	Stratton VA Medical Center Albany, NY 12208
HUMAN RESEARCH PROTECTION PROGRAM TRAINING POLICY



[All training packets are available in 603A or 604A Monday-Friday 8-4:30 pm]

A. PRINCIPAL INVESTIGATOR(s), Co- INVESTIGATORS, Sub-INVESTIGATORS, and RESEARCH STAFF listed on the New Protocol Submission Form
Initial Training 
Upon submission of a protocol to the Research Office, new Principal Investigator(s) and their research staff directly involved with the protocol are to successfully complete the following:

1. VA Human Studies training packet and written test. Two hours of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken. 

2. Health Insurance Portability and Accountability Act (HIPAA) research training packet and written test. 1 hour of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken.

3. Good Clinical Practice (GCP) training for current calendar year – completed online at http://vaww.ees.aac.va.gov for VA employees
https://www.ees-learning.net  for non-VA employees
Educational credit will be issued upon successful completion of the test.

      4.  Informed Consent training (if applicable)

All Principal Investigator(s) and their research staff who will potentially obtain signed informed consent from research participants are required to receive an Informed Consent Training packet and written test. 2 hours of educational credit will be issued upon successful completion of  the test.  A score of 80% is considered passing or the test must be retaken.
Please note: FINAL protocol approval cannot be granted from the Institutional Review Board or the Research and Development Committee until all individuals have completed training.  

Continuing Education (completed annually)

It is required that Principal Investigator(s) and their research staff directly involved with a human studies protocol submit a certificate to the Research Office indicating the successful completion of the annual GCP training provided by Central Office  (http://vaww.ees.aac.va.gov for VA employees or

https://www.ees-learning.net  for non-VA employees)
Educational credit will be issued upon successful completion of the requirement.
B. INSTITUTIONAL REVIEW BOARD MEMBERS

Initial Training

Institutional Review Board members are required to receive and successfully complete: 

1. VA Human Studies training packet and written test. Two hours of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken. 

2. Health Insurance Portability and Accountability Act (HIPAA) research training packet and written test. 1 hour of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken.

3. Good Clinical Practice (GCP) training for current calendar year – completed online at http://vaww.ees.aac.va.gov for VA employees
https://www.ees-learning.net  for non-VA employees

Educational credit will be issued upon successful completion of the requirement.
4. Informed Consent training packet and written test.  2 hours of educational credit will be issued upon successful completion of the test.  A score of 80% is considered passing or the test must be retaken.

Continuing Education

1. The IRB Chair or designee will present at least 6 educational topics annually at the Institutional Review Board meeting.

2. Members will receive a copy of the bi-monthly publication “IRB Ethics & Human Research”.
3. Good Clinical Practice (GCP) annual training for current calendar year – completed online at http://vaww.ees.aac.va.gov for VA employees
https://www.ees-learning.net for non-VA employees
Educational credit will be issued upon successful completion of the requirement.

C. RESEARCH DEPARTMENT- ACOS, AO, IRB Staff
The Associate Chief of Staff and Administrative Officer are required to attend PRIMR (Public Responsibility in Medicine and Research) or a comparable professional conference every other year.

The Institutional Review Board (IRB) Chair or designee is required to attend PRIMR annually.

Institutional Review Board staff is required to attend PRIMR or a comparable professional conference every other year.

The ACOS, AO, and IRB Staff should also complete:

1. VA Human Studies training packet and written test. Two hours of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken. 

2. Health Insurance Portability and Accountability Act (HIPAA) research training packet and written test. 1 hour of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken.

3. Good Clinical Practice (GCP) training for current calendar year – completed online at

http://vaww.ees.aac.va.gov

Educational credit will be issued upon successful completion of the requirement.

Continuing Education

1. 
Good Clinical Practice (GCP) training for current calendar year – completed online at http://vaww.ees.aac.va.gov for VA employees
Educational credit will be issued upon successful completion of the requirement.

D. NON-VA INVESTIGATORS (not students) – listed on the New Protocol Submission Form 

Credentialing or validation of qualifications will be required if investigators:

· interact with patients via telephone

· collect and analyze laboratory specimens or data

· perform laboratory tests or work with data

· have a Without Compensation (WOC) appointment
Copies of appropriate training documents should be submitted to the IRB staff, and include:

1. VA Human Studies training packet and written test. Two hours of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken. 

2. Health Insurance Portability and Accountability Act (HIPAA) research training packet and written test. 1 hour of educational credit will be issued upon successful completion of the test. A score of 80% is considered passing or the test must be retaken.

3. Good Clinical Practice (GCP) training for current calendar year – completed online at https://www.ees-learning.net  

     4.   Informed Consent training (if applicable) – All investigators who will potentially obtain signed informed consent from research participants are required to receive an Informed Consent Training packet and written test. 2 hours of educational credit will be issued upon successful completion of the test.  A score of 80% is considered passing or the test must be retaken.

Credentialing or validation of qualifications will NOT be required for the following

individuals:

· People who are based at an affiliate or other outside institution, and who do not come to the VA or do not directly interact with VA research participants.

· Co-investigators who do NOT do work at the VA – they do not come to the VA to perform the research or enroll VA patients.

· Outside biostatisticians, lab technicians, clinical personnel who periodically perform tests on research patients as part of their routine jobs.

The Stratton VA Medical Center IRB requires a copy of the appropriate site’s IRB approval letter for those non-VA investigators involved in multi-site studies.  It will be up to the approving IRB to determine if the individual has the appropriate training for involvement in the study.

E. STUDENTS – individuals not listed on the New Protocol Submission Form but who are assisting the PI with no more than minimal risk research, i.e. data extraction, data analysis, etc.  All copies of appropriate training and institutional documents should be submitted to the IRB staff.


Paid VA employee

1. Complete a Scope of Work (contact the Research Office 637D if necessary)

2. If the student has a Bachelor’s degree or higher, and is not a licensed practitioner, then an education verification form will have to be submitted to Human Resources, C-614.

VA appointment – Without Compensation (WOC)

1. WOC status must be obtained through the PI’s Care Line or through the Research Office with documentation provided to the Research Office before the student can assist in the research.

2.  Complete a Scope of Work (contact the Research Office 637D if necessary)

3. If the student has a Bachelor’s degree or higher, and is not a licensed practitioner, then an education verification form will have to be submitted to Human Resources, C-614.

Copies of appropriate training documents should be submitted to the IRB staff, and include:

1. Good Clinical Practice (GCP) training for current calendar year – completed online at http://vaww.ees.aac.va.gov for VA employees
https://www.ees-learning.net  for non-VA employees

2.  VHA Privacy Policy training on the VISN 2 intranet
VISN research:

Regardless of the site holding the grant or funding, all individuals involved in a VISN research study should complete the appropriate educational training required by their respective IRB.  The approving IRB will be held accountable for determining if the individual has met the appropriate training requirements for participation in the research project.
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