minimal risk to participants; risks to
participants and benefits to participants and others;
fair selection of participants; special protections for
vulnerable participants; informed consent of participants
and how this will be documented; monitoring data for
safety; confidentiality of data.

Please describe the membership of the IRB. Who serves as
chairperson? Who are the members and their educational
degrees and affiliations: (The IRB should include at
lease five persons: at least one unaffiliated with the
institution; one scientist; one non-scientist; both men
and women; someone with expertise about the research and
who knows about the community(ies) from which
participants will be drawn.) Note that the principal
investigator or family members will not be part of the
IRB proceeding or vote.

Please describe how the IRB will conduct its initial and
continuing review and how the IRB will be informed
promptly of any changes contemplated in the protocol.

Please describe the informed consent process and provide
the document(s) to be used to advise participants about
the research and seek their consent.

If informed consent is not obtained via a written
document, please describe how the consent will be
obtained. There must be a witness to the oral
presentation to sign the document containing the
information presented to the participant.
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If informed consent is not sought or all the required
elements are not addressed, please indicate the
conditions that the IRB cites that are appropriate to
justify waiving consent or specific elements.

Please describe how you will maintain the records (copies
of research protocols; minutes; review records;
correspondence; IRB members, degrees and affiliations;
procedures; statements of new findings to give to
participants).

Please describe how the IRB, your institution, and this

research sponsor or U.S. agency will be informed of any

serious or continuing noncompliance with human subjects

protections or if the IRB has suspended or withdrawn its
approval.

Please provide the signature of the institutional
official responsible for this project and for making sure
that human subjects are protected.
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II.

ASSURANCE OF PROTECTION FOR HUMAN SUBJECTS
IN INTERNATIONAL RESEARCH

(Name of Institution) , hereinafter known as the
"institution", hereby gives assurance that it will comply with the

principles and procedures for protecting human research subjects
specified below.

PART 1

ETHICAL PRINCIPLES AND INSTITUTIONAL POLICIES GOVERNING

RESEARCH INVOLVING HUMAN SUBJECTS

Ethical Principles Governing Human Subjects Research

This

institution is guided by the ethical principles regarding

research involving human subjects set forth in the

. These ethical

principles guide the institution in the conduct of all its
human subjects research.

Note:

In Section I above, the institution may choose to
cite the Belmont Report, the Declaration of
Helsinki, or another appropriate code, declaration,
or statement of principles that is consistent with
the terms of this Assurance.

Institutional Policies Governing Human Subjects Research

A.

This institution acknowledges and accepts its
responsibilities for protecting the rights and welfare of

all human subjects involved in the research which it
sponsors or conducts.

This institution encourages and promotes an institutional
atmosphere that safeguards the rights and welfare of
human subjects.

It is the policy of this institution that before human
subjects are involved in research which it sponsors or
conducts, proper consideration must be given to:

(1) the risks to the subjects,

(2) the anticipated benefits to the subjects and others

(3) the importance of the knowledge that may reasonably
~ be expected to result, and

(4) the 1nformed consent process to be employed

Whenever appropriate, it is the pollcy of this
institution to consider special safeguards for protecting
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research subjects who may be vulnerable to coercion or
undue influence, such as children, prisoners, pregnant
women, mentally disable persons, or economically or
educationally disadvantaged persons.

PART 2
HUMAN SUBJECT PROTECTIONS FOR RESEARCH
SUPPORTED BY THE UNITED STATES GOVERNMENT

I. Applicability

Part 2 of this Assurance applies only to the following

research project which is conducted or sponsored by this
institution and supported by the United States Government:

Project title:
Project number:

Project Investigator/Director

IX. Institutional Responsibilities

A.

This institution recognizes that all human subjects
research supported by the United States Government,
including the project referenced above, must be conducted
in accordance with the United States Federal Policy for
the Protection of Human Research Subjects.

The Institutional Review Board (IRB) listed in Attachment
A has been designated to be responsible for the initial
and continuing review of the project referenced above.
The IRB includes as least five persons, including at
least one scientist, one non-scientist, and one person
not otherwise affiliated with the institution. Every
nondiscriminatory effort has been made to include both
women and men. The IRB also includes persons who are
sensitive to the concerns of the population form which
subjects will be recruited.

Provisions have been made to provide both meeting space
for the IRB and sufficient staff to support the IRB'’s
review and record keeping duties.

Responsibilities
The project referenced above has been and will be

reviewed at convened meetings at which a majority of IRB
members are present. A majority vote of those members
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present at the meeting is required for approval. The
research invéstigators and their family members may not
participate in IRB proceedings except to provide
information requested by the IRB.

The IRB used the following criteria to determ@ne that
protections for human research subjects in this project
are adequate:

(1) Risks to subjects are minimized.

(2) Risks to subjects are reasonable in relation to
anticipated benefits.

(3) Selection of subjects is equitable.

4) When appropriate, the data collected will be

monitored during the course of the study to ensure

safety of subjects.

(5) Privacy of subjects and confidentiality of data are
protected.

