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HHS announces proposal to update rules govern-
ing research on study participants
Proposed changes enhance protections for individ-
uals involved in research, while modernizing rules
and improving efficiency
The U.S. Department of Health and Human Ser-
vices today announced proposed revisions to the
regulations that govern research on individuals
who participate in research.
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The current regulations that protect individuals who
participate in research, which have been in place
since 1991, are followed by 18 federal agencies
and are often referred to as the Common Rule.
They were developed at a time when research was
predominantly conducted at universities, colleges
and medical institutions, and each study gener-
ally took place at a single site. The expansion
of research into new scientific disciplines, such
as genomics, along with an increase in multisite
studies and significant advances in technology,
has highlighted the need to update the regulatory
framework. Notably, a more participatory model of
research has also emerged, with individuals look-
ing for more active engagement with the research
enterprise.
In July 2011, HHS issued an Advance Notice of
Proposed Rulemaking to seek the public’s input on
updating the Common Rule. The Notice of Pro-
posed Rulemaking (NPRM) issued today reflects
that input and requests comments for HHS to
consider as it drafts the final rule.
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The protection of research participants is of para-
mount importance. Medical advances would not
be possible without individuals who volunteer to
participate in research. This NPRM proposes to
modernize the current regulations by enhancing
the ability of individuals to make informed decisions
about participating in research, while reducing un-
necessary burdens by streamlining the regulatory
requirements for low-risk research.
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Changes proposed in the NPRM issued today
include:

* Strengthened informed consent provisions
to ensure that individuals have a clearer
understanding of the study’s scope,
including its risks and benefits, as well as
alternatives to participating in the study.
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* Requirements for administrative or IRB re-
view that would align better with the risks

of the proposed research, thus increasing
efficiency.
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* New data security and information pro-
tection standards that would reduce the
potential for violations of privacy and
confidentiality.
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* Requirements for written consent for use
of an individual’s biological samples, for
example, blood or urine, for research with
the option to consent to their future use for
unspecified studies.
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* Requirement, in most cases, to use a
single institutional review board for multi-
site research studies.
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*  The proposed rule would apply to all clini-
cal trials, regardless of funding source, if
they are conducted in a U.S. institution
that receives funding for research involv-
ing human participants from a Common
Rule agency.
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HHS will take public comment on this NPRM for

90 days, beginning Sept. 8.
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Developing Good governance system to promote ethic in

clinical research.
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Preparing informed consent forms for better information
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Informed consent issues in research in a clinical trial unit
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Introduction of an IRB Electronic Submission and Ar-
chiving System
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Off-label Drug Use: Its Ethical Implications and Need for

Further Research-Patricia Khu
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Ethical and Legal issues in Kidney Transplantation and
Research
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November 24, 2015

THAILAND (11)

o v o o Renewal
sl,umsﬂsm;muq@mﬂ umswauswma‘[ﬂamas‘@mu AT

NTINMIITTIINATE  aninendsvauunwmduaunisilasy |- Faculty of Medicine Research Ethics Committee,

« L s aaa o o Chiang Mai University [Chiang Mai]
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CER/FERCAP recognition L&z re-recognition 2. Research Institute for Health Sciences (RIHES)
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(W.8.2559) fingainwey/. 3. Central Research Ethics Committees (CREC)
[Bangkok]
mﬁﬁﬁ 4. Vajira Institutional Review Board (VIRB), Faculty

of Medicine, Vajira Hospital [Bangkok]

5. Ethics Committee of the Faculty of Tropical
Medicine, Mahidol University [Bangkok]

6. Khon Kaen University Ethics Committee for Hu-
man Research (KKU EC) [Khon Kaen]

7. The Ethics Review Committee for Research In-

volving Human Research Subjects, Chulalongkorn
University (ERCCU) [Bangkok]

New

1. 'The Research Ethics Review Committee of
Queen Sirikit National Institute of Child Health

[Bangkok]

2. Institutional Review Board of Prasat Neurological
Institute IRBPNI) [Bangkok]

3. Khon Kaen Hospital Institutional Review Board
in Human Research [Khon Kaen]

4. Ethics Review Board, Baromarajonani College of
Nursing Nopparat Vajira [Bangkok]

CHINA (21), INDIA (3), INDONESIA (2), JAPAN (1),
'PHILIPPINES (12), SOUTH KOREA (4), SRI LANKA (2)
TAIWAN (5)
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