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Figure 11.2 Sample Letter from Dr. Amy Gutmann to Department/Agency Liaison
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Dr. Warren Lux
March 25, 2011
Page -2-

3. Identify the international standards with which the Agency complies or that it
considers in guarding the health and well-being of human participants in
scientific studies supported by the Agency, and any additional guidances,
policies, summaries, or explanations of the same that the Agency may
distribute.

The Commission is to deliver its final report later this year, and is, therefore,
working under a very tight deadline. The Commission would very much appreciate if
you could supply the above-requested information by April 27, 2011. The Commission
staff would be happy to accept information on a rolling basis as soon as it is available and
work with you to facilitate these requests.

A member of the Commission staff will contact you to follow up on these
requests. The Commission staff will also contact you with any further requests for
information if they arise. In the meantime, please do not hesitate to contact Ms. Valerie
Bonham, the Commission’s Executive Director, at (202) 233-3962 or
Valerie.Bonham@bioethics.gov if you have any questions.

In addition, as described in the enclosed Federal Register notice, the Commission
has requested public comment on the Federal and international standards for protecting
the health and well-being of participants in scientific studies supported by the Federal
Government. The Commission welcomes the Agency to submit comments and
information in response to this request for public comment as well.

Thank you in advance for your help and consideration.

Sincerely,

Enclosures
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Table 11.1 Responsive Data Receivedt

DEPARTMENT/ UNIT
AGENCY

Agency for
International
Development

Central Intelligence
Agency

Consumer Product
Safety Commission

Department of Agricultural Research Service
Agriculture

Economic Research Service

National Institute of Food and Agriculture

Department of
Commerce

Department of
Defense

Department of Institute for Educational Sciences

Education
Office for English Language Education
Office for Elementary and Secondary Education
Office for Innovation and Improvement

Office for Postsecondary Education
(including Fulbright-Hays fellowships)

Office of Planning, Evaluation &
Policy Development

Office of Safe and Drug Free Schools

Office for Special Education and Rehabilitative
Services (including National Institute for
Disability and Rehabilitation Research)

Office for Vocational and Adult Education

Department of
Energy

DATA SUBMITTED TO RPD

FY06 | FYO7 | FY08 | FY09 | FY10
Y Y Y Y Y

N N N N N
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y

N-None N-None N-None N-None N-None

N N N N Y
N N N N Y
Y Y Y Y Y
N N N N Y
N N N N Y
N Y Y Y Y
N N N N N
Y Y Y Y Y

T “Y”indicates that the department/agency or unit submitted data to the RPD for the given fiscal year. “N-None”
indicates that the department/agency or unit informed the Commission that it did not support human subjects research
in the given fiscal year. “N” indicates that the department/agency or unit did not submit data to the RPD for the given
fiscal year. The CIA did not submit project-level data to the Commission’s database because these data are confidential
(although not classified). Letter from V. Sue Bromley, Associate Deputy Director, CIA to Amy Gutmann, Ph.D., Chair,
PCSBI. (November 15, 2011). ED did not upload data as summarized here, but also reported that “OESE, Oll, OPEPD and
OVAE have very few studies that fall under the Common Rule.” Jeffery Rodamar, ED, to Michelle Groman, PCSBI. (2011,
September 14). E-mail Correspondence. DHS reported that it had “no earlier data” than FY07. Richard Legault, DHS, to
Michelle Groman, PCSBI. (2011, September 15). E-mail Correspondence.
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DEPARTMENT/ UNIT DATA SUBMITTED TO RPD
AGENCY
FY06 | FYO7 | FY08 | FY09 | FY10

Department of Agency for Healthcare Research and Quality Y Y Y Y Y
Health and Human
Services Assistant Secretary for Preparedness and Y Y Y Y Y

Response

Centers for Disease Control and Prevention Y Y Y Y Y

Centers for Medicare and Medicaid Services N-None N-None N-None N-None N-None

Food and Drug Administration Y Y Y Y Y
Health Resources and Services Administration Y Y Y Y Y
Indian Health Service* Y Y Y Y Y
National Institutes of Health Y Y Y Y Y
0ASH National Vaccine Program Office Y Y Y N-None N-None
Office of Adolescent Health® N-None N-None N-None N-None Y
Office of Population Affairs Y Y Y Y Y
Substance Abuse & Mental Health Services N-None N-None N-None N-None N-None

Administration

Department of N Y Y Y Y
Homeland Security
Department of Office of Healthy Homes & Lead Hazard Control Y Y Y Y Y
Housing and Urban
Development Office of Policy Development and Research Y Y Y Y Y
Department of Bureau of Prisons Y Y Y Y Y
Justice

Federal Bureau of Investigation Y Y Y Y Y

Office of Community Oriented Policing Services  N-None N-None N-None N-None N-None
Office of Justice Programs? Y Y Y Y Y

Office on Violence Against Women N-None N-None N-None N-None N-None

* Within [HS, the Billings Area Office did not support human subjects research in FY09.

§  Because itis a “new” office, 0AH did not have FY06-FY09 data to report. Amy Farb, OAH, to Michelle Groman,
PCSBI. (2011, August 5). E-mail Correspondence. OAH. About the Office of Adolescent Health. Retrieved from
http://www.hhs.gov/ash/oah/about-us/ (last accessed December 8, 2011) (“OAH was established through the
Consolidated Appropriations Act of 2010, within the Office of the Assistant Secretary for Health.”).

