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Annual Updates of all VAMHCS Research Activities INCLUDING Exempt
and “Nonhuman Research” Projects

All VAMHCS research projects must be updated with the Research Service
annually. This includes studies that are “exempt from IRB review” and
projects determined by the IRB to be “nonhuman research”.

The Research Service makes a distinction between “continuing review”

(which is conducted by the IRB), and “annual update” (which is submitted to

the VAMHCS R&D Committee).

Requirements for investigators for exempt studies and “nonhuman

research” activities:
B Because of their designation as “exempt” or “nonhuman research”, the
IRB does not conduct continuing review of these types of projects, unless
there have been modifications to the projects. (If you have modified the
original proposal, you must send a modification request to the IRB so that
the IRB can determine whether the project remains exempt or nonhuman
research.)
B The VAMHCS R&D coordinators will send the Pl an email notice in the
month prior to the anniversary date of initial RDC approval. The notice will
solicit the following information:
= What is the current status of the project — Active or closed.
= If Active please provide:
e R&D worksheet with current contact info
e Current abstract

= |f Closed please provide:
e Final abstract

B These “Annual updates” will be sent to the next RDC meeting for
acknowledgement. Following RDC acknowledgement, the ACOS/R&D will
send the PI a notification that the “annual update’ has been
acknowledged.

Requirements for investigators for non-exempt human studies:

B sendall non-exempt studies to the IRB via CICERO for continuing review
as usual, according to IRB and CICERO procedures and in the required
timeframe to allow for IRB review prior to expiration of IRB approval.

E Upon receiving continuing approval from the IRB, promptly submit the
IRB letter and R&D Worksheet to the VAMHCS R&D Committee (RDC).

B AMHCS R&D coordinators will review modifications to ensure that the
study continues to meet VA requirements.

B These “Annual updates” will be sent to the next RDC meeting for
acknowledgement. Following RDC acknowledgement, the ACOS/R&D




will send the PI a notification that the “annual update” has been
acknowledged
B For further information, contact:
B Ann Kimball, R&D Committee Coordinator, x6506, ann.kimball@va.qgov.
B Tina Ross-Fischer, Assistant R&D Committee Coordinator, tina.ross-
fischer@va.qgov. x6568.

For questions concerning this or other Research Service Hot Topics OR for
adding staff or colleagues to the Hot Topics mailing list, contact:
Jessica Mendoza,

Human & Animal Research Protections Officer
Room 4A-185
410-605-7000 x6512
[essica.mendoza@va.qgov

Can’t put your finger on a past Hot Topic you know would solve your problem?
No problem. Check the Hot Topics archive on the Research Service website:
http://www.maryland.research.va.gov/hot_topics.asp

For comments, complaints or suggestions regarding the Research Service or
Office of Research Compliance, contact:
Jessica Mendoza,
Human & Animal Research Protections Officer
Room 4A-185
410-605-7000 x6512
jessica.mendoza@va.gov
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