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SUGGESTED APPROACH FOR INITIAL IRB REVIEW
IRB Member Handbook – Robert Amdur, M.D.
1.
Read the consent document but don’t take notes or make revisions
The purpose of the consent document is to explain the purpose of the study in lay language.  Reading it first should orient to the reviewer to the protocol. 

2.
Read the protocol summary
The protocol abstract found within the IRB application should summarize the important aspects of the study and further orient the reviewer to the study. 

3.
Read the full protocol and supporting material carefully.  
Read the entire application, protocol and supporting documentation, taking notes as needed.  Ensure criteria for approval noted below are satisfied. (The reviewer sheet is used as a guide to ensure these elements are met.)
· Risks to subjects are minimized: (i) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

· Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

· Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disable persons, or economically or educationally disadvantaged persons.

· Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by regulations.  (refer to informed consent section)
· Informed consent will be appropriately documented, in accordance with, and to the extent required by regulations (refer to informed consent section).

· When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

· When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

4.
Reread the consent document
Reread the consent document and make note of suggested corrections or questions for the investigator
REVIEW OF GENETIC STUDIES
When reviewing Genetic Studies the process is no different but the issues may become more complicated.
Issues:  
Online Ethics Org (http://onlineethics.org/reseth/mod/keygen.html)
1.
Recruitment
The familial nature of genetic research may create undue influence in the recruitment process.  Family members may facilitate the recruitment process, acting as advocates of the research not neutral recruiters. 

2.
Consent
Is identifiable private information about others being collected from the subject?  Is consent required from those individuals?  If so, how should the contact and be structured?

3.
Privacy and Confidentiality
Within pedigree studies family members may learn information about each other and the family tree itself if published may serve to identify and disclose sensitive information.  The identification of groups as opposed to individuals may not serve to protect.
4.
Disclosure of Results


When clinically relevant genetic information is revealed in the course of a study is the investigator obligated to warn the subject?  If the subject requests to be informed, should s/he be? Should the accuracy/reliability of the information be considered in the disclosure decision?

5.
Right to Withdrawal  
Should individual subjects be given control over the disposition of the tissue samples they donate for genetic research? Storage must be identifiable in order to withdraw samples later?  If  “de-identified” is it okay to use samples for future studies – what is the scope of participation? 

IRB Points to Consider in the Review Process  (http://www.hhs.gov/ohrp/irb/irb_chapter511.htm)
The sample informed consent document for genetic studies and the revised IRB application solicit this information from investigators.
1. 
Does the proposed study population comprise family members? Has the appropriateness of various strategies for recruiting subjects (e.g., recruiting by the proband or other family members, by the investigator, through support groups, or through prospective subjects' personal physicians) been considered? Does the proposed strategy for recruiting subjects sufficiently protect prospective subjects from the possibility of coercion or undue influence?
2. 
Does the investigator plan to use the proband or the proband's clinical medical records as a source of research data about other persons (e.g., other family members)? If so, must their consent be obtained before their data can be included, or is the permission of the person providing the information sufficient? 
3. 
Has the investigator established clear guidelines for disclosure of information, including interim or inconclusive research results, to the subjects? Will subjects be informed, in clear language, about what information they are entitled to receive at what point in the research? Will subjects receive an explanation of the meaning of the information they receive? 
4. 
Will family members be protected against disclosures of medical or other personal information about themselves to other family members? Will they be given the option not to receive information about themselves? Will limits on such protections be clearly communicated to subjects, including obtaining advance consent to such disclosures (e.g., when family members will be warned about health risks)?
5. 
Will the possible psychological and social risks of genetic research be adequately considered in the consent process? Will appropriate counseling be provided, both as part of the consent process and when communicating test or other research results to subjects? 
6. 
Will subjects be informed about the possibility that incidental findings may be made (e.g., paternity, diseases, or conditions other than the one(s) under study)?
7. 
Will the data be protected from disclosure to third parties, such as employers and insurance companies? Will the data be stored in a secure manner? Will the data be coded so as to protect the identity of subjects? Is a request for a certificate of confidentiality appropriate? 
8. 
Does the investigator plan to disclose research findings to subjects' physicians for clinical use? Are such plans appropriate? Will the possibility of such disclosures be discussed with and consented to by prospective subjects? 
9. 
Will vulnerable populations (e.g., children, persons with impaired mental capacities) be adequately protected? Under what circumstances can a research subject serve to grant permission to involve a minor child or an incapacitated adult in a study? 
10. 
Have adequate provisions been made for protecting against misuse of tissue samples (e.g., confidentiality, obtaining consent for any use not within the original purpose for which the samples were collected)? What agreements with subjects are necessary to use stored materials for new studies or for clinical diagnoses? 
11. 
Have adequate provisions been made for the treatment of data and tissue samples in the event of subject withdrawal from the study?
12. 
Do the investigator's publication plans threaten the privacy or confidentiality of subjects? Has adequate consideration been given to ways in which subjects' privacy and confidentiality can be protected (e.g., providing for consent to publication of identifying information)? 
13. 
Have the RAC's Points to Consider for gene therapy protocols been considered? 
(note – available at same url) 
