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Dr. Sujatha Sridhar
Practicum Requirements

Register for the IRB practicum in the semester you anticipate completion (obtain approval code from Deborah Garcia). Please contact Dr. Sridhar (Sujatha.Sridhar@uth.tmc.edu) at least 2 weeks before you plan to begin.  She will work with you to determine which meetings you will attend (3 required).  You will be assigned one study protocol for each meeting.  The protocol will be sent to you at the end of the week preceding the assigned IRB meeting.  
For each of 3 IRB meetings (held on Friday afternoons at McGovern Medical School)
You are expected to:
1. Review the assigned protocol in detail and write a protocol review from the perspective of the IRB. (see guidelines below).  Include your anticipated IRB recommendation.
2. Discuss the assigned protocol and your review with director. (usually immediately before the IRB meeting)

3. Attend the entire IRB meeting. You are there to observe, and not expected to actively participate in the meeting or to offer your opinion unless specifically asked to do so by the IRB chair.
4. After the meeting, analyze the discussion and comments of the protocol, compare to your previously prepared review.  Addend your protocol review with a written summary of the actual IRB assessment and decision.  You may add in any noteworthy comments or observations about the discussion of other protocols. Submit the final protocol review (usually 1-2 pages) to Dr. Sridhar within 1 week of the IRB meeting to receive credit.
You must complete all 2 protocol reviews within 6 months to receive credit.  Inform Deb once you have completed the requirements. 

Required Readings

1. Emanuel EJ, Wendler D, Grady C.  What makes clinical research ethical? JAMA 2000; 283:2701-2711.

2. OPRR Reports.  The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research.  April 18, 1979.

Suggested Additional Readings
3. Emanuel EJ, Miller FG.  The ethics of placebo-controlled trials – a middle ground.  N Engl J Med 2001; 345:915-919.

4. Kelch RP.  Maintaining the public trust in clinical research.  N Engl J Med 2002; 346:285-287.

5. Beecher HK.  Ethics and clinical research.  New Engl J Med 1966; 274:1354-1360.

6. Engel GL.  Physician scientists and scientist physicians: resolving the humanism-science dichotomy.  Am J Med 1987; 82:107-111.

7. Davidoff F.  Changing the subject: ethical principles for everyone in health care.  Ann Intern Med 2000; 133:386-389.

Protocol Review Guidelines

Description of research – concisely describe 

· Hypothesis/objectives

· Background information supporting study

· Patients and methods

· Data analysis/ statistical section

Critique of protocol

· Scientific value

· Is a meaningful hypothesis being tested?

· Will the study objectives improve health and well-being or add to scientific knowledge?

· Scientific validity

· Are the methods consistent with scientific principles and good clinical practice?

· Are the proposed design and analyses appropriate to answer the study questions?

· Is the study feasible?

· Subject selection

· Are inclusion/exclusion criteria defined and justified?

· Are there selection biases that would affect study outcome?

· Is the study being conducted in the group that will benefit, in a general sense, from the research?

· Risk-benefit assessment

· Are processes and procedures in place to minimize risk to subjects and assure participant safety?

· Are the anticipated risks of the study (based on prior work in humans and/or animals) fairly represented?

· Are adverse event reporting requirements described?

· Is there appropriate study monitoring?

· Do the expected study benefits justify the risks to participants?

· Independent review

· Has the study design and risk-benefit assessment been reviewed by individuals unaffiliated with the research? 

· Informed consent

· Does the consent adequately describe the research purposes, procedures and events?

· Does the consent adequately describe risks and potential benefits of the study?

· Does the consent adequately describe the alternatives to study participation?

· Does the consent process allow for a voluntary decision about whether to participate?

· Other comments

Recommendation

· The IRB can approve, approve with contingencies, defer or disapprove the research

· Criteria for approval

· Risks minimized and balanced by benefits

· Equitable selection of subjects

· Adequate procedures for obtaining and documenting informed consent

· Adequate data monitoring provisions

· Appropriate privacy and confidentiality measures

· Safeguards for vulnerable subjects

· The IRB decision is based on the initial reviewer/subcommittee recommendation and subsequent full IRB membership discussion.

Schedule for IRB meetings at UTH

Meetings are from 12 noon through 3:30 pm every first, second, and third Friday of the month.
Protocols are distributed at the end of the previous week.
For IRB members:

In lieu of the above, IRB members may satisfy the practicum requirements by attending 3 IRB meetings and reviewing (as subcommittee member or chairman) 3 protocols.  For each of these protocols, we need written documentation in the form of a brief (no more than 1 page) summary of the pertinent human subjects issues that were reviewed and considered at the meeting.

