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Declaration of Hela084 (

WMA DECLARATION OF HELSINKI - ETHICAL PRINCIPLES FOR
MEDICAL RESEARCH INVOLVING HUMAN PARTICIPANTS |

23. The protocol must be submitted for consideration, comment, guidance, and approval to the concerned
research ethics committee before the research begins. This committee must be transparent in its
functioning and must have the independence™>gd authority to resist undue influence from the researcher,
the sponsor, or others. The committee must have SQilicient resources to fulfill its duties, and its members
and staff must collectively have adequate education, o qualifications, and diversity to effectivel
evaluate each type of research it reviews.

The committee must have sufficient familiarity with local circu
member of the general public. It must take into consideration the €
standards of the country or countries in which the research is to be pe
international norms and standards, but these must not be allowed to re(
protections for research participants set forth in this Declaration.

approval to the concerned resee
committee before the study b

When collaborative research is performed internationally, the research g
research ethics committees in both the sponsoring and host countries.

The committee must have the right to monitor, recommend changes to,
ongoing research. Where monitoring is required, the researcher must prd
and/or competent data and safety monitoring entity, especially about any serious adverse events. No
amendment to the protocol may be made without consideration and approval by the committee. After the
end of the research, the researchers must submit a final report to the committee containing a summary of
the findings and conclusions.

https://www.wma.net/jpalstieswke claratitofhelsinki/ 10



CIOMS guideln(

REQUIREMENTS FOR ESTABLISHING
RESEARCH ETHICS COMMITTEES
AND FOR THEIR REVIEW
OF PROTOCOLS

, must bermally establisimebigive
gl ot bt st s i e s e adequate mandate and support

to assess their ethical acceptability, unless they qualify for an exemption from ethical
review (which may depend upon the nature of the research and upon applicable law or

i) B ittt e s 2 timely and competent aecemling

reviews as necessary, for example, when there are significant changes in the protocg

e s e s s s clear and transparent prozed

Research ethics committees must be formally established and given adequate mandate
and support to ensure timely and competent review according to clear and tfransparent
procedures. Committees must include multidisciplinary membership in order to competently
review the proposed research. Committee members must be duly qualified and regularly
update their knowledge of ethical aspects of health-related research. Research ethics
committees must have mechanisms to ensure independence of their operations.

Research ethics committees from different institutions or coun tries should establish
efficient communication in cases of externally sponsored and multi-centre research.
In externally sponsored research, ethical review must take place in both the host and the
sponsoring institution.

Research ethics committees should have a clear procedure for researchers or sponsors
to make legitimate appeals against the decigions of research ethics committees. 17
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