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Protection of human subjects is the responsibility of:

Roles & Responsibility



Investigator:
Qualifications and Agreements

• qualified by education, training, and experience to assume 
responsibility for the proper conduct of the trial

• provide evidence of such qualifications through up-to-date 
curriculum vitae and/or other relevant documentation

• familiar with the appropriate use of the investigational product(s), 
as described in the protocol, in the current Investigator's 
Brochure

• aware of Good Clinical Practice &
the applicable regulatory requirements

• must permit monitoring and auditing by 
the sponsor, and inspection by the 
appropriate regulatory authority(ies)

• maintain a list of appropriately qualified 
persons to whom the investigator has 
delegated significant trial-related duties



Investigator:
Qualifications and Agreements



Investigator:
Communication with the IRB

• have written and dated approval from the IRB for the 
research application, written informed consent form, 
consent form updates, subject recruitment procedures 
(e.g., advertisements), and any other written information to 
be provided to subjects

• provide / update (if any) the IRB 
with a current copy of the 
Investigator's Brochure. 

• provide the IRB with all documents
subject to review according to the 
IRB’s requirements



IEC - IRB:
Composition

• consist of a reasonable number of members, who 
collectively have the qualifications and experience to 
review and evaluate the science, medical aspects, and 
ethics of the proposed trial  - recommended compositions:

– At least five members.
– At least one member whose 

primary area of interest is in a 
nonscientific area.

– At least one member who is 
independent of the institution
/trial site.

• Only those IRB/IEC members who 
are independent of the investigator 
and the sponsor of the trial should 
vote/provide opinion on a trial-related matter.
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Protocol Review



Regulation& Guidelines: CIOMS



Regulation& Guidelines: CFR



Types of Review
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