The IRB has determined that legally effective informed
consent will be obtained under circumstances that provide
sufficient opportunity to consider whether or not to
participate and that minimize the possibility of coercion
or undue influence. Copies of all informed consent
documents for this project will be provided.

The IRB will review, and have the authority to approve,
require modification in, or disapprove project changes.

Continuing reviews by the IRB will be conducted at
intervals appropriate to the degree of risk, but not less
than once per year. The IRB may be called into an
interim review session by the Chairperson at the request
of any IRB member or Institutional Official to consider

any matter concerned with the rights and welfare of any
subject.

The IRB will maintain documentation of its activities to
include copies of research protocols, minutes of IRB
meetings and continuing review records, correspondence
with investigators, IRB membership with degrees and
affiliations, IRB operating procedures, and statements of
new findings provided to subjects. This documentation
will be retained for at least three years after the
completion of the pro;ect and will be accessible for

inspection and copying by the supporting United States
Government Agency

The IRB will report promptly to appropriate institutional

officials and to the supporting United States Government
Agency:

(1) Any unanticipated problems or injuries involving risk
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to subjects or others.

(2) Any serious or continuing noncompliance with this
Assurance or with the requirements or determinations
of the IRB.

(3) Any changes in this project which are reviewed and
approved by the IRB.

(4) Any suspension or termination of IRB approval.

IV. Responsibilities of Project Investigators/Directors

A.

Project investigators/directors accept their
responsibility to comply with the stipulations of the IRB
and with the terms of this Assurance.

Project investigators/directors will report promptly to
the IRB proposed changes in this project, and changes
will not be initiated without IRB review and approval

except where necessary to eliminate apparent immediate
hazards to the subjects.

Project investigators/directors will report promptly to

the IRB any unanticipated problems or injuries inveolving
risks to subjects or others.
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: PART 3
INSTITUTIONAL ENDORSEMENT AND CERTIFICATION

Project Title:

Project number:

Project Investigator/Director:

Date of IRB Approval:

The officials signing below assure that the project
referenced above was approved by the IRB on the date indicated
and that the project will be conducted in accordance with all
provision of this Assurance and of the United States Federal
Policy for the Protection of Human Research Subjects.

I. Authorized Official of the Institution Providing This Assurance

Signature: Date:
Nane
Title
Address
Telephone:

IXI. Authorized Official of the Institution with the IRB
(Required only if different from the institution listed above)

Signature: Date:
Name
Title
Address
Telephone:

III. IRB Chairperson

Name
Title
Address

Telephone:
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PART 4
FEDERAL COMPONENT AGENCY APPROVAL

Project Title:

Project number:

Project Investigator/Director:

Date of IRB Approval:

All parts of this Assurance are in compliance with the

requirements of the Federal Policy for the Protection of Human
Research Subjects.

Federal Component Agency Approving Official

Signature: Date:
Name
Title
Address
Telephone:

ASSURANCE NUMBER

NOTE: The_period for which this document is approved should be
defined in accordance with each Department’s or Agency’s
policies.
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INSTITUTIONAL REVIEW BOARD (IRB) MEMBERSHIP

NAME OF IRB AGENCY OR COMMAND

Address and Phone No Chairperson only

Highest Scientific Affiliation
Members’ Names Degree Specialty with
First MI Last Earned : Institution
(Yes or No)
(1)
(2)
(3)
(4)
l
(1) Denotes Chairperson (3) Denotes IRB alternates to member
(2) Denotes IRB members (4) Denotes non-voting IRB attendee

(expert or technical expertise)
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WORLD MEDICAIL ASSOCIATION DECLARATION OF HELSINKI
Recommendations Guiding Physicians
in Biomedical Research Involving Human Subjects

Adopted by the 18th World Medical Assembly
Helsinki, Finland, June 1964

and amended by the

29th World Medical Assembly
Tokyo, Japan, October 1975

35th World Medical Assembly

Venice, Italy, October 1983
and the :

41st World Medical Assembly

Hong Kong, September 1989

INTRODUCTION

It is the mission of the physician to safeguard the health of
the people. His or her knowledge and conscience are dedicated to
the fulfillment of this mission.

The Declaration of Geneva of the World Medical Association
binds the physician with the words, "The health of my patient will
be my first consideration," and the International Code of Medical
Ethics declares that, "A physician shall act only in the patient’s
interest when providing medical care which might have the effect
of weakening the physical and mental condition of the patient."

The pufpose of biomedical research involving human subjects
must be to improve diagnostic, therapeutic and prophylactic

procedures and the understanding of the etiology and pathogenesis
of disease.

In current medical practice, most diagnostic, therapeutic or

prophylactic procedures involve hazards. This applies especially
to biomedical research. ,

Medical progress is based on research which ultimately must
rest in part on experimentation involving human subjects.

In the field of biomedical research a fundamental distinction
must be recognized between medical research in which the aim is
essentially diagnostic or therapeutic for a patient, and medical
research in which the essential object is purely scientific and

without implying direct diagnostic or therapeutic value to the
person subjected to the research.

