[Docket No. 01N-0322] Institutional Review Boards: Requiring Sponsors and Investigators to inform IRBs of Any Prior IRB Reviews

Issue #2 : a) Who should make these disclosures?

Because the sponsor is ultimately responsible for the entire clinical study, it seems appropriate that the responsibility of disclosure should rest with the sponsor. However, this responsibility could be delegated to another entity (e.g. investigator) by the sponsor. The responsibility of assuring disclosure was carried out would still rest with the sponsor.

However, to capture instances where an investigator may be in a position to ‘shop’ for an IRB, we recommend adding a statement to the Investigator’s Agreement and/or Form 1572 (depending upon whether a device or drug) that indicates the Investigator has not engaged in this practice.  This would provide some assurance to the sponsor that ‘IRB shopping’ had not taken place.


b) Who should be notified ?
Any time a protocol is disapproved, all Principle Investigators using this protocol and their respective IRB chairperson should be informed. Usually the clinical study being conducted is being performed with a product that is basically an unknown entity.  The study is being performed to determine significant safety and effectiveness issues not observed in previous tests/studies. All negative information concerning the product/protocol should be made known to investigators and their IRB’s.

Issue #3: What if a negative response is received after an acceptance response?
Same response as Issue #2b above.  Because this study is being performed to determine ‘unknowns’, it is important that the reason for refusal to conduct a study be shared among the investigators and IRB’s concerned with the study.  Whenever the ‘disapproval’ occurs, a notification should take place. Notifications should occur for such circumstances as: 1) a decision that the study poses a significant risk and therefore requires an IDE/IND FDA submission, and 

2) identification of significant risks that would require modifications/stipulations to the protocol (e.g. increased monitoring, other types of controls) for protection of the subject.
Issue #4: What information should be disclosed?
Decisions should only be shared when at least one unfavorable decision is made.  When this occurs, each PI and IRB Chairman should be notified of the number of negative decisions (and reasons) as well as the number of positive decisions.  This will assist in putting the negative decisions in perspective.

The following information should be disclosed:


IRB Name or affiliation


IRB Chairman/phone/address


Date on which decision was rendered


Name of product being tested


Protocol name and number

Summary of protocol if it differs in any way from the other protocols 

  in this study and anysubsequent changes to the protocol after receiving disapproval.

Explanation of the reason for disapproval: The IRB SOP’s may be used to reveal   

      the instances when IRB disapproval should be rendered.  The specific reason 

     should be provided to other IRB’s and PI’s.

List of the IRB members, qualifications, experience

If the reason for disapproval is shared, the IRB’s will be able to titrate this information relative to their opinion/experience concerning the study protocol.  This might indicate the need for further information and/or review of the protocol or other issues in the protocol.  

Issue #7: How should FDA handle enforcement requirements?
One possible way is to require unfavorable IRB decisions to be included in IDE/IND amendments or annual reports submitted by the sponsor.

Issue #8: Are there other ways to deal with IRB shopping?
It may be more beneficial to first try to determine the frequency of occurrence of IRB shopping and the purposes for which it is occurring & then tailor the reaction/requirements to the scope/focus of the actual occurrences.
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