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' Research ethics workshop. Wellcome Trust/KEMRI Programme, Kilifi, Kenya, 12 March
2004 [www.wellcome.ac.uk/assets/wtx022954.pdf]

2 Field MJ, Behrmsn RE, editors. Ethical conduct of clinical research involving children.
Washington DC: National Academies Press, 2003, page 211-228.
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CIOMS’s Guideline 7: Inducement to participate

Subjects may be reimbursed for lost earnings, travel
costs and other expenses incurred in taking part in a
study; they may also receive free medical services.
Subjects, particularly those who receive no direct
benefit from research, may also be paid or otherwise
compensated for inconvenience and time spent. The
payments should not be so large, however, or the
medical services so extensive as to induce prospec-
tive subjects to consent to participate in the research
against their better judgment (“undue inducement”).
All payments, reimbursements and medical services
provided to research subjects must have been ap-
proved by an ethical review committee.
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* University of Manitoba. Research Ethics Guideline.

* Saunders CA, Sugar A M, Thompson PD, Weijer C, Yaes R J, Dickert N,
Grady C. What’s the Price of a Research Subject? N Engl J Med 1999;
341:1550-1552, Nov 11, 1999 Extract | Full Text
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www.lmicenter.com/mcontents/marticle.php?headtitle=mcontents&id=107907]
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¢ ABPI. Guidelines for medical experiments in nonpatient-human volunteers. [http://
www.rmianz.co.nz/abpiguidelines.pdf]
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CIOMS’s Guideline 19: Right of injured subjects to treat-
ment and compensation
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 handi-
cap. In the case of death as a result of their participation,
their dependants are entitled to compensation. Subjects
must not be asked to waive the right to compensation.
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7 Clinical trial compensation guideline [http://www.sahealthinfo.org/ethics/
booklappen4.htm]
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® Sponsor shall indemnify and hold harmless Institution, its
staff, officers, agents, representatives and employees (“Indemni-
ties”) from and against any loss, damages, and expenses of claims
and suites (including reasonable attorney fees) resulting from in-
jury to a patient alleged to have been directly caused or contrib-
uted to by the Study provided, however,

a) That Indemnitees have adhered to and complied with
all applicable federal, state and local regulations;

b) That the study drug(s) or procedures were adminis—
tered in accordance with the Protocol;

¢) That Sponsor is promptly notified of any such claim
or suit by letter forwarded to address set forth in this agreement;

d) That Indemnitees cooperate in a reasonable manner
in the investigation and defense any such claim or suit;

e) That Sponsor retains the right to defend the lawsuit in
any manner it deems appropriate, including the right to retain
counsel of its choice; and

f) That Sponsor shall have the sole right to settle the

8 UK Department of Health/Universities UK. Responsibilities, liabilities and risk
management in clinical trials of medicine. [http://www.mhra.gov.uk/home/groups/1-
unitl/documents/websiteresources/con009387.pdf]

® U of Washington [http://www.washington.edu/research/hsd/topics_ae.php#com]



claim, however, Sponsor shall not admit fault on the Indemnitees
behalf without Indemnitees advanced written permission.

Sponsor’s obligation of indemnification shall not extend to
any loss, damage or expense resulting from the negligence, willful
malfeasance or malpractice by the Indemnitees.

® The Institution agrees to indemnify, defend and hold harm-
less the sponsor and its directors, employees and agents from any
and all liabilities, claims and actions arising from negligence or
willful misconduct of the Institution or its directors, employees or
agents in connection with the Clinical Trial or the failure by the
Institution or its employees or agents to perform in accordance
with the Clinical Trial, good clinical practices or any applicable
law and regulation. Institution shall have sole control over the
defense and settlement of any claim or action for which indemni-
fication is provided and shall provide a diligent defense against
any claims brought or actions or filed with respect to the subject
of the indemnity contained herein.

a) Sponsor shall notify Institution in writing promptly
upon receipt of any liability, claim or action for which indemni-
fication is sought.

b) Sponsor shall fully cooperate with Institution and
Institution’s legal representative in the investigation and defense

of any claim or action covered under this Agreement. In the event

a claim or action is or may be asserted, Sponsor and its directors,
employees and agents shall have the right to select and to obtain
representation by separate legal counsel. If Sponsor or its direc—
tors, employees or agents exercise such right, all costs and ex—

penses for such separate counsel shall be borne by Sponsor.
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