General Summary

SIFT Reviews During FY 2000

What is a SIFT Review?

Special Inquiry Force Team Review


[Note: Designed to “SIFT-out” an issue and be consultative.]

What initiates a SIFT?  

· Review of information submitted to ORCA: OHRP, FDA, CSP

· Filing of a notice of a “problem” or “confession” by a VAMC or VISN

· Determine interest and “seriousness” of issue

· A Charter is prepared.

[Note: Not all “problems” that come to ORCA’s attention result in a SIFT review.]

How many SIFT Reviews?     Six completed over seven months

What have been the most common issues?     [Note: A site visit is “not a fishing expedition.”]

IRBs:


· Inadequate and/or inappropriate membership

· Protocols not coming to the IRB for required approval

· Absent and/or late continuing reviews

ICFs:


· Using the wrong informed consent forms

· Unapproved informed consent forms used

· Informed consent forms altered without IRB approval

Knowledge “Gaps”: 

· Broad lack of understanding of “Common Rule” and M-3, Chapter 9 requirements

· Investigators (membership) attend at IRB and R&D meetings and either inappropriately provide input and comment on their proposals or fail to absent themselves from the meeting

· General investigator misunderstanding about requirements and procedures; particularly at VAMCs with no or inadequate IRB/SOP manual

Institution:

· Confusion, misunderstandings, and uncertainty of VAMC’s role when working with affiliate in a Joint-IRB or IIA arrangement

· Inadequate resources (personnel and time) to fulfill the requirements for human subjects protection—especially support for IRB activities.

[Note: ALSO: Individual protocols poorly managed.  This is usually a tip-off for more extensive and deep-rooted problems, e.g., research infrastructure is not well organized.

What happens with a SIFT Report?
· ORCA advises the USH on adoption of SIFT team recommendations

· USH transmits report with his endorsement with copies to VISN, 10N, and 12

· ORCA charged with receipt of action plans and follow-up

Summary & Conclusion: The issues and problems that have surfaced and unraveled at VAMCs where SIFT reviews have been completed are similar to OHRP areas [Note: See ORCA IL #s 1, 2, 5, 6, & 9].
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