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Supervisory responsibilities

— Providing guidance and advice to individual
members

— Arrangement of an adequate financial and
administrative structure to support the
research

— Responsibility for the scientific integrity of the
whole research project
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Supervisory responsibilities

- Check the details of experimental procedures and the
validity of the data or observations reported by members of
the group, including periodic reviews of primary data

“Negotiation of sponsored research agreements is not
one of the responsibilities of the investigator. That is a
function of the Office of Research”
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Special Obligations in Human
Subject Research

« Should receive a formal scientific review, usually at
the department or school level, prior to its review by

the IRB

* Protocols involving human subjects must be
approved in advance by the University

Institutional Review Board (IRB)
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Special Obligations in Human
Subject Research

* Ensuring that the research is conducted
according to the research design as approved by

IRB
 The existence of conflicts should also be

disclosed to the research sponsor, to research
subjects, and to members of the research team

* Protocol should include a plan for managing
potential conflicts of interest

Dunn CM, Chadwick GL. Protecting Study Volunteers in Research: A Manual for
Investigative Sites 3 rd Edition



Primary Obligation

- Ensuring that study subjects are
adequately protected

- Ensuring that studies must be scientifically
sound and likely to yield valid results.

Dunn CM, Chadwick GL. Protecting Study Volunteers in Research: A Manual for
Investigative Sites 3 rd Edition
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Protection of the privacy
and confidentiality

is an ethical duty



Recruitment Issues

e Identifying & Recruiting

— Methods used to identify subjects may violate
potential subjects’ privacy

— Being approached by researcher in a public setting
could violate potential subjects’ privacy
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Information with an expectation of privacy
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Identifying & Recruiting

 Inform patients by physician or hospital staff
« Advertisement

 Letter/postcard : inappropriate for sensitive
Issues e.g. STD, drug abuse etc



Advertisement

- No misleading text

- No overstatement of benefit

- No claim of safety, efficacy ,
equivalence or superiority

- No overemphasis of payment

The National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research April 18, 1979
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Advertising to recruit subjects should
generally be limited to

- The name and address of the investigator and/ or
research facility

- The purpose of study or condition under study

- A brief description of eligibility requirements

- Time commitment required of participants

- Whom to contact for more information

The National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research April 18, 1979



Informed consent ...ICH GCP
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Consent Process
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e Informed consent process
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- Protocol adherence
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- Confidentiality of data
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Confidentiality Tusuiae
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