Special caution must be exercised in the conduct of research

which may affect the environment, and the welfare of animals used
for research must be respected.
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Because it is essential that the results of laboratory
experiments be applied to human beings to further scientific
knowledge and to help suffering humanity, the World Medical .
Association has prepared the following recommendations as a guide
to every physician in biomedical research involving human
subjects. They should be kept under review in the future. It
must be stressed that the standards as drafted are only a guide to
physicians all over the world. . Physicians are not relieved from
criminal, civil, and ethical responsibilities under the laws of
their own countries.

I. BASIC PRINCIPLES

1. Biomedical research involving human subjects must conform
to generally accepted scientific principles and should be
based on adequately performed laboratory and animal
experimentation and on a thorough knowledge of the
scientific literature.

2. The design and performance of each experimental procedure
involving human subjects should be clearly formulated in
an experimental protocol which should be transmitted for
consideration, comment and guidance to a specially
appointed committee independent of the investigator and
the sponsor provided that this independent committee is
in conformity with the laws and regulations of the
country in which the research experiment is performed.

3. Biomedical research involving human subjects should be
conducted only by scientifically qualified persons and
under the supervision of a clinically competent medical
person. The responsibility for the human subject must
always rest with a medically qualified person and never
rest on the subject of the research, even though the
subject has given his or her consent.

4. Biomedical research involving human subjects cannot
legitimately be carried out unless the importance.of the

objective is in proportion to the inherent risk to the
subject.

5. Every biomedical research project involving human
subjects should be preceded by careful assessment of
predictable risks in comparison with foreseeable benefits
to the subject or to others. Concern for the interests

of the subject must always prevail over the interests of
science and society.

6. the right of the research subject to safeguard his or her
integrity must always be respected. Every precaution
should be taken to respect the privacy of the subject and
to minimize the impact of the study on the subject’s
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10.

11.

12.

physical and mental integrity and on the personality of
the subject.

Physicians should abstain from engaging in research
projects involving human subjects unless they are
satisfied that the hazards involved are believed to pe
predictable. Physicians should cease any investigation
if the hazards are found to outweigh the potential
benefits.

In publication of the results of his or her research, the
physician is obligated to preserve the accuracy of the
results. Reports of experimentation not in accordance
with the principles laid down in this Declaration should
not be accepted for publication.

In any research on human beings, each potential subject
must be adequately informed of the aims, methods,
anticipated benefits and potential hazards of the study
and the discomfort it may entail. He or she should be
informed that he or she is at liberty to abstain from
participation in the study and that he or she is free to
withdraw his or her consent to participation at any
time. The physician should then obtain the subject’s
freely-given informed consent, preferably in writing.

When obtaining informed consent for the research project,
the physician should be particularly cautions if the
subject is in a dependent relationship to him or her or
may consent under duress. In that case, the informed
consent should be obtained by a physician who is not
engaged in the investigation and who is completely
independent of this official relationship.

In case of legal incompetence, informed consent should be
obtained from the legal guardian in accordance with
national legislation. Where physical or mental
incapacity makes it impossible to obtain informed
consent, or when the subject is a minor, permission from
the responsible relative replaces that of the subject in
accordance with national legislation.

Whenever the minor child is in fact able to give a
consent, the minor’s consent must be obtained in addition
to the consent of the minor’s legal guardian.

The research protocol should always contain a statement
of the ethical considerations involved and should
indicate that the principles enunciated in the present
Declaration are complied with.
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II. MEDICAL RESEARCH COMBINED WITH PROFESSIONAL CARE
{Clinical Research)

1.

In the treatment of the sick person, the physician must
be free to use a new diagnostic and therapeutic measure,
if in his or her judgement it offers hope of saving life,
reestablishing health or alleviating suffering.

The potential benefits, hazards and discomfort of a new
method should be weighed against the advantages of the
best current diagnostic and therapeutic methods.

In any medical study, every patient, including those of a
control group (if any), should be assured of the best
proven diagnostic and therapeutic method.

The refusal of the patient to participate in a study must
never interfere with the physician-patient relationship.

If the physician considers it essential not to obtain
informed consent, the specific reasons for this proposal
should be stated in the experimental protocol for
transmission to the independent committee (Section I.2)

The physician can combine medical research with
professional care, the objective being the acquisition of
new medical Kknowledge, only to the extent that medical
research is justified by its potential diagnostic or
therapeutic value for the patient.

IIY. NON-THERAPEUTIC BIOMEDICAL RESEARCH INVOLVING HUMAN SUBJECTS
(Non-Clinical Biomedical Research)

1.

In the purely scientific application of medical research
carried out on a human being, it is the duty of the
physician to remain the protector of the life and health
of that person on whom biomedical research is being
carried out.

The supjects should be volunteers, either healthy persons
or patients form whom the experimental design is not
related to the patient’s illness.

The invgstigator or the investigating team should
qlscontlpue the research if in his/her or their judgement
i1t may, if continued, be harmful to the individual.