T Within 0JP, the Bureau of Justice Assistance did not support human subjects research in FY07, FY08, or FY10
and the Office of Victims of Crime did not support human subjects research in FY06.

continued
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Table Il.1 Responsive Data Received®

DEPARTMENT/
AGENCY

Department of
Transportation

Department of
Veterans Affairs

Environmental
Protection Agency

National
Aeronautics
and Space
Administration

National Science
Foundation

Social Security
Administration

Federal Aviation Administration

Federal Highway Administration

Federal Motor Carrier Safety Administration
Federal Railroad Administration

Maritime Administration

National Highway Traffic Safety Administrationtt

Research and Innovative Technology
Administration

Ames Research Center
Johnson Space Center
Kennedy Space Center

Langley Research Center

DATA SUBMITTED TO RPD

Y Y Y Y Y
Y Y Y Y Y
N-None Y Y Y Y
Y Y Y Y Y
N-None N-None N-None N-None N-None
Y Y Y Y Y
Y N-None Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y
Y Y Y Y Y

T “Y”indicates that the department/agency or unit submitted data to the RPD for the given fiscal year. “N-None”
indicates that the department/agency or unit informed the Commission that it did not support human subjects
research in the given fiscal year. “N” indicates that the department/agency or unit did not submit data to the RPD for
the given fiscal year. The CIA did not submit project-level data to the Commission’s database because these data are
confidential (although not classified). Letter from V. Sue Bromley, Associate Deputy Director, CIA to Amy Gutmann,
Ph.D., Chair, PCSBI. (November 15, 2011). ED did not upload data as summarized here, but also reported that “OESE,
0ll, OPEPD and OVAE have very few studies that fall under the Common Rule.” Jeffery Rodamar, ED, to Michelle
Groman, PCSBI. (2011, September 14). E-mail Correspondence. DHS reported that it had “no earlier data” than FY07.
Richard Legault, DHS, to Michelle Groman, PCSBI. (2011, September 15). E-mail Correspondence.

+

=4

NHTSA data for FY06-FY09 does not include information about safety-related studies involving human

subjects. Lori Putnam, DOT, to Michelle Groman, PCSBI. (2011, December 1). E-mail Correspondence.
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Table 11.2 Data Fields and Instructions

1. Study ID# Enter a unique study identification number such as IRB or institute protocol number, IND number,
or other unique identifier assigned by the Department/Agency. Note that award number is
acceptable here but, because it is requested separately, an alternative identifier is preferred. NCT
number is also acceptable here but, if available, should be provided in the “NCT#” field as well.

2. NCT# Enter NCT number, if available. For trials entered in ClinicalTrials.gov, ClinicalTrials.gov
[N/A'is option] assigns a unique NCT identifier of the form NCTxxxxxxxx where each x is a numeric digit.
Enter N/A if the Department/Agency does not maintain this data, or it is not readily available.

3. Title of Study Enter the title of the study, as maintained by the Department/Agency. “Title of Study” is
intended to be as specific as possible, with protocol title preferred. Award title may be
substituted for protocol title when necessary. It is understood that an award may support

more than one protocol.

4. Abstract Enter the study or award abstract if it is readily available. Enter N/A if the Department/
[N/A is option] Agency does not maintain this data, or it is not readily available.
5. PI(s) Enter the name or names of the study’s principal investigator(s). Names may be provided
in any format, and can be separated by a “,” or “;”.
6. Year Xof Y Enter the duration of the study, for example, “Year 2 of 4.” “X” should be entered in
[N/A is option] reference to the fiscal year for which the Department/Agency is reporting. That means,

for example, that a study reported in FY06 as “Year 2 of 4,” would be reported in FY07 as
“Year 3 of 4.” Enter N/A if the Department/Agency does not maintain this data, or it is not
readily available. If the full duration of the study is unknown, enter N/A for “Y.”

7. Exemptor Non-Exempt  Enter Ex if the study is human subjects research “exempt” from 45 CFR 46 or applicable

[Ex/N] agency regulations. Enter N if the study is non-"exempt.” Enter N/A if the Department/
[N/A'is option] Agency does not maintain this data, or it is not readily available.

8. Total # Sites Enter the total number of locations where the study is being conducted, which may not
[N/A'is option] correspond to where the approving IRB is located. Enter N/A if the Department/Agency

does not maintain this data, or it is not readily available.

9. Site Country Enter all countries in which the study is being conducted. Enter each country in a separate row.
[N/A'is option] Enter N/A if the Department/Agency does not maintain this data, or it is not readily available.

10. # Sites Enter the total number of locations where the study is being conducted in the listed
[Per Country] country. Enter N/A if the Department/Agency does not maintain this data, or it is not
[N/A is option] readily available.

11. # Participants Enter the total number of participants in the listed country in the relevant fiscal year. There
[Per Country] is no need to list participants for each site within the country separately. Enter N/A if the
[N/A'is option] Department/Agency does not maintain this data, or it is not readily available.

