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Policy Memorandum 578-02-151-003

Hines, Illinois 60141
March 13, 2002

RECRUITMENT OF AND SOLICITATION FOR RESEARCH SUBJECTS

1.
PURPOSE:  To establish policy and procedures regarding the recruitment and solicitation of human subjects including veterans, non-veterans and VA employees, trainees for participation in research projects under the jurisdiction of Hines VA Hospital and North Chicago VA Medical Center Human Studies Subcommittee (HSS).

2.
POLICY:  It is an acceptable practice for Principal Investigators conducting research projects involving human subjects to recruit veterans as participants in research studies that have been approved by the Human Studies Subcommittee (HSS) and the Research and Development (R&D) Committee.  Principal Investigators may also recruit non-veterans, including VA employees, trainees to participate in approved VA research studies, but only if a sufficient number of veteran patients suitable for the project is not available and only if prior approval has been given by the investigator's Service Chief, the Human Studies Subcommittee, the Research and Development Committee, the Associate Chief of Staff for Research and Development, the Chief of Staff, and the Hospital Director. 


a.
VA employees may not participate as subjects in a research project while in an official duty status. However, VA employees may participate as either paid or unpaid subjects in an approved research project while in an off-duty status.


b.
With regard to liability coverage, under the provisions of Title 38 USC Section 7416, which provide immunity from liability for medical care employees while in the exercise of their duties for the VA, principal investigators acting under studies approved by the R & D Committee and the HSS, and acting in accordance with their studies, are considered to be acting under the supervision and control of the VA and would have immunity from liability. The only cause of action that subjects (veteran or non-veteran) would have would be against the United States under the Federal Tort Claims Act.


c.
It is also an acceptable and often necessary practice to publicly solicit human subjects for participation in research projects.  Such solicitations require HSS approval and may include letters, flyers, posters, radio or television advertisements, public service announcements, newspaper advertisements, internet postings or similar items.  However, such solicitation must be conducted with the dignity and tact that such activity deserves and in accordance with applicable regulations, policies and law.  See Attachment A

3.
RESPONSIBILITIES:  Principal Investigators recruiting veterans for their research are responsible for submitting their projects through their Service Chiefs for review to the Human Studies Subcommittee and Research and Development Committee.

a.
In general, subjects may not be enrolled in more than one study at a time.  For some studies with long-term follow-up, this may limit a subject’s ability to enroll in other research.  Thus, investigators may petition the IRB for permission to dual enroll.  The second investigator will send a memo to the first investigator asking permission/concurrence and justification for dual enrollment. If there is agreement, the first investigator will sign the memo and forward to the HSS for review and final approval.  Both principal investigators must sign a letter of agreement for dual enrollment.  These letters may be specific to a patient or a study.  For purposes of enrollment only, subjects donating tissue (which may be used indefinitely in some studies) will be considered eligible for other studies after their tissue has been procured.  See Attachment B.


b.
Principal Investigators wishing to recruit non-veterans, VA employees and trainees for participation as subjects in research protocols, are responsible for obtaining approval from their Service Chiefs, the Human Studies Subcommittee, the Research and Development Committee, the Associate Chief of Staff for Research and Development, the Chief of Staff and the Hospital Director. If the project involves the administration of investigational agents through the Pharmacy Service, or the use of support services, such as Radiology or Laboratory Service, it is the responsibility of the Principal Investigator to ensure the entry of non-veterans, including VA employees, onto the Hines VA DHCP system to facilitate documentation and monitoring of services provided to the subject. Principal Investigators are responsible for maintaining documentation relative to the subject's participation in the research project in accordance with hospital policies and procedures.   See Attachment C


c.
Investigators are also responsible for preparing solicitations to participate in research and submitting them to the HSS for consideration. 


d.
The HSS is responsible for reviewing such solicitations to assure they are suitable for public display, contain non-technical language, are appropriate for a lay-audience, meet applicable regulations.  At the time of renewal or closure, the HSS staff will audit the computerized Research Flag option to ensure appropriate entries of research participants and associated progress notes.


e.
The Hospital Special Assistant to the Director for Public Affairs is responsible for providing technical assistance in the preparation of radio or television announcements, for approval of such announcements, and for the review and approval of advertisements to appear in newspapers.  HHS will have the final approval of announcements and advertisements.

4.
ACTION:

a.
Principal investigators who wish to recruit only veterans as subjects in their research should submit their research proposals for review through their Service Chief, through the Human Studies Subcommittee to the Research and Development Committee.  Advertisements and plans for distribution should be submitted with the original submission packet.

b.
Principal investigators wishing to use non-veterans, trainees or VA employees in off-duty status will submit a memorandum on VA letterhead requesting the use of non-veteran subjects. The memorandum will be routed to the Hospital Director through their Service Chief, Human Studies Subcommittee, the R&D Committee, the Associate Chief of Staff for Research and Development, and the Chief of Staff. The memorandum must be accompanied by a copy of the protocol, by a copy of the budget, as described below, all recruitment materials (flyers, posters, etc.), and must contain a detailed justification for the use of non-veteran subjects.  

c.
For all studies involving more than a one-time visit or completion of a survey or as required by the Hospital Director and/or R&D Committee or the HSS, Principal Investigators will be required to insure that upon enrollment the non-veterans, trainees and VA employees will be entered in the DHCP using the Research Flag option.  Information required for this option includes the patient’s name, social security number, principal investigator, title of the study, date of enrollment.  Once the study is completed, all participants are to be de-enrolled.

d.
Solicitations for subjects will be considered only for research projects that have been approved by the HSS and Research and Development Committee and are in good standing.

e.
A newspaper advertisement or flyer will be prepared in a format that is informative   and not coercive.  

f.     A flyer, announcement or other types of solicitation intended to be posted within this

Hospital will be prepared in a format consistent with Attachment A. It will be submitted to the HSS for consideration, and, if approved and stamped, may be posted in suitable sites within the hospital.  


g.    All incentives provided for the direct or indirect benefit of an investigator or an investigator’s staff to enhance recruitment must be reported and approved by the HSS and ACOS for Research.  VA policy prohibits direct payments to VA Investigators.   

