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Q. What is the NIH's policy regarding
research-related injuries?

A. The following standard CC minimum language
is part of the consent template and must be used:
“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,
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the Clinical Center, or the Federal Government.
However, you have the right to pursue legal
remedy if you believe that your injury justifies

such action.”

- KEOBRBFICBITDZI TR
O RMEHIZZ LELIEXKDOX S Iric#
NEOENS, NS EFE—HICABEDNEEZS
NAE3NEZEATHS, [2]

(&)

“Treatment for research related injury will be
made available. Costs associated with this
treatment will be billed to your insurance company.
Costs not covered by your insurance company will

be your responsibility.”

(KB EHE N D D) only costs  “that are a
direct result of taking the study medication and are
not covered by your medical or hospital insurance
coverage, provided you have followed all the
instructions of the study doctor and his or her
staff.”

“If you are physically injured by the study drug or
properly performed study procedures and you have
not caused the injury by failing to follow the
directions of the study personnel, the sponsor will
cover the reasonable medical expenses necessary to
treat the injury. No other compensation such as lost
wages or payments for emotional distress is offered
by the sponsor, but you do not waive any legal
rights by signing this consent form.”

(BBREVRBEFEEOREZA > TN &
EAFILRTNE RSBV LR BENN
H%.)

“In the event of a treatment-related injury, [the
sponsor] will reimburse you only for medical
expenses for the treatment of bodily injuries that
are not mentioned in this consent form as potential
side effects and that are directly caused by the use
of [the study drug]... Compensation for medical
expenses shall not be deemed an admission of fault

or liability by [the sponsor] or affiliates.”
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(TB) 102 a2 BT 5 129 DG HEHT BT BHR,
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B2 AVFORBEREOBBIMI L7y —MEAEOER (5]

Yes EE AT ANB &L

Investigator  fii B2 & B (KB /CRO

TTIE (n=30) = BB (@=27)
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CMEUH (841

Pt Tt
{idi % Nt MOUAZEE PR Nt HDTUA T P
4 8  147(1.08-2.01) 0015 ** 5 165 (1.09-2.50) 0.018 **
N3 8 1.28(0.88-1.87)  0.193 5 1.10(0.38-3.17) 0.862
SIS 7 033(0.15-0.74) 0007 *** 5 0.35(0.18-0.71) 0.004 ***
HEEL 6  0.68(0.36-1.28)  0.238 3 1.40(0.26-7.53) 0.695
HEN 7 146(L12-1.90) 0005 *** 3 1.76(0.46-6.80) 0.410
Bl 2 3.33(0.80-138)  0.097 * 1 10.4 (0.63-170) 0.101
Mgl 4 2.18(0.88-695)  0.084 * 1 4.45(0.26-75.6) 0.302
(g 6  0.89(0.60-1.34)  0.585 4 0.86(0.15-4.88) 0.868
foatid 3 0.53(0.20-1.40)  0.198 N/A

GKEMEREERAEY (T4H)
BRI TR

HEER Nt HAUARZET P Nt HOTURZEE Pl
e 5 1.09(0.91-1.31) 0357 4 0.88(0.42-1.85) 0.734
TH 4 0.71(0.36-1.40)  0.329 3 152(0.74-3.10) 0.253
PLEiEA 4 031(0.13-0.73)  0.008 *** 3 0.23(0.13-0.40) <0.001 ***
g 3 0.70(0.45-1.08)  0.109 2 0.63(0.29-1.33) 0.224
BE N 4 106(0.41-2.73) 0905 3 1.42(0.63-3.19) 0.402
L 2 299(0.71-12.6) 0135 1 7.37(1.07-53.4) 0.042 **
TN} 2 251(0.89-7.12) 0083 * 1 856(0.54-137) 0.129
e 2 417(0.05-374) 0533 1 0.22(0.07-0.72) 0012 **
LUT 3 0.79(0.17-3.65)  0.762 2 0.56(0.10-2.98) 0.494
LESRIBUE R (740D