In research on man, the interest of science and society

should never take precedence over considerations related
to the well-being of the subject.
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THIS IS A SAMPLE DoD SINGLE PROJECT ASSURANCE (SPA) FOR AN
INSTITUTION WHICH ‘CURRENTLY DOES NOT HAVE A MULTIPLE PROJECT
ASSURANCE (MPA) ON FILE WITH OPRR OR DOD COMPONENT ACTIVITY

FULL BOARD REVIEW REQUIRED OF IRB

Using this Sample, type on Organizational pe?terhead
supplying where indicated, information specific to the
proposed research activity and your Organization, including
the required certification on the endorsement page.

(Name of Institution)

Assurance of Compliance with DoD Regulations for
Protection of Human Research Subjects

PART 1

(Name of Institution), hereafter known as the "“institution",

hereby gives assurance that it shall comply with the Department of
Defense (DoD) Regulations for the Protection of Human Research
Subjects, Title 32, Code of Federal Regulations, Part 219 (32 CFR
219) revised as of July 1, 1993, as specified below.

I.

Statement of Principles and Policies
A. Ethical Principles

1. This institution is guided by the ethical principles
regarding all research involving humans as subjects as
set forth in the report of th National Commission for the
Protection of Human Subjects of Biomedical and Behavioral
Research entitled, Ethical Principles and Guidelines for
the Protection of Human Subjects of Research (the
"Belmont Report"). In addition, the requirements set
forth in 32 CFR 219 shall be met for all applicable
DoD-supported research.

B. Institutional Policy

1. Except for research in which the only involvement of
human subjects is in one or more of the categories
exempted or waived under 32 CFR 219.101(b) (1-6) or
219.101(e) of the DoD regulations, this policy is
applicable to all research involving human subjects, and
all other activities which even in part involve such
research, if either:

a. the research is sponsored by this institution, or
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b. the research is conducted by or under the
direction of any employee or agent of this
institution in connection with his or her
jnstitutional responsibilities, or

c. the research is conducted by or under.the
direction of any employee or agent of tpls .
institution using any property or facility of this
institution, or

d. the research involves the use of this )
institution’s non-public information to idegtlfy or
contact human research subjects or prospective
subjects.

This institution acknowledges and accepts its
responsibilities for protecting the rights and welfare of
human subjects or research covered by this policy.

This institution assures that before human subjects are
involved in research covered by this policy, proper
consideration shall be given to:

a. the risks to the subjects,

b. the anticipated benefits to the subjects and
others

c. the importance of the knowledge that may
reasonably be expected to result, and

d. the informed consent process to be employed.

This institution acknowledges that it bears full
responsibility for the performance of all research
involving human subjects, covered by this policy.

This institution bears full responsibility for complying

with federal, state, or local laws as they may relate to
research covered by this policy.

This institution encourages and promotes constructive
communication among the research administrator,
department heads, research investigators, clinical care
staff, human subjects, and institutional officials as a
means of maintaining a high level of awareness regarding

the safeguarding of the rights and welfare of the
subjects. '

This institution shall exercise appropriate

administrative overview carried out at least annually to
ensure that its
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In regard to the Project entitled, "

practices and procedures designed for the protection of
the rights "and welfare of human subjects are being
effectively applied.

This institution shall consider additional safeguards in
research when that research involves prisoners, fetuses,
pregnant women, children, individuals who are ionized as
mentally disable, other potentially vulnerable groups and
human jin vitro fertilization.

This institution shall provide each individual at the
institution conducting or reviewing human subject
research (e.g. research investigators, department heads,
research administrators, research reviewers) with a copy
of this statement of Ethical Principles and Institutional
Policy.

PART 2

’

Project Number , submitted on behalf of (name of
investigator/project director), this institution has complied and
shall continue to comply with the requirements of 32 CFR 219 as
specified below.

II

A.

Institutional Review Board (IRB) Review

A.duly constituted IRB was convened that reviewed and
approved the above project.

The IRB determined, in accordance with the criteria found
at 32 CFR 219, that protections for human research
subjects are adequate.

The IRB has determined that legally effective informed
consent (cogz of document must be attached) shall be
obtained in a manner and method which meets the
requirements of 32 CFR 219, and in cases of research
involving protected classes of individuals 45 CFR 46,
Subparts B,C, and D.

The IRB shall review, and have the authority to approved,

requlre modification in, or disapprove changes proposed
in- thls research activity.

The next scheduled meeting of the IRB for review of this
activity shall be (insert date no later than one year

from last review). The IRB may be called into an interim
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II.

review session by the Chairperson at the request of any
IRB member or Institutional Official to consider any
matter concerned with the rights and welfare of any
subject.

The IRB shall prepare and maintain adeguate documentation
of its activities in accordance with 32 CFR 219.115.

The IRB shall report‘promptly to institutional officials
and the appropriate Service Oversight Office:

a. any serious or continuing noncompliance by
investigators with the requirements of the IRB, and

b. any suspension or termination of IRB approval.

The IRB shall report promptly to institutional officials
any information received concerning:

a. injuries to human subjects,

b. unanticipated problems involving risks to
subjects or others, and

c. any changes in this research activity which are
reviewed and approved by the IRB.

