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EDUCATION & TRAINING REQUIREMENTS 

for the PROTECTION of HUMAN SUBJECTS in RESEARCH

1. The VAMC Institutional Signatory Official, Human Protections Administrator, and the IRB Chair have completed the relevant Department of Health & Human Services (DHHS), Office of Human Research Protection (OHRP), basic education modules as required.  Documentation is maintained in the research administrative office.  A new appointee to one of these positions will complete the educational modules within 3 months of assumption of the position.  

2. Members and staff of the IRBs complete relevant training before reviewing human subject research and are provided continuing education on a regular basis, generally at Committee for the Protection of Human Subjects (CPHS) meetings.  

3. As required by the Office of Research & Development, the local research office is responsible for maintaining accurate, up-to-date records regarding the mandatory training and certification of principal investigators, co-principal investigators, co-investigators, and other research staff (as appropriate) in the protection of human research subjects.  These records are maintained in the R&D administrative office.

4. The CPHS provides regular education sessions for all research staff on the protection of human subjects as mandated by DHSS.  Additionally, DHHS requirements may be met using on-line training programs, including those found at http://cme.nci.nih.gov/ and http://www.miami.edu/citireg.

5. Current VA training requirements include elements listed in Attachment A, as described in a memorandum from the Chief Research & Development Officer, dated March 14, 2001.  

6. Effective June 1, 2001, educational programs that fulfill this requirement must offer a post-test capability.  The post-test is sent to any VA staff member who documents training outside the VAMC (after 6/1/01), along with a binder of VA-specific materials.  The individual is instructed to review materials, contact the R&D office for questions, and complete and return the post-test to the R&D administrative office.  The researcher must receive a passing grade of 80%.  This will be documented in the research office file, and the researcher will receive a certificate of completion from the VA research office.

7. Currently, in order to fulfill the VA requirements, you must attend BOTH an HHS session (as detailed in item #4, above) and complete the VA training packet and post-test, available from the VA research office (X5370).

8. In addition, the WRJ research office provides regular education sessions, e-mail notices and printed materials to research staff conducting research at the VAMC.  The purpose of these educational materials is to provide VA-specific information which may be generated from 38 CFR 16 & 17, VA Office of Research Assurance & Compliance (ORCA), VA Headquarters, VA Handbook 1200, or other sources.

9. All research staff using human subjects must re-certify every 3 years.

10. The institution provides guidance to investigators regarding the development of consent forms and the conduct of the consent process.  Model consent forms are available on the CPHS web-site (www.dartmouth.edu/~cphs) or from the VA R&D administrative office.
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ATTACHMENT A

VA Required Educational Course Elements
The following are elements are included in the joint VA/DC educational program for investigators:

Course Elements Covered by:

DC = Dartmouth College

VA = VA R&D Office

CPHS = Committee for the Protection of Human Subjects at Dartmouth College (IRB of record)


A.  Background


      1.
Ethical Principals such as:



a.  Belmont Report (DC)



b.  Declaration of Helsinki (DC)


      2.
Applicable Federal Regulations



a.  DHHS/OHRP regulations 45 CFR 46 and all subparts (DC/VA)



b.  VA Federal Regulations 38 CFR 16 (VA)



c.  FDA: Regulations 21 CFR 50, 54, 312, 314 (human subjects and Drugs,



     Biologics & Devices) (VA)



d.  Common Rule 56 FR 28001 (DC/VA)


B.  Definitions of Human Subjects Research and Vulnerable Populations (DC)


C.  Responsibilities of the Investigator (DC) - PI Guide Distributed


      1.
Development of the protocol (scientific design, ethical methodology, etc.) (VA)


      2.
The consent and the consenting process (DC/VA)


      3.
Elements of a consent (DC/VA)


      4.
Recruitment of research subjects (DC/VA)


      5.
Responsibilities for his/her research team's activities (DC/VA)


      6.
Use of vulnerable populations (DC)


      7.
Handling Conflict of Interest (DC)


      8.
DSMBs and safety plans (DC)


      9.
Adverse event reporting (DC/VA)


    10.
Records and reporting requirements (VA)


D.  Responsibilities of the IRB (DC)


      1.
Authority of the IRB


      2.
Role of the IRB


      3.
Determining the level of risk and the benefits


      4.
Criteria for IRB approval (per regulations)


      5.
Types of reviews


      6.
Continuing review requirements


      7.
Reviewing adverse events


      8.
End of Study reports and study termination


      9.
Protocol violations


    10.
PI non-compliance


E.  Responsibilities of the Institution and the signatory official (VA)


F.  The Assurance and the Assurance process (DC/VA)


G.  Research related injury (VA)


H.  Use of Human Biological Specimens (DC)


      1.
Prospectively collected


      2.
Pre-existing specimens


      3.
Issues related to banking of specimens


I.  Use of medical records and pre-existing databases (DC)


J.  Other Topics:  (VA)


      1.
ORCA


      2.
M3 Part I


      3.
R&D Committee's Role


      4.
Investigational New Drugs (Form 10-9012)


      5.
Center Memo 151-00-1


      6.
CPHS
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