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ALL AMC IRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:
 
1. Conduct the research in accordance with the protocol, applicable laws and regulations, and the principles of research ethics as set forth

in the Belmont Report. If you have any questions regarding applicable laws or principles, hold enrollment and contact the Office of
Research Affairs.

2. Although a participant is not obliged to give his or her reasons for withdrawing prematurely from the clinical trial, the investigator should
make a reasonable effort to ascertain the reason, while fully respecting the participants rights.

3. Unless consent has been waived, conduct the informed consent process without coercion or undue influence, and provide the potential
subject sufficient opportunity to consider whether or not to participate. (Due to the unique circumstances of research conducted at
international sites outside the United States and Canada where AMC IRB approved materials are translated into the local language, the
following requirements regarding consent forms bearing the AMC IRB approval stamp and regarding certification of translations are not
applicable.)

a. Use only the most current consent form bearing the AMC IRB "APPROVED" stamp.

b. Provide non-English speaking subjects with a certified translation of the approved consent form in the subject's first language.
The translation must be approved by AMC IRB.

c. Obtain pre-approval from AMC IRB for use of recruitment materials and other materials provided to subjects.

4. Obtain pre-approval from AMC IRB for changes in research.

5. Obtain pre-approval from AMC IRB for planned deviations and changes in research activity as follows:

If this research is federally funded or conducted under an FWA, obtain pre-approval from AMC IRB for all planned deviations and
changes in research activity, except where necessary to eliminate apparent immediate hazards to the human subjects. OHRP
considers all planned protocol deviations to be changes in research that need prior IRB review and approval.

If this research is not federally funded and not conducted under an FWA, obtain pre-approval from AMC IRB for any planned
deviations that could adversely affect the rights, safety or welfare of subjects, or the integrity of the research data and any
changes in the research activity, except where necessary to eliminate apparent immediate hazards to the human subjects. FDA has
not adopted the policy that all planned protocol deviations are changes in research that need prior IRB review and approval.

Deviations necessary to eliminate apparent immediate hazards to the human subjects should be reported within 10 days.

6. Promptly report to AMC IRB all unanticipated problems (adverse events, protocol deviations and violations and other problems) that
meet all of the following criteria:

a. Unexpected (in terms of nature, severity or frequency);

b. Related or possibly related to participation in the research; and

c. Suggests that the research places subjects or others at a greater risk of harm than was previously known or recognized.

7. Provide reports to AMC IRB concerning the progress of the research, when requested.

8. Ensure that prior to performing study-related duties, each member of the research study team has had training in the protection of
human subjects appropriate to the processes required in the approved protocol.

 
Federal regulations require that AMC IRB conduct continuing review of approved research. You will receive Continuing
Review Report forms from the Office of Research Affairs. These reports must be returned even though your study may not
have started.


