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HULARI92197 expedited review 'l awisnglu Federal
Register / Vol. 63, No. 216 / Monday, November 9, 1998 /
Notices 60353 (http://www.hhs.gov/documents/110908.pdf) ﬁ’h
Categories of Research that may be reviewed by the
Institutional Review Board (IRB) through an Expedited Review
Procedure ﬁdf:

Research Categories :

(1) Clinical studies of drugs and medical devices only
when condition (a) or (b) is met.

(a) Research on drugs for which an investigational
new drug application (21CFR Part 312) is not required. (Note:
Research on marketed drugs that significantly increases the
risks or decreases the acceptability of the risks associated with
the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an
investigational device exemption application (21 CFR Part 812)
is not required; or (ii) the medical device is cleared/approved
for marketing and the medical device is being used in
accordance with its cleared/approved labeling. Lwifmﬁuﬂitﬁﬁ
Lﬁ&lﬂ’ﬂ&ltéﬂd ‘Iﬁ%ﬂﬂ@ﬂ’ﬁﬂ6N§Uﬂ17NL§UdﬁLﬁﬂﬁ]’mﬂ’]ﬂfﬂ’]@nw
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vad CIOMS Guidelines anisznaudayaues a. fillas
A%y (Council for International Organizations of Medical
Sciences (CIOMS). International Ethical Guidelines for

Biomedical Research Involving Human Subjects. Geneva:
CIOMS; 2002, Guideline 14, pp. 24, 98) CIOMS na13 1391
Phase |V trials are conducted after the national drug
registration authority has approved a drug for distribution or
marketing. These trials may include research designed to
explore a specific pharmacological effect, to establish the
incidence of adverse reactions, or to determine the effects of
long-term administration of a drug. Phase |V trials may also be
designed to evaluate a drug in a population not studied
adequately in the pre-marketing phases (such as children or the
elderly) or to establish a new clinical indication for a drug.
Such research is to be distinguished from marketing research,
sales promotion studies, and routine post-marketing
surveillance for adverse drug reactions in that these categories
ordinarily need not be reviewed by ethical review committees
(see Guideline 2).
Guideline 2: Ethical review committees
All proposals to conduct research involving human
subjects must be submitted for review of their scientific merit
and ethical acceptability to one or more scientific review and
ethical review committees. The review committees must be
independent of the research team, and any direct financial or
other material benefit they may derive from the research should
not be contingent on the outcome of their review. The
investigator must obtain their approval or clearance before
undertaking the research. The ethical review committee should
conduct further reviews as necessary in the course of the

research, including monitoring of the progress of the study.
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The investigator or study staff will be considered to have
a financial conflict of interest if the investigator, investigator's
immediate family, the study staff, or the study staff’s family

A. Has a financial interest in the research with value
that cannot be readily determined (for example, stock that is
not publicly traded);

B. Has a financial interest in the research with value
that exceeds $10,000 other than payments for conducting the
trial as outlined in the clinical trials agreement;

C. Has a financial interest in the research with value
that exceeds 5% ownership;

D. Has received or will receive compensation with value
that may be affected by the outcome of the study;

E. Has a proprietary interest in the research, such as a
patent, trademark, copyright, or licensing agreement;

F. Has received or will receive payments other than
payment for the conduct of clinical
that exceed $10,000 in the last 365 days;

research from the sponsor

G. Is an employee of the agency or company
sponsoring the research;

H. Is on the board of directors of the sponsor;

I. Has a financial interest that requires disclosure to the
sponsor or funding source; or

J. Has any other financial interest that the investigator
believes may interfere with his or her ability to protect subjects.

g ueazidna len http://www.wirb.com/content/
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#4 US FDA muuadnminidnld v & Muszidoasu
élss Financial Disclosure by Clinical Investigators : Guidance
for Industry-Financial Disclosure by Clinical Investigators, http://

www.fda.gov/Regulatorylnformation/Guidances/ucm126832.html

fo
Disclosable Financial Arrangements :

1) Compensation made to the investigator in which the
value of compensation could be affected by study
outcome.

2) A proprietary interest in the tested product, including,
but not limited to, a patent, trademark, copyright or
licensing agreement.

