VA Requirements for
Human Subjects Protection and Good Clinical Practices Training

January 2007

The Office of Research & Development (ORD), Department of Veterans Affairs (VA),
Washington DC, requires annual training in BOTH the protection of human subjects
in research and Good Clinical Practices (GCP).

ORD and the University of Miami’s Collaborative IRB Training Initiatives (CITI)
[www.citiprogram.org] have developed a VA training curriculum to satisfy BOTH of
these annual training requirements. This VA training curriculum includes three courses
that build upon each other over three years:

1. A Basic Course for those who have never taken the VA basic course on Human
Subjects Protections (HSP) and GCP either through CITI or through the VA
Employee Education System (EES). [EES no longer hosts HSP/GCP training after
December 2006].

2. CITI 101 Refresher Course consists of a number of short modules for those who
have taken the VA basic course.

3. CITI 201 Refresher Course for those who have completed the 101 Refresher
Course [available next year]

With the new CITI format, you can now register yourself as belonging to multiple
facilities [e.g. your local VA facility and an affiliate institution (the University of
Louisville)]. _If your multiple facilities have overlapping requirements, you will be able
to complete the modules just once to get credit toward certificates of completion for all of
your facilities. Also, CITI will keep track of your expiration dates and email you when
you are due to renew your training.

You will have access to previous training and certificates that you have taken with CITI.
All CITI certificates of completion earned between March 2004 and December 2006 are
accessible in the new software, and records of any modules completed in the past are
transferred and credited in the new software.

The following pages of information are provided to help decide which of the CITI
courses need to be completed for VA Researchers and VA research staff AND to
help you through the multiple institution registration process. The examples show
how an individual who already has a University of Louisville sign-on access can add
the VA required training curriculum to their existing CITI access account.
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Researchers and research staff
who are involved in research at
BOTH UofL and the VA MUST
complete the training requirements
of BOTH institutions.

To meet the VA requirements, at least
VA Learner Group 1
(VA GCP Only),
MUST be completed in addition to the
UofL training requirements.

Researchers and research staff who
are involved in research ONLY at the
VA are only required to complete the
institutional requirements of the VA.

One of the following
MUST be completed:
Learner Group 2
(GCP + Biomedical)
OR
Learner Group 4
(GCP + Social/Behavioral)

Researchers and research staff
who are involved in BOTH
Biomedical and Social/Behavioral
Research should also complete
Group 3 (Biomedical without GCP)
or Group 5
(Social/Behavioral without GCP)
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