Research Investigator Reporting Responsibilities

Research investigators shall report promptly to the IRB
proposed changes in this research activity and the
changes shall not be initiated without IRB review and
approval except where necessary to eliminate apparent
immediate hazards to the subjects.

Research lnvestlgators shall report promptly to the IRB

any unanticipated problems involving risks to subjects
and others.

Institutional Responsibilities

This institution has provided and shall continue to
provide both meeting space for the IRB and sufficient

staff to support the IRB’s review and record keeping
duties.

This institution shall report promptly to the appropriate
Service Oversight Office:
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1. injuries_  to human subjects,

2. unanticipated problems involving risks to subjects or
others, and

3. any changes in this research activity which are
reviewed and approved by the IRB and this institution.

In addition to the review and approval of the IRB, this
institution has reviewed and sponsors the project
entitled, "

In accordance with the requirements of Section 32 CFR
219.107, this institution has established an IRB as

listed in the attached roster. This IRB is responsible
for the initial and continuing review of this activity

and shall observe the quorum requirements of 32 CFR
219.108.
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PART 3

Institutional certification and endorsement and DoD approval
regarding this Assurance and the Project entitled, "

1 1]
.

Project number .

I. I certify that the above Project was reviewed and
approved by (name of institution) IRB in
accordance with the requirements of 32 CFR 219 and this
Assurance of Compliance on (date of IRB approval must be
inserted).

IRB Chairperson

Signature Date
Name and Title
Institution Address

Phone number

II I certify that this institution endorses the above
project and abides by the principles, policies, and
procedures of Parts 1 and 2 of this Assurance of
Compliance.

Authorized Institutional Official
Signature Date

Name and Title
Institution Address

Phone number

kkkkdkhhkkkhkhkhhhhhkhkhhhhkkhkhhhhkhhhhkhkhhhhhhhhkhkhkhkhhkhhhkhhhkhhhkhhhkhkhkrhkdk

SPACE BELOW FOR DoD/SERVICE USE

III. All parts of this Assurance are in compliance with the

requirements of Part 219, Title 32 of the Code of Federal
Regulations.

Service/DoD Approving Official
Signature Date

Name and Title
Service/DoD Address

Phone number

ASSURANCE NO.
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INSTITUTIONAL REVIEW BOARD (IRB) MEMBERSHIP

NAME OF IRB AGENCY OR COMMAND

Address and Phone No Chairperson only

: { Highest | Scientific | Aaffiliation
Members’ Names Degree Specialty with
First MI Last Earned Institution
(Yes or No)
(1)
(2)
(3)
(4)
(1) Denotes Chairperson (3) Denotes IRB alternates to member
(2) Denotes IRB members (4) Denotes non-voting IRB attendee

(expert or technical expertise)
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THIS IS A MODIFIED SAMPLE DoD SINGLE PROJECT ASSURANCE (SPA) FOR
AN INSTITUTION UTILIZING THE INSTITUTIONAL REVIEW BOARD (IRB) OF
ANOTHER INSTITUTION. THE INSTITUTION WITH AN IRB MUST HAVE A
MULTIPLE PROJECT ASSURANCE (MPA) ON FILE WITH OPRR OR DoD

COMPONENT ACTIVITY, OR MUST SUBMIT A SINGLE PROJECT

ASSURANCE (SPA) FOR OPRR OR DoD COMPONENT APPROVAL

(Name of Institution)

Assurance of Compliance with DoD Regulations for
Protection of Human Research Subjects

PART 1

(Name of Institution), hereafter known as the "institution",
hereby gives assurance that it shall comply with the Department of
Defense (DoD) Regulations for the Protection of Human Research
Subjects, Title 32, Code of Federal Regulations, Part 219 (32 CFR
219) revised as of July 1, 1993, as specified below.

I. Statement of Principles and Policies

A.

1.

Ethical Principles

This institution is guided by the ethical principles
regarding all research involving humans as subjects as
set forth in the report of th National Commission for the
Protection of Human Subjects of Biomedical and Behavioral
Research entitled, Ethical Principles and Guidelines for
the Protection of Human Subjects of Research (the

"Belmont Report"). 1In addition, the requirements set
forth in 32 CFR 219 shall be met for all applicable
DoD-supported research.

Institutional Policy

Except for research in which the only involvement of
human subjects is in one or more of the categories
exempted or waived under 32 CFR 219.101(b) (1-6) or
219.101(e) of the DoD regulations, this policy is
applicable to all research involving human subjects, and
all other activities which even in part involve such
research, if either:

a. the research is sponsored by this institution, or

1 of 8
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b. the research is conducted by or under the
direction of any employee or agent of this
institution in connection with his or her
institutional responsibilities, or

c. the research is conducted by or under the
direction of any employee or agent of this
institution using any property or facility of this
institution, or

d. the research involves the use of this
institution’s non-public information to identify or
contact human research subjects or prospective
subjects.

This institution acknowledges and accepts its
responsibilities for protecting the rights and welfare of
human subjects or research covered by this policy.