12. ARRA Funded by Enter Y if Department/Agency funding (if any) for the study is from American Recovery
Reporting Entity? and Reinvestment Act (ARRA) funds. Enter N if Department/Agency funding (if any) for the
[Y/N] study is not from American Recovery and Reinvestment Act (ARRA) funds.

13. Other Fed Funding? Enter Y if this study was funded in the reported fiscal year by another federal funder, in
[Y/N] whole or in part. Enter N if this study was not funded in the reported fiscal year by another
[N/A'is option] federal funder, in whole or in part. Enter N/A if the Department/Agency does not maintain

this data, or it is not readily available.
1

&

. Source of Other Fed If this study was funded in the reported fiscal year by another federal funder, in whole or in

Funding? part, select the Department/Agency that is the source of that federal funding. If more than
one, enter each Department/Agency that is the source of other federal funding in a separate
row. Select “Other” if the Department/Agency that is the source of other federal funding is
not listed in the drop-down menu and, if known, enter its name in the “Other Comments” field.

If this study was not funded in the reported fiscal year by another federal funder, in whole

or in part, leave blank.
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Table 11.2 Data Fields and Instructions

FIELD INSTRUCTIONS

15. Other Fed Funder If this study was funded in the reported fiscal year by another federal funder, in whole or in
Identifier part, enter a study identification number assigned to the study by the Department/Agency
[N/A'is option] that is the source of other federal funding, such as award number or IRB protocol number,

if known and readily available. Enter N/A if not known or readily available.

If this study was not funded in the reported fiscal year by another federal funder, in whole
or in part, leave blank.

16. Other Non-Fed Enter Y if this study was funded in the reported fiscal year by another non-federal funder, in
Funding? whole or in part. A non-federal funder could be, for example: foreign, state, or local governments
[Y/N] or university, industry, non-profit, or philanthropic organizations. Enter N if this study was not
[N/A'is option] funded in the reported fiscal year by another non-federal funder, in whole or in part. Enter N/A

if the Department/Agency does not maintain this data, or it is not readily available.

17. Intramural or Enter | if the study is considered intramural by the Department/Agency. Enter E if the
Extramural study is considered extramural by the Department/Agency. “Intramural,” generally, means
[I/E/B] internal agency research programs. “Extramural,” generally, means research supported

by the Department/Agency through grant, cooperative agreement, contract, interagency
agreement of any type, and “other transaction authority,” e.g., 10 U.S.C. 2371 (DOD). For
studies funded with both intramural and extramural monies, enter B.

18. Total Intramural If intramural, enter the Department/Agency’s intramural funding of the study in the
Study $ in FY from reported fiscal year. Do not include funding from other federal or non-federal sources.
Reporting Entity This may be “0.” If the Department/Agency does not track total study funding by project,
[N/A is option] aggregate amounts by fiscal year are acceptable, e.g., laboratory or program. Please

provide an explanation in the “Other Comments” field. Enter N/A if the Department/Agency
does not maintain this data, or it is not readily available.

If extramural, leave blank.
19. Award ID# If extramural, enter unique identification number assigned to the award by the

Department/Agency. “Award” means grant, cooperative agreement, contract, interagency
agreement of any type, and “other transaction authority,” e.g., 10 U.S.C. 2371 (DOD).

If intramural, leave blank.

20. Award Institution If extramural, enter the name of the institution receiving the award.
If intramural, leave blank.

21. Award Title If extramural, enter the title of the award, as maintained by the Department/Agency.
If intramural, leave blank.

22.Total Award $ in FY If extramural, enter the amount of award extramural funding in the reported fiscal year.
If intramural, leave blank.

23. Total Extramural If extramural, enter the Department/Agency’s extramural funding of the study in the reported
Study $ in FY from fiscal year. Do not include funding from other federal or non-federal sources. This may be “0.”
Reporting Entity Enter N/A if the Department/Agency does not maintain this data, or it is not readily available.

[N/Ais option] If intramural, leave blank.

24. Direct Award $in FY  If extramural and “Total Study $” is not given, enter the amount of direct award funding in
[N/A'is option] the reported fiscal year. Enter N/A if the Department/Agency does not maintain this data,
or it is not readily available.

If “Total Study $” is given, leave blank. If intramural, leave blank.
25. Indirect Award $ in FY  If extramural and “Total Study $” is not given, enter the amount of indirect award funding

[N/A'is option] in the reported fiscal year. Enter N/A if the Department/Agency does not maintain this
data, or it is not readily available.

If “Total Study $” is given, leave blank. If intramural, leave blank.

26. 0ther Comments Enter any necessary explanations, as well as any additional information that may be
helpful to the Commission about the listed study.

