
2011-2012 Education Plan for VAPHS Human Subjects Investigators and Coordinators
October 1, 2011-September 30, 2012

1. Introduction

In accordance with VAPHS R&D Policy 009, Principal Investigators and Research Coordinators of human subjects research studies are required to meet the annual education requirements established by the VAPHS Human Research Protection Program (HRPP) Executive Committee. Individuals named as Principal Investigator or Research Coordinator on the VAPHS Research Staff form/ProSPECT submission are subject to the requirements outlined in this plan. 

2. Requirements 

A. New Investigator/New Coordinator Orientation:
All new Principal Investigators and new Research Coordinators (i.e., those individuals who have not previously been identified as a Principal Investigator or Research Coordinator on an active human subjects project at VAPHS within the past 3 years) must attend New Investigator/New Coordinator Orientation prior to project submission or assumption of PI/Coordinator responsibilities[footnoteRef:1].  [1:  In special circumstances, the VAPHS R&D Committee may grant an exception to the requirement to attend Orientation prior to submission.] 

1. New Principal Investigators and New Research Coordinators who will be submitting research to the VAPHS IRB for review must sign up for the New Investigator/New Coordinator Orientation program by contacting the VAPHS Research Education and Policy Office (412-954-5384). The frequency of sessions is based upon need, but at least two sessions are scheduled per quarter.
2.  New Principal Investigators and New Research Coordinators who will be submitting research to the VA Central IRB must sign up for the New Investigator/New Coordinator Orientation program specific to VA Central IRB submissions. These sessions are held on an as needed basis. For more information, contact the Research Education and Policy Office (412-954-5384).

B. Continuing Education: 
1. Principal Investigators: In addition to the requirement outlined in 2.A.(if applicable), Principal Investigators of active, non-exempt human subjects research must meet the following education requirements:
a. For those PIs who do not have an identified Research Coordinator, 6 credits must be completed during the education year.[footnoteRef:2] [2:  This number will be prorated based upon the date of R&D Committee approval or the date of the IRB approves the PI/Research Coordinator (for staff changes).] 

b. For those PIs who have an identified Research Coordinator, 4 credits must be completed during the education year.2
2. Research Coordinators: In addition to the requirement outlined in 2.A (if applicable), research coordinators of active, non-exempt human subjects research must complete 6 education credits during the education year.2
3. Principal Investigators and Research Coordinators who only have active exempt research do not have any continuing education requirements, however they are encouraged to attend/participate in any education session they deem appropriate.


Co-Investigators and Other Research Staff (which for the purposes of education includes regulatory coordinators, research assistants, consultants, statisticians, and coordinators who are based at another VA facility are not subject to any education requirement. However, it is strongly recommended that any research staff members who will be interacting with research subjects and/or submitting research proposals participate in applicable sessions. 


C. Evaluating and Pro-rating Educational Credits

	Date of Initial Approval or Date Approved as PI or Coordinator on 1st Non-Exempt Human Subjects Protocol
	Number of Credits Required for 2011-2012 Education Year
for Principal Investigators
	Number of Credits Required for 2011-2012 Education Year for Research Coordinators

	On or before December 31, 2011
	6 (without an identified coordinator)
4 (with an identified coordinator)
	6

	January 1, 2012 thru March 30, 2012
	4 (without an identified coordinator
3 (with an identified coordinator)
	4

	April 1, 2012 thru June 30, 2012
	2 (without an identified coordinator)
1 (with an identified coordinator)
	2

	July 1, 2011 thru August 31, 2012
	1 (without an identified coordinator)
0 (with an identified coordinator)
	1




Note: IRB members who are also Principal Investigators or Research Coordinators will have their IRB educational credits applied to these requirements.

D. Opportunities for Credit
Research staff are given a variety of opportunities by which they can obtain necessary credit. Courses are available in a variety of formats and at varying times. 

1. Option 1: Online Modules 

A series of slide presentations lasting up to 30 minutes in length. These sessions will focus on a particular regulatory area or topic related to Human subjects Research. Staff wishing to earn education credit for completing a module will be required to successfully complete a 10 item quiz(obtaining 80%) in order to obtain credit. Each module equates to 1.0 education credit Credit for completion of each test will only be granted once per education year. The SharePoint site may be accessed here. Please note that this site can only be accessed inside the VA network. A list of topics that will be presented/made available for 2011-2012 is included below. Additional modules may be added at the discretion of the HRPP Executive Committee.


Informed Consent
Post Approval Requirements: Continuing Review, Expirations and Study Closure
Post Approval Requirements: Unanticipated Problems, Adverse Events and Non-Compliance
Documentation in CPRS
Participant Outreach
Research with Investigational Drugs and Devices
Recruiting Research Participants
Conducting Multicenter Trials
Maintaining Compliance
Research with Vulnerable Populations
Protecting Research Data
Working with the Central IRB
Exempt Research
Expedited Research
HIPAA

2. Option 2: Special Topics
At various points throughout the year sessions will be presented that focus on particular issues related to human subjects research. Sessions may be presented by Research Office Staff or guest speakers and are designed to engage the audience. Attendees will be expected to apply information presented to real-life scenarios, case studies, etc. Topics and presenters are announced approximately 4 weeks in advance. Each session topic will be presented at least once at University Drive and at least once at Highland Drive.  Number of credits will vary based upon the length of the session. Additional sessions can be added at the discretion of the HRRP Executive Committee.