3) Any equity interest in the sponsor of a covered study,
i.e., any ownership interest, stock options, or other
financial interest whose value cannot be readily
determined through reference to public prices. This
requirement applies to all covered studies, whether
ongoing or completed;

4) Any equity interest in a publicly held company that
exceeds $50,000 in value. The requirement applies to
interests held during the time the clinical investigator
is carrying out the study and for 1 year following
completion of the study; and

5) Significant payments of other sorts, which are
payments that have a cumulative monetary value of
$25,000 or more made by the sponsor of a covered
study to the investigator or the investigators’ institution
to support activities of the investigator exclusive of
the costs of conducting the clinical study or other
clinical studies, (e.g., a grant to fund ongoing research,
compensation in the form of equipment or retainers
for ongoing consultation or honoraria) during the
time the clinical investigator is carrying out the study
and for 1 year following completion of the study.
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Wauny definition V84 conflict of interest ﬁ WHO
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What is a conflict of interest? (Source: Declaration of
Interests for WHO Experts)

Conflict of interest means that the expert or his/her
partner (“partner” includes a spouse or other person with
whom s/he has a similar close personal relationship), or the
administrative unit with which the expert has an
employment relationship, has a financial or other interest
that could unduly influence the expert's position with
respect to the subject-matter being considered. An
apparent conflict of interest exists when an interest would
not necessarily influence the expert but could result in the
expert's objectivity being questioned by others. A potential
conflict of interest exists with an interest which any
reasonable person could be uncertain whether or not
should be reported.

Different types of financial or other interests,
whether personal or with the administrative unit with which
the expert has an employment relationship, can be
envisaged and the following list, which is not exhaustive, is
provided for your guidance. For example, the following
types of situations should be declared:

e a current proprietary interest in a substance,
technology or process (e.g. ownership of a patent),
to be considered in - or otherwise related to the
subject-matter of - the meeting or work;

* acurrent financial interest, e.g. shares or bonds, in
a commercial entity with an interest in the subject-
matter of the meeting or work (except share
holdings through general mutual funds or similar
arrangements where the expert has no control over
the selection of shares);

* an employment, consultancy, directorship, or other
position during the past 4 years, whether or not
paid, in any commercial entity which has an interest
in the subject-matter of the meeting/work, or an
ongoing  negotiation  concerning  prospective
employment or other association with such
commercial entity;

» performance of any paid work or research during
the past 4 years commissioned by a commercial
entity with interests in the subject-matter of the
meetings or work; =

* payment or other support covering a period within k=
the past 4 years, or an expectation of support for
the future, from a commercial entity with an interest gzg
in the subject-matter of the meetings or work, even sl
if it does not convey any benefit to the expert
personally but which benefits his/her position or gzg
administrative unit, e.g. a grant or fellowship or =
other payment, e.g. for the purpose of financing a=

post or consultancy.
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Forum for Ethical Review Committee in Thailand

(FERCIT)
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08:00-8:30
08:30-8:45
08:45-9:45

09:45-10:45

10:45-11:00
11:00-12:00
12:00-13:00
13:00-14:00

14:00-14:15
14.15-15:00

Registration

Open Ceremony

Evolution of Research Ethics and
Basic Ethical Principles and Thai
regulation

Initial Review of the Protocol,
Expedited review process,
Exempted from ethical review,
Role and Responsibility of EC,
Investigator and Sponsor
Break

Annual Meeting of FERCIT
Lunch

Informed consent process and
Vulnerable group

Break

Case Discussion of Informed
consent and Privacy and
Confidentiality
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08:00-08:20
08:20-09:10

09:10-10:00
10:00-10:10
10:10-10:40
10:40-11:10
11:10-12:00
12:10-13:00

13:00-14:00

14:00 -15:30

Registration

Risk/benefit Assessment in
Clinical trial

Social science and epidemiology
research

Break

Genetic Research

Traditional and alternative
medicine research

Continuing Review; Protocol
violation/deviation; Protocol
amendment

Lunch

Conflict of Interest and How to
Manage COI
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Clinical Trial: EC Perspective
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