If no other comments, leave blank.
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Table I1.3 SRA Methodology

Values as Stored in Database

SPREADSHEET FIELD

DATABASE FIELD

VALUE AS STORED IN
DATABASE

VALUE FOR ANALYSIS

(INVERSE OF VALUE
STORED)

Study ID#
NCT #

Title of Study
Abstract
PI(s)

Year X

Year Y

Exempt or Non-Exempt
Total # of Sites

ARRA Funded by
Reporting

Other Fed Funding
Other Non-Fed Funding

Intramural or
Extramural

Total Intramural Study
$inFY

Award ID#

Award Institution

StudyID
NCT
Title
Abstract
Pl
Year_X

Year_Y

Exempt

Sites

Arra

Other_Fed_Funding

Other_NonFed_Funding

Funding_Type

Intramural_Funding

Award_ID

Award_Inst

As supplied
As supplied
As supplied
As supplied
As supplied

Integer => As Supplied; N/A
=> NULL

Integer => As Supplied; N/A
=> NULL

Ex=>1;N=>0;
N/A =>NULL

Integer => As Supplied; N/A
=> NULL

Y=>1,N=>0

Y=>1;N=>0; NA=>
NULL

Y =>1; N=>0; N/A=>NULL

As Supplied

IF FUNDING TYPE ==
E=>NULL

IF FUNDING TYPE ==

1,B {Money Value => As
Supplied, without dollar
formatting; N/A => NULL}

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE ==E,B =>
As Supplied

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE ==E,B =>
As Supplied

As supplied
As supplied
As supplied
As supplied
As supplied

Integer => As Supplied;
NULL => N/A

Integer => As Supplied;
NULL => N/A

1=>Ex;0=>N;
NULL =>N/A

Integer => As Supplied;
NULL => N/A

1=>Y;0=>N

1=>Y;0=>N; NULL =>
N/A

1=>Y;0=>N; NULL => N/A

As Supplied

IF FUNDING TYPE ==
E=>NULL

IF FUNDING TYPE ==
1,B {Money Value => As
Supplied; NULL => N/A}

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE == E,B =>
As Supplied

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE == E,B =>
As Supplied

continued
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Table 11.3 SRA Methodology

Values as Stored in Database

SPREADSHEET FIELD

DATABASE FIELD

VALUE AS STORED IN
DATABASE

VALUE FOR ANALYSIS

(INVERSE OF VALUE
STORED)

Award Title

Total Award $ in FY

Total Extramural Study
$in FY from Reporting
Entity

Direct Award $ in FY

Indirect $ in FY

Other Comments

182

Award_Title

Total_Funding

Extramural_Funding

Direct_Funding

Indirect_Funding

Comments

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE ==E,B =>
As Supplied

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE ==

E,B {Money Value => As
Supplied, without dollar
formatting; N/A => NULL}

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE ==

E,B {Money Value => As
Supplied, without dollar
formatting; N/A => NULL}

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE == E,B
and EXTRAMURAL _FUNDING
== N/A => { Money Value =>
As Supplied, without dollar
formatting; N/A => NULL}

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE == E,B
and EXTRAMURAL _FUNDING
== N/A => {Money Value =>
As Supplied, without dollar
formatting; N/A => NULL}

As Supplied

IF FUNDING TYPE == | =>
NULL

IF FUNDING TYPE == E,B =>
As Supplied

IF FUNDING TYPE ==
=> NULL

IF FUNDING TYPE ==
E,B {Money Value => As
Supplied: NULL => N/A}

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE ==
E,B {Money Value => As
Supplied; NULL => N/A}

IF FUNDING TYPE ==
=>NULL

IF FUNDING TYPE == E,B and
EXTRAMURAL_FUNDING ==
N/A => {Money Value => As
Supplied; NULL => N/A}

IF FUNDING TYPE ==1
=>NULL

IF FUNDING TYPE == E,B and
EXTRAMURAL_FUNDING ==
N/A => {Money Value => As
Supplied; N/A => NULL}

As Supplied
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Table 1.4 Empirical Advisory Group

Robert M. Califf, MD

Vice Chancellor for Clinical Research
Duke University Medical Center
Director, Duke Translational
Medicine Institute

Ruth Faden, Ph.D., M.P.H.

Philip Franklin Wagley Professor
of Biomedical Ethics

Director, Johns Hopkins Berman
Institute of Bioethics

Professor, Department of Health Policy
and Management

Johns Hopkins Bloomberg

School of Public Health

Professor, Department of Medicine
Johns Hopkins School of Medicine

Kenneth A. Getz, M.B.A.

Founder and Board Chair

The Center for Information and Study
on Clinical Research Participation
Senior Research Fellow

Tufts Center for The Study of

Drug Development

Tufts University Medical School

Christine Grady, R.N., Ph.D.*

Acting Chief of the Department of Bioethics

National Institutes of Health
Clinical Center

* Commission member

Philip W. Lavori, Ph.D.
Professor, Health Research and Policy
Stanford School of Medicine

Bernard Lo, M.D.

