ORCA INFORMATION LETTER #44:  INTEGRATING COMPLIANCE AND QA/AI APPROACHES

EXAMPLE:  Making sure all the basic elements of consent are present in informed consent documents  (38 CFR 16.116(a)(1-8)

	1.  Does the IRB have a policy that states the consent document will contain all the basic elements of consent?





Refer to the ORCA Human Subjects IRB Best Practices Guide, Chapter 11 and Appendix I (See attachment 3 to IL#44)

COMMENT(S):  The IRB policy does not have to be long, but must state that the consent document must be in compliance with VA regulations and policy on the basic elements of consent.

NCQA Requirement – ICS2:  The IRB has policies and procedures that define basic content for informed consent forms.

Element of Requirement – ICS2A:  The IRB requires that consent forms include all the basic elements of information as set forth in VA and other federal regulations.
	2.  Does the IRB have a procedure to verify that a consent document has all the basic elements of consent?




Refer to items 1(a) 1 – 12 on the first two pages of MAP Human Subjects Protection Checklist for Consent Forms (See attachment 4 to IL#44)

COMMENT(S):  There are many ways for an IRB to verify that a consent document has all the basic elements.  For example, an IRB can use a checklist similar to the to the attached MAP Check List.

NOTE:  Such procedures indicate only the presence (or absence) of a basic element of consent, not whether it is adequate and/or accurate.

NCQA Requirement – ICS3:  The IRB ensures that consent forms contain all basic content.

Element of Requirement – ICS3A:  IRB approved consent forms include all the basic elements of information as set forth in VA and other Federal Regulations.
	3.  Does the IRB compile information gained from checking consent documents to evaluate whether all consent documents submitted contain all basic elements of consent?




Currently, there is no ORCA guidance on setting up systems to assess the completeness of consent documents.

COMMENT(S);  Although complete consent documents are only part of the entire complex informed consent process, providing subjects with adequate information should facilitate the process.  Incomplete consents may that could compromise the subject’s ability to give truly informed consent.  On a more pragmatic level, incomplete consent documents slow down the IRB review process and waste time for both IRB staff and investigators.

NCQA Requirement – IRB13:  The IRB conducts QA/QI activities for IRB operation.

Element of Requirement – IRB12A(3):  The IRB or its designee evaluates the adequacy and effectiveness including:… 3. Information considered at initial review (including consents).
	4.  Does the IRB use information on completeness of consent documents to evaluate compliance with its policy on consent documents?



There is no guidance on how to assess compliance.  Such overall assessments of compliance can serve many purposes.

COMMENT(S):  The most immediate reason for evaluating completeness is to ensure compliance with IRB policy, to make sure practice matches policy.  Where problems are found, corrective action is need.

Assessing compliance can have additional outcomes, however, from evaluating IRB staff workload (incomplete consent documents mean extra work) to looking for possible education topics for investigators (more knowledge should improve compliance).

NCQA Requirement – IRB13:  The IRB conducts QA/QI activities for IRB operation.

Element of Requirement – IRB13F:  If deficiencies are identified through the evaluations, the IRB implements corrective actions.
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