3. Option 3: Tailored Sessions/Presentations: 
The VAPHS Education and Policy Office may, at the request of an investigator, department, or Center, develop and present a session tailored to meet the needs of the investigator, department or Center. Requests for such sessions must be made by contacting the VAPHS Education and Policy Office at 412-954-5386. The number of credits to be granted will vary based upon the topic and length of the presentation. 

4. Option 4: Investigator/Coordinator Refresher
This is a 1/2 day refresher course which focuses on the conduct of human subjects research at VAPHS.  Topics include post-approval requirements and procedures (i.e., continuing review, adverse events, unanticipated problems, study closures) compliance and data security. Attendees will receive 4 education credits for the session.  Courses will be held at various points throughout the year and will be announced approximately 4 weeks prior. .

5. Option 5: Other Events and Courses
[bookmark: _Course_Schedule_for][bookmark: _One-Hour_Sessions][bookmark: _Course_Descriptions]Other courses may qualify for Education Credit at the discretion of the VAPHS HRPP Executive Committee
[bookmark: _Orientation][bookmark: _Course_Descriptions_1][bookmark: _Course_Descriptions_2]Course Descriptions

1 hour sessions/online review topics (1.0 credit each)
[bookmark: _Recruitment_Strategies][bookmark: _Informed_Consent]Informed Consent 
Session will focus on the regulatory requirements related to informed consent as well as situations under which a waiver of documentation of informed consent and/or a waiver of informed consent are appropriate. Issues related to the informed consent process will be reviewed including who is authorized to administer inform consent and where informed consent should be obtained. The VAPHS Informed Consent Template will be reviewed, as will VHA and local requirements related to the format and structure of the informed consent document.  Case studies will also be presented.
Recruitment Strategies  
This session will present a variety of options that may be used to recruit and/or refer potential research subjects. Attention will be directed to those activities which are approved by the VAPHS IRB. In addition, the requirements of the Health Information Portability and Accountability Act (HIPAA) as related to recruitment will be discussed. Time will be devoted to the appropriate use of waivers, screening consents, research registries and other methods used to screen potential subjects.  

[bookmark: _Research_with_Vulnerable]Post Approval Requirements: Continuing Review, Expirations Terminations and Suspensions, and Study Closure
This session will focus on reviewing the requirements related to continuing review, expirations of approval, terminations and suspensions and study closures.  Common issues related to these topics and solutions will also be presented.

Post Approval Requirements: Unanticipated Problems, Adverse Events and Non-Compliance
This session will focus on defining unanticipated problems, adverse events and non-compliance in research. Additionally, time will be devoted to outlining the VAPHS IRB reporting requirements for such events. Case reports will be provided for group discussion.

Documentation in CPRS
This session will review VA requirements regarding documentation of study participation in the electronic medical record. Examples of proper documentation will be presented.

Participant Outreach
This session will present information on the VAPHS Research Participant Outreach Program and outlines the responsibilities of research staff for maintaining compliance with this program.

Research with Investigational Drugs and Devices
Participants will be provided with an overview of the FDA’s IND and IDE regulations with a particular focus on what the VAPHS IRB will be requiring in research involving investigational drugs or devices. Particular attention will be directed to those situations in which an IND or IDE must be submitted to the FDA vs. when it meets the criteria for exemption and non-significant risk device studies. Some time will also be devoted to defining the responsibilities of the investigator in those studies in which the investigator serves as the sponsor of the study as well

Recruiting Research Participants
This session will focus on VAPHS research requirements related to the recruitment of research participants. Specific policies and procedures will be presented.

Conducting Multicenter Trials
Session will focus on VAPHS IRB requirements for researchers participating in multicenter trials either as a participating site or as a coordinating site. The various forms required as part of initial submissions, continuing reviews, amendments and in the case of adverse events and unanticipated problems will also be reviewed.

Maintaining Compliance
Session provides an overview of the VAPHS Compliance Program including the requirements for Informed Consent Auditing and Regulatory Audits. Participants will be provided with information regarding common mistakes and problems identified during audits and will be given useful tips and tools to help facilitate the auditing process. 

Research with Vulnerable Populations
Session will focus on the legal and regulatory requirements related to conducting VA research with vulnerable populations, such as pregnant women, children, prisoners, those with impaired decision making and those deemed incompetent to give consent.  Time will be dedicated to not only reviewing the regulatory requirements, but also to local submission requirements as well.

Protecting Research Data
Session will focus on VA and local requirements regarding research data security and privacy. Issues related to the review and approval of projects will be presented and common problems will be discussed. Examples of appropriate language for the consent and protocol documents will also be reviewed.

Exempt Research
Session will review the exempt research categories and the processes associated with exempt research review. The goal of the session is to help researchers understand each of the categories and the applicability of these categories to their research.

Expedited Research
This session will review the expedited research categories and the procedures associated with expedited research review. The goal of the session is to help researchers understand each of the categories and the applicability of these categories to their research.

HIPAA
This session will review the implications of the Health Information Portability and Accountability Act (HIPAA) on research. Issues that will be presented include: why a valid HIPAA Authorization or waiver is necessary; when a waiver can be requested and what the waiver allows an investigator to do. 
[bookmark: _Conducting_Multicenter_Trials][bookmark: _The_Compliance_Program][bookmark: _Research_with_Investigational][bookmark: _Guest_Speaker][bookmark: _Unanticipated_Problem_and][bookmark: _Research_involving_Human][bookmark: _Exempt_and_Expedited]
[bookmark: _Special_Topics_(2.0][bookmark: _Tutorial_Topics:]
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