Professor of Medicine

Director, Program in Medical Ethics
University of California San Francisco
National Program Director, Greenwall
Faculty Scholars Program in Bioethics

Kathleen M. MacQueen, Ph.D., M.P.H.
Senior Scientist, Behavioral &

Social Sciences

Coordinator of Interdisciplinary
Research Ethics

FHI 360

Daniel P. Sulmasy, M.D., Ph.D.*
Kilbride-Clinton Professor of Medicine
and Ethics, Department of Medicine and
Divinity School

Associate Director, The MacLean Center
for Clinical Medical Ethics

University of Chicago
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Appendix I1I: U.S. Treatment/Compensation for Treatment Methods

Department of Defense

Title 32: National Defense, Part 108
- Health Care Eligibility Under the
Secretarial Designee Program and
Related Special Authorities (2010)

DOD Instruction Number 6000.08
(2007)

Department of Veterans Affairs
38 CFR §17.85 (2002)

Medicare

Program Memorandum
Intermediaries/Carriers: Claims
Processing Instructions for Carriers,
DMERCS, Intermediaries and Regional
Home Health Intermediaries (RHHIs)
for Claims Submitted for Medicare
Beneficiaries Participating in Medicare
Qualifying Trials (2000)

National Aeronautics and Space
Administration

NASA Procedural Requirements
7100.1 Protection of Human Research
Subjects (Revalidated 7/7/08)

National Institutes of Health

Sheet 6 - Guidelines for Writing
Informed Consent Documents (2006)

University of California Los Angeles

Guidance and Procedure: Treatment
and Compensation for Research
Related Injury (last updated July 26,
2011)

184

“Because subjects may be injured while participating in Cl research, for
research involving more than minimal risk as determined by the IRB having
jurisdiction over the study, include in every intramural (in-house) CIP
protocol an arrangement for treatment of any research-related injuries.
Such arrangement in the protocol may be that all subjects are eligible DoD
healthcare beneficiaries, that they are granted Secretarial designation as
DoD healthcare beneficiaries under applicable Service regulations, or that
specific obligations for such treatment have otherwise been undertaken.”
Section 6.2.4 (2007).

“VA medical facilities shall provide necessary medical treatment to a
research subject injured as a result of participation in a research project
approved by a VA Research and Development Committee and conducted
under the supervision of one or more VA employees.” Part 17 Sec. 17.85(a).

“This NCD states that Medicare covers: ... 2) reasonable and necessary
items and services used to diagnose and treat complications arising from
participation in a/l clinical trials.” Background.

“Routine costs DO include (and are therefore covered): ... ltems and
services that are medically necessary for the diagnosis or treatment of
complications arising from the provision of an investigational item or
service.” Clinical Trial Services that Qualify for Coverage Section 2.

“The Pl may ensure that the subject or the subject’s beneficiaries receive
compensation by means of insurance, worker’s compensation, or the like in
the event that the subject suffers iliness, disease, injury, loss, or death as a
direct result of the research. The lack of this provision may serve as a basis
for disapproval of the research. Such provisions for compensation shall be
required for all studies performed at a NASA Center, uses NASA equipment
or facilities, or for which a NASA employee or on-site contractor is the
principal investigator.” Section 9.1.4.

The Clinical Center of the NIH will provide short-term medical care for any
injury resulting from your participation in research here. ... In general,

no long-term medical care or financial compensation for research-related
injuries will be provided by the National Institutes of Health, the Clinical
Center, or the Federal Government. Section 4(s).

“The University of California will provide to any injured subject any and all
medical treatment reasonably necessary for any injury or illness which a
human subject suffers as a direct result of participation in an authorized
University activity covered by University policy on the protection of

human subjects in research or reimburse the subject for the costs of such
treatment, except when the injury or iliness is a consequence of a medical
research procedure which is designed to benefit the subject directly.
University of California Policy on Treatment and Compensation for Injury in
Research 1.
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University of Washington
Human Subjects Manual, Section VII

Wake Forest University

Research Related Injury
Operational Policy and Procedure
(last revised 2007)

“The University’s policy on compensation for adverse events to human
subjects is intended primarily to provide necessary medical care to subjects
who sustain bodily injury as a direct result of participation in a research
project.” Section VII(G).

“It is the position of the Wake Forest University School of Medicine
(WFUSM) Institutional Review Board (IRB) that for any research study it
approves and determines to be of greater than minimal risk, provisions
must be made for the coverage of reasonable costs for the necessary
treatment for illnesses, adverse events or injuries that results from
medications, devices, interventions, procedures, or tests that the
research study subject would not have been exposed to had he or she not
volunteered to participate in the research study.” Research Related Injury.

“For research studies of greater than minimal risk that are industry
sponsored, provisions must be made for the coverage of reasonable costs
for the necessary treatment for iliness, adverse events or injuries that
results from medications, devices, interventions, procedures, or tests that
the research study subject would not have been exposed to had he or she
not volunteered to participate in the research study protocol.” Research
Related Injury 2. [Bold added]

“The Wake Forest University School of Medicine maintains limited liability
insurance coverage to provide for the treatment of research related injuries
that occur as a result of participation in non-sponsored research (e.g. NIH
or Departmental).” Research Related Injury 3. [Bold added]

185



MORAL SCIENCE Protecting Participants in Human Subjects Research

Appendix IV: International and Transnational Requirements for
Treatment and Compensation for Research Injuries

Australia

Note for Guidance on Good Clinical Practice
CPMP/ICH/135/95 (2000)

National Statement on Ethical Conduct in Human
Research (2007)

Austria
Austrian Drug Law (2009)
Federal Act on Medical Devices (as amended 2011)

Belgium

Law Relating to Experimentation on Humans,
Chapter XVII (Responsibility and Insurance)
(2004)

Bosnia/Herzegovina

Medicinal Products and Medical Devices Act
(2008)

Brazil

Rules on Research Involving Human Subjects
(Res. CNS 196/96 and others) (2003)

