April 30, 2003

Please note that this is just an example of how you can report your facility’s compliance with the Stand Down.  You do not have to use this form, but you do need to include the kinds of information listed below to verify your facility’s compliance.

Sample Template for Reporting

Facility Compliance With Requirements of the 

Research & Development Stand Down 

This facility has met all of the requirements specified in the March 6, 2003 Research and Development Stand Down Memorandum.   Specifically:

Paragraph 5a.  We have reviewed the operations of the IRB and Research & Development Committees and attest that they are effectively overseeing human studies at this facility.  We have verified that they are:

· Functioning at least at the minimum level required by the Common Rule and M-3 Part I, Chapters 2, 3, and 9 including:

· Being appropriately constituted

· Meeting on a regular enough basis to:

· Provide timely review and oversight of new and continuing protocols, and

· Review Adverse Events and Serious Adverse Events

Paragraph 5b.  We attest and have documented that all individuals who are involved in human studies research have received appropriate training in the ethical principles and accepted practices on which human studies research should be conducted.  This training included training in protection of human subjects and Good Clinical Practices:

· The Protection of Human Research Subjects (please indicate which course or courses individuals took at your facility – note that different individuals may have taken different courses)

· National Cancer Institute: Human Participant Protections Education for Research Teams 

· CITI (Collaborative IRB Training Initiatives): The Protection of Human Research Subjects

· Other (please specify)

· Good Clinical Practices

· VA online course Good Clinical Practices

· Other (please specify)



Paragraph 5c.  We verify that this facility has implemented an effective credentialing process for all individuals involved in human studies research, and that all affected individuals’ credentials have been confirmed.  This includes the following:

· All research personnel who perform independent clinical activities, whether compensated or on a WOC appointment have been credentialed thought VetPro or its paper equivalent

· All other individuals involved in human studies research (whether Title 38, Title 5 or WOC):

· Have had their credentials confirmed

· Have a scope of work

· A record of these activities has been developed and will be maintained.

· An electronic means of tracking all employees involved in human subjects research has been developed to facilitate the regular checking of these individuals against exclusionary lists.

Paragraph 6.  We verify that this facility has notified all investigators involved in human studies research that:

· If they conduct research without IRB approval, it will affect their standing in the VA, and

· PIs will be held responsible for ethical breaches in the conduct of their research and these problems may affect the PI’s ability to do research with the VA in the future.

_______________________

ACOS/R&D (or equivalent)

_______________________

Chief of Staff

_______________________

Medical Center Director

