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HUMAN SUBJECTS PROTECTION 

EDUCATION PROGRAM

(AAHRPP I.4.A; III.2.A)
This facility is required under VA policy to have a plan to provide education about human subject protection in research.  

All IRB members and all staff involved in human subject research are responsible for learning about, and remaining current on, ethical, legal and regulatory issues related to IRB business.  This training requirement also applies to those involved in human subjects research that is exempt from IRB review as well as those conducting human subjects research whereby the IRB has granted a waiver of informed consent or a waiver of documentation of informed consent. (AAHRPP I.4.B)
The educational program for Human Subject Education is an AAHRPP Accreditation requirement and is mandated by the VHA Office of Research and Development for:
1. Principal Investigators (PIs), Co-PIs, and Investigators 

2. Study coordinators

3. All staff associated with the conduct of human subjects research
4. Voting and ex officio nonvoting members of the IRB

5. Voting and ex officio nonvoting members of the Research and Development Committee

6. Nonvoting consultants

7. Members of other research committees or subcommittees that review research involving human subjects

8. IRB staff 

9. Members of Research Service who responsibilities involve human subjects

Exceptions to Applicability.  This training requirement does not apply to:

1. Secretarial support staff,

2. Research office staff whose responsibilities do not involve human research (e.g., those who deal only with research involving animals), or 

3. Community members of the IRB.  However, community members of the IRB must complete specific training for IRB members as defined in the facilities’ SOPs.  

NOTE:  Facility Directors are not required to complete this training, but are required to complete the required Assurance training (see subpar. 5c and VHA Handbook 1058.03).
4. Data Monitoring Committee (DMC).  Members of a DMC for a VA research study are encouraged to complete VA required human subjects protection training or its equivalent.  The local VA facility is not required to track such training.

5. Individuals Outside VA.  Individuals outside VA (e.g., phlebotomists, x ray, and laboratory technicians) who are not VA employees (paid, WOC, or IPA), and whose work occurs exclusively outside the VA facility (e.g., at affiliated academic institution), must meet their own institutions’ requirements for training, but the VANJ HCS is not required to track such training.

NOTE:  All members of the research team for a VA research study must be VA employees (paid, WOC, or IPA).  The only individuals outside VA who do not need a VA appointment or VA-specific training are those who perform a service for the research study in the course of their usual clinical duties.

6. Clinical Service Providers.  Individuals who provide services for the research study in the course of their routine clinical duties (e.g., an x-ray technician who performs a chest x-ray, or clinical laboratory technician who performs a routine blood count), but have no other role or responsibility for the research study, are not required to complete VA human research protection training.

 The VHA mandates that CITI training be completed before taking part in human subjects research, and be updated every two years thereafter.  The CITI training consists of the following components:
1. Ethical Principles and Regulations for Protection of Human Subjects
2. Good Clinical Practice 
Additionally, all other applicable VA and VHA training required by the VANJHCS must be met (e.g., privacy training, cyber security training, and information security training).
Information regarding the training requirement can be found on the ORD (VA Office of Research and Development) website:

http://www.research.va.gov/programs/pride/training/options.cfm
Authorized training programs may be accessed in the two ways described below:
· Collaborative Institutional Training Initiative (CITI)

· Alternate courses to meet requirement accessed through the ORD website listed above

Collaborative Institutional Training Initiative (CITI)
Access – https://www.citiprogram.org/default.asp
ORD and Collaborative Institutional Training Initiative (CITI) have developed a VA Training curriculum to satisfy the ORD training requirements.  This curriculum includes:
1. A Basic Course for those who have never taken the VA basic course on Human Subjects Protections and GCP either through the CITI or through EES.  (EES no longer hosts training after December 2006)
2. CITI Refresher Course 101, for those who have taken the Basic Course
3. Additional CITI Refresher Courses, for those who have completed the Basic Course and the Refresher Course 101
ORD requires training every two years in BOTH protection of human subjects in research and Good Clinical Practices (GCP).  The CITI training modules are designed to meet BOTH of these training requirements.

With the CITI format, people can register themselves as belonging to multiple facilities (e.g. local VA facility and an affiliate institution).  If multiple facilities have overlapping requirements, modules will only have to be completed once to get credit toward certificates of completion for the facilities.  Also, CITI keeps track of expiration dates and emails are sent to each person when it is time for renewal of training requirements.  Individuals have access to previous training and certificates taken with CITI.  
Verification and Tracking of Mandated Annual Training

All human subjects protection training is tracked by the R&D Office using (1) a database of all research staff and (2) information from the CITI web site.  
1. All staff involved in human research are required to take training courses in human research ethics and good clinical practice every two years as per the VHA Office of Research and Development training requirement. 

2. In order to track compliance with requirements PIs must provide the Research Office with a list of all personnel who work on each protocol for which they are responsible. 
3. It is the responsibility of the PI to ensure that all human subjects’ research staff (except secretarial staff) receives this training and that certificates are recorded in the research office in compliance with this SOP.  The research office will verify the certificates of completion with the list provided by the PI.  
4. Special educational opportunities will be offered periodically for all those involved in human subject protection as such programs become available.
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