Bulgaria

Law on the Medicinal Products in Human
Medicine (2007, amended through 2011)

Canada

Tri-Council Policy Statement: Ethical Conduct for
Research Involving Humans (2010)

China
Good Clinical Practice (Board Order No. 3) (2003)

cloms’

Council for International Organizations of
Medical Sciences (CIOMS), International Ethical
Guidelines for Biomedical Research Involving
Human Subjects (2002)

Council of Europe*

Convention for the Protection of Human Rights
and Dignity of the Human Being with regard to the
Application of Biology and Medicine: Convention
on Human Rights and Biomedicine (1997)

Additional Protocol to the Convention on Human
Rights and Biomedicine concerning Biomedical
Research, Article 13, CETS No. 195 (2005)

International standard setting body
* Supranational European body
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Institutions must be satisfied that sponsors of trials have made

the indemnity or insurance and compensation arrangements
required by CPMP/ICH Note for Guidance on Good Clinical Practice
[recommending that care be provided, and that compensation be
provided in accordance with local requirements], /SO 74155 Clinical
Investigation of Medical Devices [requiring disclosure of provisions
made for compensation] and the TGA. Art. 3.3.24 (2007).

The sponsor must have personal injury insurance to cover any
injuries that may be caused to life or health of the subject by the
tests carried out in the clinical trial and for which the clinical
investigator too would be liable if at fault. Art. 47(1) (2011).

Before commencing the experiment, the sponsor shall enter into

an insurance contract which covers this liability, and the liability

of every person intervening in the trial, irrespective of the nature

of the affiliation between the intervening person, the sponsor and
the subject. Art. 29.2.

Prior to commencement of the testing, the legal entity performing
the clinical testing of the medical device and the sponsor of the
clinical testing shall insure their liability against any possible
damages which might be caused to the participant or participants
in the clinical trial. Art. 116.

The researcher, the sponsor and the institution must assume full
responsibility for providing comprehensive care to the research
subjects, as regards complications and injury resulting from
foreseen risks. Art. V.5.

The contracting authority and the principal researcher shall have
insurance covering their liability for property or non-property
damages to the study subjects caused in or on the occasion of
the conduct of the clinical test. Art. 91.

The information generally required for informed consent includes:
... (j) information about any payments, including incentives for
participants, reimbursement for participation-related expenses
and compensation for injury. Art. 3.2.

The sponsor should provide insurance for the subjects
participating in clinical trials so that injured subjects do not bear
the cost of treatment and so they may receive corresponding
economic compensation. Art. 43.

Investigators should ensure that research subjects who suffer
injury as a result of their participation are entitled to free

medical treatment for such injury and to such financial or other
assistance as would compensate them equitably for any resultant
impairment, disability or handicap. Guideline 19.

The person who has suffered damage as a result of participation
in research shall be entitled to fair compensation according to the
conditions and procedures prescribed by law. Art. 31 (2005).
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Croatia
Clinical Trials and Good Clinical Practice (2003)

Declaration of Helsinki - World Medical
Association’

59t WMA General Assembly Seoul, Korea (2008)

Denmark

The Danish Liability for Damages Act (2005,
amended 2006 and 2007)

Danish Act on the Right to Complain and Receive
Compensation within the Health Service (2009)
Estonia

Medicinal Products Act (2004; amended most
recently in 2010)

Conditions and Procedure for Conducting Clinical
Trials of Medicinal Products, Regulation No. 23
of the Minister of Social Affairs (2005)
European Union*

Directive 2001/20/EC of the European
Parliament and of the Council (2001)

Finland

Patient Injuries Act (586/1986; amendments up
t0 1100/2005 included) (amendments through
2005)

France

Biomedical Research (Loi Huriet-Sérusclat),
Articles L1121-1 to L1126-7 (2004)

Germany
Medicinal Products Act (The Drug Law) (2009)

Hungary

Act XCV of 2005 on Medicinal Products for
Human Use and on the Amendment of Other
Regulations Related to Medicinal Products
(2005)

International standard setting body
Supranational European body

The Central Ethics Committee, in the approval process of clinical
testing, will determine: the existence of insurance compensation
in case of injury, death or treatment of subjects that is related to
clinical trials. Art. 12.

The protocol should include information regarding ... provisions
for treating and/or compensating subjects who are harmed as a
consequence of participation in the research study. Section B.14.

Compensation shall be paid pursuant to the provisions of this Part
to patients or the bereaved families of patients who suffer injury
in Denmark in connection with examination, treatment or the like
carried out... Individuals taking part in biomedical trials that do
not form part of the diagnosis or treatment of their iliness shall
have the same status as patients. Part 3 §§19(1), (2) (2009).

The sponsor of a clinical trial of a medicinal product shall
guarantee the trial subjects health insurance protection in the
event of damage to health related to the trial. §90(9) (2004).

A clinical trial may be undertaken only if, in particular: ... (f)
provision has been made for insurance or indemnity to cover the
liability of the investigator and sponsor. Art. 3.2(f).

The Patient Injuries Board is responsible for issuing
recommendations for decisions on individual claims at the
request of a claimant... and for issuing, when requested by a
court or one of the parties involved, statements on compensation
claims which are being processed in court. Section 11a(1).