This institution assures that before human subjects are
involved in research covered by this policy, proper
consideration shall be given to:

a. the risks to the subjects,

b. the anticipated benefits to the subjects and
others

c. the importance of the knowledge that may
reasonably be expected to result, and

d. the informed consent process to be employed.

This institution acknowledges that it bears full
responsibility for the performance of all research
involving human subjects, covered by this policy.

This institution bears full responsibility for complying
with federal, state, or local laws as they may relate to
research covered by this policy.

This institution encourages and promotes constructive
communication among the research administrator,
department heads, research investigators, clinical care
staff, human subjects, and institutional officials as a
means of maintaining a high level of awareness regarding

the safeguarding of the rights and welfare of the
subjects. '

This institution shall exercise appropriate

administrative overview carried out at least annually to
ensure that its
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In regard to the Project entitled, "

practices and procedures designed for the protegtion of
the rights and welfare of human subjects are being
effectively applied.

This institution shall consider additional safeguards in
research when that research involves prisonersi fgtuses,
pregnant women, children, individuals who are ionized as
mentally disable, other potentially vulnerable groups and
human jin vitro fertilization.

This institution shall provide each individual at the
institution conducting or reviewing human subject
research (e.g. research investigators, department heads,
research administrators, research reviewers) with a copy
of this statement of Ethical Principles and Institutional
Policy.

PART 2

(1}
’

Project Number , submitted on behalf of (name of

investigator/project director), this institution has complied and
shall continue to comply with the requirements of 32 CFR 219 as
specified below.

I.

A.

Institutional Review Board (IRB) Review

This institution does not have an Institutional Review
Board (IRB), but will rely upon the IRB of

as its IRB of
record. In accordance with the compositional
requirements of 32 CFR 219.107, 219.103(d), and
219.111(a) (3), the institution for which this assurance
of compliance applies has provided the attached IRB
membership roster. This IRB is responsible for the
initial and continuing review of this activity and will
observe the quorum requirements of 32 CFR 219.108.

The cited IRB convened, reviewed and approved this
research activity on (date)

The IRB has determined, in accordance with the criteria
found at 32 CFR 219.111, that protections for human
research subjects are adequate.

The IRB has determined that legally effective informed
consent (copy of document must be attached unless

reviewed by an IRB of an institution with an OPRR or DoD

Component Activity approved Multiple Proiject Assurance)
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II.

A.

shall be obtained in a manner and method which meets the
requirements of 32 CFR 219, and in cases of research
involving protected classes of individuals 45 CFR 46,
Subparts B,C, and D.

The IRB shall review, and have the authority to approved,
require modification in, or disapprove changes proposed
in this research activity.

The next scheduled meeting of the IRB for review of this
activity shall be (insert date no later than one year
from last review). The IRB may be called into an interim
review session by the Chairperson at the request of any
IRB member or Institutional Official to consider any

matter concerned with the rights and welfare of any
subject.

The IRB shall prepare and maintain adequate documentation
of its activities in accordance with 32 CFR 219.115.

The IRB shall report promptly to institutional officials
and the appropriate Service Oversight Office:

a. any serious or continuing noncompliance by
investigators with the requirements of the IRB, and

b. any suspension or termination of IRB approval.

The IRB shall report promptly to institutional officials
any information received concerning:

a. injuries to human subjects,

b. unanticipated problems involving risks to
subjects or others, and

€. any changes in this research activity which are
reviewed and approved by the IRB.

Research Investigator Reporting Responsibilities

Research investigators shall report promptly to the IRB
proposed changes in this research activity and the
changes shall not be initiated without IRB review and
approval except where necessary to eliminate apparent
immediate hazards to the subjects.

Research investigators shall report promptly to the IRB

any unanticipated problems involving risks to subjects
and others.
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This  institution shall report promptly to the appropriate
Service Oversight Office:

Institutional Responsibilities

This institution has provided and shall continue to
provide both meeting space for the IRB and sufficient
staff to support the IRB’s review and record keeping
duties.

1. injuries to human subjects,

2. unanticipated problems involving risks to subjects or
others, and

3. any changes in this research activity which are
reviewed and approved by the IRB and this institution.

In addition to the review and approval of the IRB, this
institution has reviewed and sponsors the project
entitled, "

In accordance with the requirements of Section 32 CFR
219.107, this institution has established an IRB as

listed in the attached roster. This IRB is responsible
for the initial and continuing review of this activity

and shall observe the quorum requirements of 32 CFR
219.108.
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PART 3

The officials signing below agree that the research entitled,
"

", Project number: , will be conducted in
accordance with 32 CFR 219 and subject to the continuing review
and stipulations of the IRB. The IRB’s institution shall assume
responsibility for ensuring required IRB reviews, approvals, and
submission of certifications to the appropriate DoD Component
Activity.