HERE 2 AL

R Nt HABUAZEE P Nt #OrURZE: PHA
ik 7 1.87(0.99-3.56)  0.055 * N/A
R 7 L34(0.79-2.27)  0.273 N/A
S s 6  0.74(0.28-1.95)  0.540 N/A
fEfe 4 0.77(0.27-2.22)  0.633 N/A
HEN 5 644(2.90-143) <0001 *** N/A
ol 3 1.33(0.81-219)  0.264 N/A
Nk 5 1.73(0.92-327) 0089 * 1A
fidnd 6 1.92(1.13-324) 0015 ** N/A
[l N/A N/A

LA BEHEEE S AREE (3R

WEER 75 REE

FHEESE Nt HAUAZRY P Nt HAVAZE: Pl
jieEaA 12 093(0.74-1.18)  0.569 N/A

F# 12 1.03(0.82-1.30)  0.79 N/A
L2LEEE S 7 0.36(0.24-0.53)  <0.001 *** N/A
R 11 0.88(0.70-1.12) 0310 N/A
BHEWN 5 256(0.47-139) 0277 N/A
Bl 10 1.03(0.76-1.39)  0.834 N/A
Th{: 12 L15{0.87-1.53) 0327 N/A
Lot 8 L16{0,72-187) 0.550 N/A
MM 1 284(0.16-512) 0479 N/A

N.ARFE (164 11)

BRI A AR 3
fli g Nt MBUAZLEY P Nt MU ZZEY Pl
Bt 15 L79(1.17-2.73)  0.007 *** 12 205(1.09-3.87) 0.026 **
P 13 0.96(0.52-1.76)  0.8%0 10 1.07(0.55-2.07) 0.847
BEIZ 12 1.00(0.42-237) 1000 10 0.59(0.26-1.34) 0210
P23 9 099(0.74-134) 0959 5 0.64(0.25-1.59) 0.332
BEL 12 L78(1.30-2.44) <0001 *** 10 1,65(1.18-2.32) 0.004 ***
ML 11 1.39(0.85-226) 0.186 9 1.00(0.46-2.17) 0.997
Mg i 11 0.80(0.42-151) 0495 8 1,09 (0.57-2.09) 0.797
i 10 109(0.51-231) 0829 8 0.82(0.37-1.81) 0.626
{5 13 0.76(0.56-1.03) 0075 * 10 0.53(0.39-0.72)  <0.001 ***

T RPTONI, HAUATEERDD DI U6,
+ BAE ) A7 T DerSimonian-Laird @ 41EE W RS, FHARK 93% CL
*:p<0.1; **:p<0.05; ***:p<0.01.
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1. John’s Hopkins University
AT7F—LFAERNDHARSA TR TROEHDH DDH,
Web address

hitp://www . hopkinsmedicine.org/institutional review board/about/compliance monitoring/policy gui

dance/guidelines policies.html

//www.hopkinsmedicine.or

onsent_i.html

(%)
III.  'What are the basic elements of informed consent that are required in a written informed consent
document and in most oral consent scripts?

The Johns Hopkins Medicine Institutional Review Boards require investigators to include the consent
requirements established by DHHS (45 CFR 46.116) and FDA regulations (21 CFR 50.20). These
include the following eight required elements:

1a) A statement that the study involves research;

1b) An explanation of the purposes of the research;

1c) The expected duration of the participant's participation;

1d) A description of the procedures to be followed;

1e) Identification of any procedures which are experimental;

2) A description of any reasonably foreseeable risks or discomforts to the participant;

3) A description of any benefits to the participant or to others which may reasonably be expected from the
research;

4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be
advantageous to the participant;

5a) A statement describing the extent, if any, to which confidentiality of records identifying the participant
will be maintained;

Sb) If the research is subject to FDA regulation, a statement that notes the possibility that the FDA may
inspect study records (Research is FDA regulated if it involves the use of any drugs or medical devices
other than the use of approved drugs and medical devices in the course of medical practice, or if the data
will be submitted to or held for inspection by the FDA.)

6a) For research involving more than minimal risk, an explanation as to whether any compensation is
available;

6b) An explanation as to whether any medical treatments are available if injury occurs;

6¢) If so, what they consist of, or where further information may be obtained;

7a) An explanation of whom to contact for answers to pertinent questions about the research and research
participants' rights;

7b) Whom to contact in the event of a research-related injury to the participant;

8a) A statement that participation is voluntary;

8b) A statement that refusal to participate will involve no penalty or loss of benefits to which the
participant is otherwise entitled; and

8c) A statement that the participant may discontinue participation at any time without penalty or loss of
benefits to which the participant is otherwise entitled.