5. REFERENCES:


a.
VA Manual M-3, Part 1, Chapter 9;


b.
VA Manual M-3, Part 1, Chapter 3;


c.
VA Manual M-3, Part 1, Chapter 1;

d. Hines / NCVA Standard Operating Procedures (SOPs) for Protection of Human 

e. Subjects in Research, March 2001, 7/2001 revision. 

f. FDA Guidelines

g. National Committee for Quality Assurance Standards, August 16, 2001

6.
RESCISSION:  Policy Memorandum 151-3 (R-4) dated October 20, 1999.

7.
RECERTIFICATION:
  This Policy Memorandum will be recertified on or before March 13, 2002.

8.
FOLLOW-UP RESPONSIBILITY:
151, Human Studies Subcommittee (HSS) and the Research and Development (R&D) Committee.

Dennis M. Lewis, FACHE

Director

Distribution:  B1 (Service, Section Chiefs & Supervisors)




D2 (All physicians, dentists, consultants, attendings)
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Attachment A

(SAMPLE)
RESEARCH PARTICIPANTS NEEDED

PURPOSE:

Clear concise purpose of the study IN LAY TERMS
ELIGIBILITY: 
Criteria in summary form that will be used to enroll individuals into the study

BENEFITS:
            Straightforward, truthful description of the incentives to the participant for participation in the study (for example:  payments or free treatment)

CONTACT:
           Name and address of principal investigator


                       Location of research and the person to contact for additional information

When approved, the advertisement will be stamped with a HSS Approval Stamp with approval dates
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Attachment B

DEPARTMENT OF VETERANS AFFAIRS

EDWARD HINES, JR. VA HOSPITAL

Hines, IL.  60141
	Date:
	     

	To:
	Human Studies Subcommittee
	
	In Reply Refer To:
	     

	
	
	
	
	Mail Code

	From:
	     

	Re:
	Enrollment of Hines VA patient in two research studies
	

	
	Patient Name / Social Security Number:
	     


This letter is intended to provide acknowledgment that the below signed Principal Investigators have no objection to this patient simultaneously participating in their respective research studies (listed below).  No inter-study interference is anticipated. 

	     
	
	

	Study Name
	
	PI Signature

	
	
	

	
	
	

	
	
	

	
	
	

	     
	
	

	Study Name
	
	PI Signature
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Attachment C
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                         Memorandum
	Date:
	     

	From:
	Principal Investigator, Study Titled: 
	     

	Subj:
	Recruitment of Non-Veteran Research Subjects

	To:
	Hospital Director (00)

	Thru: 
	Chairperson, Human Studies Subcommittee (151)

	
	Chairperson, R&D Committee (151)

	
	ACOS for R&D (151)

	
	Executive Director, CARES (151)

	
	Chief, PAS (136)

	
	Chief of Staff (11)


1. I am requesting permission to recruit non-veteran research subjects for the study,       ​​​​​.  This study is being submitted for funding from       and Research and Development Merit Review Program.  (Brief description of the study and why you are going out to non-vet population).     .  The VA does not have enough      .   The approximate number of non-veterans to be enrolled is      .


2. In order to meet the goals of this important research project, we are asking your permission

to recruit non-veterans.  Although non-veteran subjects will be utilized, we believe the results will be generalizable to the veteran population.  

3. The enrollment of non-veterans has been approved by the HSS on      . (date)

4. The study budget has been reviewed and additional funding       (has been allocated /

is not required) to accommodate the enrollment of non-veterans.

5. All costs related to the enrollment of the non-veterans will be at the expense of the study

funding or the referring facility. 

6. We concur that no VA appropriated medical care funding will be used for non-veterans.  If any medical problems occur in connection with this study, the VA will provide emergency care only.  

7. If I have failed to provide all the information you require, please feel free to contact me at extension      .  Your consideration of this request for permission to recruit non-veterans as research subjects is greatly appreciated.  I look forward to hearing from you.
	

	Principal Investigator Signature


​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​

Attachments:

Copy of Protocol

Copy of Consent


Concurrences:

	
	
	

	Dale N. Gerding, MD
ACOS for Research & Development
	
	Yvonne Lucero, MD
Chairperson, Human Studies Subcommitte

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	

	Howard Greisler, MD
Chair, R&D Committee 
	
	Ron Flink
Executive Director, CARES

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	

	Joe Rio
Chief, Patient Administration Service
	
	Barbara K. Temeck, MD
Chief of Staff

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	 FORMCHECKBOX 

	Approved
	
	 FORMCHECKBOX 

	Disapproved
	
	
	

	
	
	Jack G. Hetrick, Director
	
	Date
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