I. Endorsement of Institution Wwithout an IRB
Authorized Institutional Official
Signature Date

Name and Title
Institution Address

Phone nunmber

II Endorsement of Institution with Approved Assurance and IRB

A. Name of Institution:

Authorized Institutional Official

Signature Date
Name and Title
Institution Address

Phone number

B. IRB Chairperson or Designee Certifying IRB Review and
Approval

Signature Date
Name and Title

Institution Address (if different from Para A above)

Phone number

hhkkkhhkhkhkhkhkhhkkkdkkhkhkhkhkhhhhhkhkkhkhkhhkdkhhhhkhhkhkhkkhkhkhkhkhkhhkhhhdkdhhkkkhkkkkdkkkk

SPACE BELOW FOR DoD/SERVICE USE

III. All parts of this Assurance are in compliance with the
requirements of Part 219, Title 32 of the Code of Federal
Regulations.
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Service/DoD Approving Official

Signature Date
Name and Title

Service/DoD Address

Phone number

ASSURANCE NO.
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INSTITUTIONAL REVIEW BOARD (IRB) MEMBERSHIP

NAME OF IRB AGENCY OR COMMAND

Address and Phone No Chéirperson only

: ! Highest | Scientific Affiliation
Members’ Nanmes Degree Specialty with
First MI Last Earned Institution

(Yes or No)

(1)

(2)

(3)

(4)

(1) Denotes Chairperson (3) Denotes IRB alternates to menmber
(2) Denotes IRB members (4) Denotes non-voting IRB attendee

(expert or technical expertise)
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GENERAL GUIDANCE ON THE USE OF ANOTHER INSTITUTION’S IRB

Each approved Single Project Assurance (SPA) designates an
Institutional Review Board (IRB) which is authorized to review and
approve cooperative protocols. However, though it may be
permissible under 32 CFR 219.114 for an institution to rely on an
IRB of another DoD Component Agency approved institution for
protocol review, institutions planning such an arrangement should
seek prior guidance from the appropriate DoD Component Agency to
avoid unnecessary delays. It is in the best interests of
institutions to appreciate that review by another’s qualified IRB
(i.e. DoD Component agency approved) raises questions about
nembership qualifications that would likely be inherently
satisfied when reviews are confined to protocols conducted in the
IRB’s own institution. Local laws, institutional policies and
constraints, professional and community standards, and population
differences are examples of pertinent local factors that can
influence the setting of research (refer 32 CFR 219.103(d),
219.107(a), and 219.111(a)(3)). For example, the considered
opinion of an IRB of one institution may be blind to information
that would alter its decision for another where:

-~ institutions draw from culturally dissimilar patlent
populations;

- institutions are located in different states or other
geographical subdivision with varied legal or regulatory
constraints;

- institutions are not accustomed to each other Services

operational policies, constraints, procedures, or commitments;
or

- there is uncertain satisfaction of drug control
responsibilities, or other FDA requirements.

Apparent efficiencies of such review to avoid perceived
duplication of effort may be short51ghted if detached from.
concomitant review of the setting in which such protocols are to
be conducted. Accordingly, reliance on another IRB should not be
considered lightly. In spite of a joint willingness between
institutions, DoD Component agencies may not approve a proposed
arrangement if there are circumstances that are not appropriate.
Therefore, such plans should include consultation with the
appropriate DoD Component agency(s) to avoid delays.

Several options for IRB arrangements are available which
comply with the letter and intent of both 32 CFR 219.114 and the
regulations as a whole.

1 of 2
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Institutional sites that are geographically close enough to
comfortably contribute membership to a common IRB can share in
bearlng the costs of operations while simultaneously providing
reviews for protocols that may be used by physicians at some or
all of the sites. This approach results in one IRB that can be
equally cited as their own IRB of record by all sites that
contribute to its membership.

A second approach is for one IRB with unique expertise, a
legal or administrative preference for involvement, or otherwise
to host reviews for other nearby institutional sites with
consultant representation from each site present for all initial
and continuing reviews of protocols jointly used by these sites.
In this approach only the hosting institution has its own IRB.
The other sites rely on another’s IRB but in such a way as not to
defeat the intent of 32 CFR 219.

The most obvious way to fully comply with the regulations is
for each site to host its own IRB. An institution that has a
standing IRB which is qualified to perform reviews for a specified
research activity would be expected to do or justify not doing so
before approval would be considered for other options. If a local
hospital or research facility exists with an applicable DoD
Component agency approved Assurance for the research in question,
a second institution may seek permission to rely upon such an IRB
when justified. DoD Component agencies should understand the
propriety of considering and approving reliance on another’s IRB
when a plausible case is made apparent. For example, an IRB with
a suitably diversified membership might exist at one site to host
IRB reviews for another side due to: (1) the cosmopolitan nature
of the host site; (2) a wide catchment area from which patients
and subjects are referred to it, (3) or reasons as may otherwise
be of a compelling and pertlnent nature. However, institutional
constraints are less easily accounted for between institutions
when there is little or no intimate understanding of each other’s

staff, procedures, policy, practices, and legal issues. Each case
deserves individual consideration.
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TIPS ON INFORMED CONSENT

The process of obtaining informed consent must comply with the
requirements of 32 CFR 219.116. The documentation o? informed
consent must comply with 32 CFR 219.116. The following comments
may help in the development of an approach and proposed language
by investigators for obtaining consent and its approval by
Institutional Review Boards (IRBs).