Requires that entities both private (e.g. industry, individuals, or
private institutions) and public (government or nongovernmental
institutions) serving as sponsors must obtain insurance to cover
the costs for all damages or injuries arising from the performance
of the trial.

The clinical trial of a medicinal product may only be conducted on
human beings if and as long as: ... 8. in the event that a person

is killed or a person’s body or health is injured during the course
of the clinical trial, an insurance policy which provides benefits,
even when no one else is liable for the damage, exists .... Section
40(1).

The sponsor of a clinical trial shall obtain sufficient liability
insurance coverage for any damages that may occur in
connection with the clinical trial from an insurance company
that is established or has a branch in any Member State of the
European Economic Area ... . The liability insurance policy shall
afford sufficient cover for any and all potential claims for damage
in connection with the clinical trial. Section 3(5).
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Iceland

Regulation on Clinical Trials of Medicinal
Products in Humans No. 443 (2004)

ICH Harmonised Tripartite Guideline:
Guideline For Good Clinical Practice E6(R1)

International Conference on Harmonisation
of Technical Requirements for Registration of
Pharmaceuticals for Human Use (1996)

India

Ethical Guidelines for Biomedical Research on
Human Participants (2006)

Institute of Medicine’

Responsible Research: A Systems Approach to
Protecting Research Participants (2002)

Ireland

Statutory Instruments, S.I. No. 190 of 2004,
European Communities (Clinical Trials on
Medicinal Products for Human Use) (2004)

Israel

Guidelines for Clinical Trials in Human
Subjects (2006)

Italy

Minimum Requirements for Insurance Policies
to Protect the Subjects Participating in Clinical
Trials of Medicines (2009)

Japan

Pharmaceutical Administration and Regulations
in Japan (2011)

International standard setting body
* Supranational European body
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Subjects participating in a clinical trial of a medicinal product
must be sufficiently insured against conceivable damage to their
health resulting from the trial. The principal investigator or, as the
case may be, the investigator shall be responsible for ensuring
satisfactory insurance coverage. Art. 5.

During and following a subject’s participation in a trial, the
investigator/institution should ensure that adequate medical care
is provided to a subject for any adverse events ... related to the
trial. Art. 4.3.2.

The sponsor’s policies and procedures should address the costs
of treatment of trial subjects in the event of trial-related injuries
in accordance with the applicable regulatory requirement(s).
Art. 5.8.2.

The sponsor whether a pharmaceutical company, a government,
or an institution, should agree, before the research begins, in the
a priori agreement to provide compensation for any physical or
psychological injury for which participants are entitled or agree
to provide insurance coverage for an unforeseen injury whenever
possible. Chapter lIl, Section VI.

Organizations conducting research should compensate

any research participant who is injured as a direct result

of participating in research, without regard to fault.
Compensation should include at least the costs of medical
care and rehabilitation, and accrediting bodies should include
such compensation as a requirement of accreditation.
Recommendation 6.8.

In preparing its opinion, the ethics committee shall consider,

in particular, the following matters: ... (k) the provision made
for indemnity or compensation in the event of injury or death

attributable to the clinical trial; (I) any insurance or indemnity
to cover the liability of the investigator and sponsor.... Part 3,
Section 13(6).

A commercial company entering into an agreement with a
medical institution and/or Investigator to conduct a clinical trial
shall insure its legal liability pursuant to the laws of Israel against
claims filed by clinical trial participants and/or third-party claims
in connection with the clinical trial, whether during the course of
the trial or thereafter. Appendix 2.

The clinical trial sponsor must submit to the ethics committee a
certificate of insurance. ... The insurance policy must provide
coverage to specific compensation for injuries. Arts. 1.1, 1.2.

Insurance coverage and other measures required for
compensation in cases of trial-related injury must be undertaken
beforehand. Chapter 3, page 101.
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Latvia

Cabinet Regulation No. 289: Regulations on
Conducting Clinical Trials and Non-Interventional
Studies and Labeling of Investigational
Medicinal Products, and Procedure for
Conducting Inspections on Compliance with the
Requirements of Good Clinical Practice (2010)

Lithuania

Principal Investigators and Biomedical
Research Customers in Civil Liability Insurance
Rules (2000)

Macedonia (Republic of)

On the Manner and the Procedure for
Clinical Trials on Medicinal Products and the
Documentation (2009)

Netherlands

Rules for Compulsory Insurance in Medical
Research Involving Human Subjects (2003)

Medical Research Involving Human Subjects
Act (WMO) (2006)
New Zealand

Health Research Council: Guidelines on Ethics
in Health Research (2002, revised 2005)

Injury Prevention, Rehabilitation, and
Compensation Act (2001, amended 2007)
Philippines

Philippine Council for Health Research
and Development, National Guidelines for
Biomedical/Behavioral Research (2000)

National Ethical Guidelines for Health
Research (2006)

Poland

Pharmaceutical Law of 6 September 2001
(amended through 2008)

Russia

On Medicinal Products, Federal Law No. 86-FZ
(2006)

International standard setting body
Supranational European body

The sponsor shall ensure that provisions have been made for
insurance and indemnity to cover the liability of the investigator
and sponsor. The sponsor is not responsible for a deliberate or
accidental injury to a subject caused by the investigator or other
individuals involved in the clinical trial. Art. 22.