(&R)
m A4>7+x—AFA2E2 bOEXNGEAR

_71_
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2. Duke University

(R )

(3R)

POLICY STATEMENT REGARDING COMPENSATION
OR MEDICAL TREATMENT IN THE EVENT
OF INJURY DUE TO PARTICIPATION

IN A RESEARCH STUDY
01/03/2008

“Immediate necessary medical care is available at Duke University Medicai
Center in the event that you are injured as a result of your participation in this
research study. However, there is no commitment by Duke University, Duke
University Health System, Inc., or your Duke physicians to provide monetary
compensation or free medical care to you in the event of a study-related injury.
Further information concerning this and your rights as a research subject can be
obtained from the Duke University Health System Institutional Review Board
(IRB) Office at (919)668-5111."

RS ICEMICH T HREBEE ICxT S #ENILERICE T S policy statement

R RADBMICEH (T EBEICH U TRIAICHEILERIE Duke university Medical Center T
(352 EMTES, LML, Duke University, Duke University Health System, Inc., X (& Duke D EERf
BE£BNTHEANRHERBUIIAEEBHTARARI SATEEDA.

3. Georgetown University

(%)

p.10-8 (p.50)

(FR)

p- Compensation for Injury. GU’s IRBs will provide subjects with accurate

information about the availability or absence of compensation and/or treatment
for injury occurring as a result of the research that it reviews.

“Injury” may include physical injury, psychological harm, social harm, or harm
to one’s dignity, depending upon the nature of the research.

Principal investigators at GU have an obligation to make every effort to
prevent study-related injuries and illnesses. If a subject is injured or becomes
ill while participating in research and the illness or injury is due to this
participation, emergency care will be provided at the usual charge. The costs of
emergency care will be charged to the subject or the subject’s health insurer.
No funds are available from GU, Georgetown University Hospital or their
affiliates, the District of Columbiga, or the Federal government to compensate
subjects for a study-related injury or illness. Where a research sponsor agrees
to pay the costs of care for research related injury or illness, the terms will be
clearly spelled out in the informed consent document.

HEHEEO/-OHOHE
GU OEBRETEMORIIHABRICEEL —EBRHEESCHERREALT 5-HDICHRAROBNZETT
SEELDH D, BEICENB, TOHRBAOBMICHEVEREICRBREENSELAISSICE. &
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FEOHEARTHIARET O HBEADIR MIBEREE LU (FHBRBORMREENIILD,
HERICBAE L2 BEPHEMBD/=8HIC GU. Georgetown University Hospital X (TZ4 5 DOBIE (&,

DC. EHBRADSBEBRENHED/ZHDIILNTEN, HBDORAR B —HERICBEL 2R

REEPEBDICODARREXIND CLICRB LSS . EOERSFEFAT7+—A RO Y

FOXEICEEE LA TNIEZ SN,

4. Washington University
IRB DAAR A T AT DERBANHLD L,

(&%)

iii. Required elements for informed consent
Informed consent disclosures must include all of the following 8
elements, when applicable, as required by 45 CFR 46.116 (a) or
21 CFR 50.25 (a) as applicable.

6. For research involving more than minimal risk, an explanation as
to whether any compensation and an explanation as to whether
any medical treatments are available if injury occurs and, if so,
what they consist of, or where further information may be
obtained;

(&R)
il A>7x—ARAVEY MCVLERAS

6. MRIIVRIZHS D, REBZEOHERWARICHTIHANRITONS,
5. UCLA

(3R #)

B. From University Policies on the Protection of Human Subjects

5. Emergency Care and Compensation for Injury
The University policy on treatment and compensation for injured Research subjects must appear on all
consent forms for studies in which there is a more than minimal risk of biomedical harm.

(5RO
WERERE(CBT S policy

RBEHELZ(FT-HBEBRBOBESHMEICD VT, biomedical harm DU R D3H D Z & HERHL
SNTVWBRABXEBICRELS TRESAEN,
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