Informed consent is a process, not just a form.
Information must be presented to enable persons to voluntarily
decide whether or not to participate as a research subject.

It is a fundamental mechanism to ensure respect for persons
through provisions of thoughtful consent for a voluntary act.
The procedures used in obtaining informed consent should be
designed to educate the subject population in terms that they
can understand. Therefore, informed consent language and its
documentation (especially explanations of the study’s purpose,
duration, experimental procedures, alternatives, risks, and
benefits) must be written in "lay language", (i.e.
understandable to the people being asked to participate). The
written presentation of information is used to document the
basis for consent and for the subjects’ future reference. The
consent document should be revised when deficiencies are noted
or when additional information will improve the consent.
process.

Avoid first person (e.g., "I understand that ... "). This
phraseology can be interpreted as suggestive, may be relied
upon as a substitution for sufficient factual information, and
can constitute coercive influence over a subject. Use of
scientific jargon and legalese is not appropriate. Think of

the document primarily as -a teaching tool and not as a legal
instrument.

Describe the overall experience that will be encountered.
Explain the research activity, how it is experimental (e.g., a
new drug, extra tests, separate research records, or
nonstandard means of management, such as flipping a coin for
random assignment or other design issues). Inform the human
subjects of the reasonably foreseeable harms, discomforts,
inconvenience and risks that are associated with the research
activity. If additional risks are identified during the
course of the research, the consent process and documentation
will require revisions to inform subjects as they are
recontacted and/or newly contacted. Individuals enrolled in a
study must be informed of any new information, risk

assessment, etc and given the opportunity to reevaluate their
continued participation in the study.
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Describe the benefits that subjects may reasonably expect
to encounter. There may be none other than a sense of helping
the public at large. If payment is given to defray the '
incurred expense for participation, it must not be coercive in
amount or method of distribution.

Describe any alternatives to participating in the research
project. For example, in drug studies the medication(s) may
be available through their family doctor or clinic without the
need to volunteer for the research activity.

32 CFR 219 insist that the subject be told the extent to
which their personally identifiable private information will
be held in confidence. For example, some studies require
disclosure of information to other parties. Some studies
inherently are in need of a Certificate of Confidentiality
which protects the investigator from subpoena of research
records. The IRB will determine the level of adequate
requirements for confidentiality in light of its mandate to
ensure minimal risk and determination that the residual risks
warrant involvement of subjects.

If research-related injury (i.e. physical, psychological,
social, financial, or otherwise) is possible in research that
is more than minimal risk (see 32 CFR 219.102(g)), an
explanation must be given of whatever voluntary compensation
and treatment will be provided. Note that the regulations do
not limit injury to "physical injury". This is a common
misinterpretation.

The regulations prohibit waiving or appearing to waive any
legal rights of subjects. Therefor, for example, consent
language must be carefully selected that deals with what the
institution is voluntarily willing to do under circumstances,
such as providing for compensation beyond the provisions of
immediate or therapeutic intervention in response to a
research-related injury. In short, subjects should not be
given the impression that they have agreed to and are without
recourse to seek satisfaction beyond the institution’s
voluntarily chosen limits.

The regulations provide for the identification of contact
persons who would be knowledgeable to answer questions of
subjects about the research, rights as a research subject, and
research-related injuries. These three areas must be
explicitly stated and addressed in the consent process and
documentation. Furthermore, a single person is not likely to
be appropriate to answer questions in all areas. This is
because of potential conflicts of interest or the appearance
of such. Questions about the research are frequently best
answered by the investigator(s). However, questions about the
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rights of research subjects or research-related injuries
(where applicable) may best be referred to those not on the
research team. These questions could be addressed to the IRB,
an ombudsman, an ethics committee, or other informed
administrative body. Therefore, each consent document can be
expected to have at least two names with local telephone
numbers for contacts to answer questions in these specified
areas.

The statement regarding voluntary participation and the
right to withdraw at any time can be taken almost verbatim
from the regqulations (32 CFR 219.116(a)(8)). It is important
not to overlook the need to point out that no penalty or loss
of benefits will occur as a result of both not participating
or withdrawing at any time. It is equally important to alert
potential subjects to any foreseeable consequences to them
should they unilaterally withdraw while dependent on some
intervention to maintain normal function.

Don’t forget to ensure provision for appropriate
additional requirements which concern consent. Some of these
requirements can be found in sections 32 CFR 219.116(b).
Additional Department of Health and Human Services (DHHS)
human subject protection requirements for research involving
pregnant women, prisoners, children, etc are found.in 45 CFR
46.205(a) (2), 46.207(b), 46.208(b), 46.209(d), 46.305(a)(5-6),
46.408(c), and 46.409(b). The IRB may impose additional
requirements that are not specifically listed in the
regulations to help ensure that adequate information is

presented in accordance with institutional or Service policy
and local law.

May 93
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