
Human Subjects Research Educational Series 

Investigators, Coordinators, and IRB Members

Principal Investigators of active, non-exempt human subjects research studies must attend three core education sessions between June 1, 2008 and May 31, 2009.  PIs without a research coordinator named on an active study will be responsible for attending six education sessions.

Research coordinators / project managers of active, non-exempt human subjects research studies must attend six education sessions, including at least three core education sessions, between June 1, 2008 and May 31, 2009.

1. Evaluating and prorating educational credits for investigators/coordinators in the 2008-2009 education year
:

If project approved by IRB and R&D prior to December 31, 2008:



Investigator responsible for all 3 core sessions



Coordinator responsible for all 6 sessions, including 3 core

If project approved by IRB and R&D between January 1, 2009 and March 3, 2009:



Investigator responsible for 1 core session



Coordinator responsible for 3 core sessions

If project approved by IRB and R&D after March 3, 2009:



Investigators and coordinators not responsible for any sessions

NOTES:

1. Requirements for coordinators added to staff forms for active studies during the year will be prorated as above, based on the IRB approval date of the amendment.

2. Investigators who add a coordinator to the staff form for an active study as an amendment that is submitted to the IRB prior to May 31, 2009 will not be held to the coordinator’s educational requirement. 

3. IRB members who are also investigators or coordinators will have their IRB educational credits applied to these requirements.

2. Schedule of Educational Sessions

Investigator and Coordinator Series:
2008-2009 Schedule 

(Core sessions are highlighted)

45 minute talk, 15 minute Q&A, 5 FAQ’s prepared for discussion

June 9th 
Privacy and Confidentiality in Research
Compliance

July 14th
Informed Consent
Compliance

August 11th
Overview of Human Research Protection Program (HRPP) 



and the IRB Submission and Approval Process
K. Parks/Compliance

September 15th 
  Subject Recruitment
Compliance

October 20th  
Guest Speaker
TBD
November 10th 
Special Circumstances – Exempt, Expedited and Waivers
IRB Chair

December 8th 
Project Management and Funding Opportunities
 N. Squeglia

January 12th
Education and Compliance: The Process and Common 
Compliance


Compliance Problems


February 9th 
Why the IRB Tables Studies
Compliance

March 9th
VAPHS Data Security and Privacy Policy
Compliance

April 13th
Adverse Events and Unanticipated Problems
IRB Chair/Vice Chair

May: 
Video Replay Sessions
TBD

IRB Member Series:

2008-2009 Schedule

30 minutes total

June: 
Privacy and Confidentiality in Research
Compliance
July: 
FDA and VA Requirements for Payment and Advertising
Compliance



August: 
Recruitment
Compliance

September: 
IRB Member Responsibilities: Requirements for   
Compliance


Conducting a Meaningful and Substantive Review
 

October: 
Guest Speaker
TBD

November: 
IRB Survey Results
IRB Chair/Vice Chair

December: 
Review of the Auditing Program and Common Findings
Compliance

January: 
Legal Issues in Research
TBD

February: 
Overview of IRB SOP Changes
Compliance

March: 
Exempt, Expedited and Waivers
IRB Chair/Vice Chair

April: 
VA Research Data Security & Privacy
Compliance

May: 
TBD


� The prorated schedule applies only to investigators and coordinators whose first non-exempt project has received R&D approval between June 1, 2008 and May 31, 2009.  
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