RCO REPORTING OF NONCOMPLIANCE IN VA HUMAN RESEARCH


[image: image1]



        YES











      NO





       YES





Does/did the failure reflect a pervasive or persistent pattern of continuing noncompliance with research requirements?





Does/did the failure substantively compromise the integrity or effectiveness of research protections (systemically or for an individual project)?








USE SPECIAL RCO REPORTING PROCEDURE:


RCO must report to Facility Director, IRB, ACOS/R, and R&D Committee as soon as possible, but no later than       5 business days after discovery.


Facility Director must report to ORO Regional Office (RO), Network Office, and Office of Research and Development (ORD) as soon as possible, but no later than 5 business days after being notified by RCO.


Facility Director must provide follow-up reports as directed by ORO RO, including subsequent IRB determinations.


If the IRB ultimately determines that serious or continuing noncompliance actually did occur, Facility Director must report promptly to OHRP and/or FDA.








   NO








IRB must notify Facility Director within 5 business days after its determination.


Facility Director must report to ORO RO as soon as possible, but no later than 5 business days after IRB notification.


Facility Director must report promptly to OHRP and/or FDA.





USE LOCAL REPORTING PROCEDURES:


Noncompliance (or apparent noncompliance) must be reported as soon as possible, but no later than 5 business days after discovery, to IRB Chair and ACOS/R for review and possible substantiation per local SOPs.


Did the IRB ultimately determine that serious or continuing noncompliance actually did occur?











 NO
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        YES














       NO





A Research Compliance Officer (RCO) finds that a VA research project or VA researcher fails to comply with the laws, regulations, or policies governing VA research or with IRB requirements or determinations.1








  NO








      YES


























Was the noncompliance IDENTIFIED and CONFIRMED by an RCO performing an informed consent2 or regulatory3 audit? (If RCO is uncertain about a “YES/NO” decision above, RCO should answer “NO”)























Does/did the failure result in substantive harm, or risk of harm, to safety, rights, or welfare of subjects, research staff, or others?











    








1 See VHA Handbook 1058.01 §§4e, 4t, and 6a(4).


2 Examples of noncompliance identified during an RCO informed consent audit that require 5-day reporting to Facility Director:


Lack of a signed informed consent document or HIPAA privacy rule authorization for one or more subjects.


Use of a consent document that lacks VA-required information on loss of benefits or treatment in case of injury.


Pervasive or persistent use of an unapproved, unstamped, or outdated consent document (refer isolated uses to IRB).


Pervasive or persistent failure to obtain dates of subject signatures (refer isolated cases to IRB)


Pervasive or persistent failure to obtain signatures or dates for witnesses or persons obtaining consent (refer isolated cases to IRB).


Pervasive or persistent failure to document informed consent as required by applicable VA policy (refer isolated cases to IRB).


3 Examples of noncompliance identified during an RCO regulatory audit that require 5-day reporting to Facility Director: 


Lack of IRB approval or lack of VA approval before initiating research.


Initiating research procedures before obtaining required informed consent.


Initiating changes in research without IRB approval, unless necessary to prevent immediate hazards to the subject.


Implementing substantive protocol amendments without IRB approval.


Failure of one or more members of research team to satisfy research credentialing, privileging, or scope of practice requirements. 


Pervasive or persistent failure to comply with IRB determinations or requirements (refer isolated cases to IRB)..


Pervasive or persistent failure to report AEs or problems in research per IRB or VA requirements (refer isolated cases to IRB).


Pervasive or persistent failure to maintain required study documentation; e.g., case report forms (refer isolated cases to IRB).
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If minor noncompliance occurred, IRB may require remedial action.


Do not report to ORO, OHRP, or FDA.  





   NO