Liability Compulsory Insurance Regulations govern the principal
investigators and biomedical research customers’ compulsory
insurance contract, the conditions of the contract, the parties -
the insurer and the insured, the pre-contractual and contractual
rights and obligations, and the insured person’s rights and
obligations. Art. I.1.

The application for granting approval for the clinical trial of
the medicinal product referred to in Paragraph 1 of this Article
shall contain: ... 14. evidence that the trial subjects had been
insured by the applicant in case of occurrence of damage to
the investigator’s health (damage or death of the trial subject).
Section 11(7), Art. 24.

The trial shall not be conducted unless at the time of its
commencement a contract of insurance has been entered into
covering losses due to death or injury resulting from the trial.
Such insurance need not cover injury which is inevitable or
almost inevitable, given the nature of the trial. Section 7.1.

The Injury Prevention, Rehabilitation, and Compensation Act
2001 (IPRC Act), provides cover for treatment injuries caused
as part of a clinical trial where an accredited ethics committee
has approved the trial and is satisfied that the trial was not to
be conducted principally for the benefit of the manufacturer or
distributor of the medicine or item being trialed. Art. 5.6 (2005).

The investigator shall provide the following information to the
potential subject, using language that can be understood: ... w.
That treatment will be provided free of charge for specified types
of research-related injury or for complications associated with
the research, the nature and duration of such care, the name

of the organization or individual that will provide the treatment,
and whether there is any uncertainty regarding funding of such
treatment; x. In what way, and by what organization the subject
or the subject’s family or dependents will be compensated for
disability or death resulting from such injury (or, when indicated,
that there are no plans to provide such compensation). Art. 1.2
(2006).

The Bioethics Committee shall consider, in particular: ... (9) the

level of the indemnity or compensation in the event of injury or
death attributable to participation in the clinical trial. Art. 37r(2).

The legal basis for conducting clinical trials of medicinal products
consists of the following documents: 5) civil liability insurance of
persons carrying out clinical trials of the drug. Article 38.1
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¥

Singapore
Medicines (Clinical Trials) Regulations (2000)

Slovakia

On Healthcare, Healthcare-Related Services
and on the of Certain Laws, Act No. 576/2004
Coll. (2004)

South Africa

Guidelines on Ethics for Medical Research:
General Principles (2002)

South Korea

Guideline for Korean Good Clinical Practice
(2000)

Spain

Royal Decree 223/2004 of 6 February Regulating
Clinical Trials with Medicinal Products (2004)

Law 14/2007, of 3 July, on Biomedical Research
(2007)

Switzerland

SR 812.214.2 Ordinance on Clinical Trials of
Therapeutic Products (2010)

Taiwan

Human Research Ethics Policy Guidelines (2007)
Medical Care Act (2009)

Uganda

National Guidelines for Research Involving
Humans as Research Participants - Uganda
National Council for Science and Technology
(2007)

Ukraine
On Medicines, No. 3323-VI (2011)

United Kingdom

The Medicines for Human Use (Clinical Trials)
Regulations, 2004 No. 1031 (2004)

International standard setting body
Supranational European body
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The subject is entitled to a full and reasonable explanation of the
following: ... (j) any compensation and treatment available to
the subject in the event of injury arising from participation in the
clinical trial. Art. 14(1).

The instructions prior to informed approval must contain
information on ... (h) measures intended for ensuring adequate
compensation in the case of damage of the health of the research
participant in connection with his/her participation in this
research. Art. 27(2).

In the event of significant injury, the participant should be entitled
to receive compensation regardless of whether or not there was
negligence or legal liability on any other basis. Art. 10.6.2.2.

If required by the applicable regulatory requirement(s), the
sponsor shall provide insurance or shall indemnify (legal and
financial coverage) the investigator/the institution against
claims arising from the trial, except for claims that arise from
malpractice and/or negligence. Art. 32.

A clinical trial with investigational medicinal products may only
be undertaken if insurance or other financial cover has previously
been taken out to include any trial-related injury or loss occurring
to the person in whom it is to be conducted... . Art. 8(1) (2004).

The developer is liable for injuries to a research subject in the
context of a clinical trial through insurance to cover liability. Arts.
7(1), 7(2).

In the case that violation by juridical persons in medical care
results in damage or injury, the offender shall be responsible for
compensation. Art. 112 (2009).

Research participants shall be entitled to compensation when
the injury is classified as ‘Probably’ or ‘Definitely’ related

to their participation in the research project. Sponsors shall
ensure that research participants who suffer injury as a result

of their participation in the research project are entitled to free
medical treatment for such injury and to such financial or other
assistance as would compensate them equitably for any resultant
impairment, disability or handicap. Art. 7.5.

The sponsor of the clinical trial shall, prior to its performance,
make an Agreement on Insurance of Health and Life of the
Patient (the Volunteer), according to the procedure envisaged by
the legislation. Art. 8.

In preparing its opinion, the committee shall consider, in
particular, the following matters... (i) provision for indemnity or
compensation in the event of injury or death attributable to the
clinical trial. Art. 15(5)(i).
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