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RECRUITING PVAMC PATIENTS AT THE PVAMC FOR NON-VA RESEARCH

1.  PURPOSE:

Investigators conducting research at other institutions occasionally request permission to post flyers on the VA grounds in an attempt to recruit potential participants from the VA employee, volunteer and patient populations.  In addition, VA physicians with joint appointments at Oregon Health and Science University (OHSU) sometimes ask permission to personally recruit patients for OHSU studies from their VA clinics or from OHSU clinics serving veterans, e.g., clinics at Casey Eye Institute.  Even though these studies are not conducted by the VA, it is the policy of the PVAMC that all research advertisements and personal recruitments during clinics be reviewed to assure that they are not coercive or unduly optimistic and that patients are informed that the VA is not involved or responsible for any medical care associated with their participation in a non-VA research study.  

2.  POLICY:

Investigators conducting research at non-VA institutions who wish to advertise their research projects at the PVAMC may do so only under the conditions described in this Human Research Protection Program Policy & Procedure.  
a. Advertisements and flyers may be distributed or posted only if

· they display a current IRB approval stamp from their institution,
· they clearly indicate the research project is NOT sponsored by PVAMC, 

· they have been reviewed by the Research Assurance & Compliance Coordinator (RACC) and determined to comply with PVAMC policy and

· they have been stamped as VA approved for posting. 
b. Researchers may inform patients of research studies within clinics or waiting areas within the following parameters: 

1) VA patients may NOT be consented in VA clinics or waiting areas or anywhere within the PVAMC for studies NOT approved by a PVAMC Internal Review Board (IRB).

2) Researchers wishing to recruit patients for OHSU studies on PVAMC property, e.g., in clinics, must assure the following:
a) The OHSU IRB has approved the study.
b) The investigator(s) will tell VA patients that they are participating as a member of the general public and not a VA patient.

c) Neither the VA patient nor the VA will incur any costs related to the patients’ participation in the research project.

d) An OHSU clinician will be responsible for all health care-related decisions related to the research.

e) All members of the research team are appropriately credentialed and privileged according to OHSU bylaws.

f) A letter from the PI based on the template (Attachment B) will be given to each enrolled VA patient.  The patient should present the letter to medical personnel at OHSU in the event of a research-related event requiring treatment at OHSU.
g) Any ads or flyers given to VA patients will have PVAMC approval.
3.  PROCEDURES:

a. Investigators must submit a written request to the PVAMC Research Assurance and Compliance Coordinator (RACC) at mail code R&D to post or distribute research recruitment flyers on VA grounds and/or to recruit patients to non-VA studies in VA clinics.  Additionally, the investigator must submit the following:

(1) a copy of their institution’s most recent initial or continuing IRB approval letter for the study;

(2) an IRB-approved consent form; 
(3) a letter based on the template in Attachment B to be given to each participating veteran;

(4) a signed agreement (Attachment A)

(5) flyers/advertisements, if applicable, with host institution’s IRB approval stamp, clearly stating that the project is not PVAMC-sponsored research  The content of flyers should be consistent with PVAMC-sponsored research flyers:
i. The name and address of the clinical investigator and/or research facility.

ii. The condition being studied and/or the purpose of the research.

iii. In summary form, the criteria that will be used to determine eligibility for the study.

iv. The time or other commitment required of the participants.

v. The location of the research and the person or office to contact for further information.

vi. A clear statement that any procedures/drugs/devices are research and not standard treatment.

vii. A brief list of potential benefits (e.g., no cost of health exam).

b. The RACC will review the request and accompanying materials for compliance with PVAMC policy.
c. Once the RACC has approved a request, the RACC will stamp approved flyers, if applicable, and send a written and signed approval to the PI.  

4.  RESPONSIBILITIES:

a. The principal investigator (PI) will be responsible for the following:

(1) Submitting an official request with the appropriate accompanying materials listed above.
(2) Posting approved flyers (Exception:  To post flyers in locked glass cabinets, PI or coordinator must make arrangements with the RACC or other R&D Research staff.)

(3) Recruiting VA patients for non-VA studies only after approval of the request and assuring compliance with this policy.

b. The RACC will be responsible for the following:
(1) Reviewing and evaluating the incoming request. 
(2) Stamping approved flyers and sending written approval or denial with explanation to the PI or designated coordinator.
5.  REFERENCES:  None

6.
CONCURRENCES:  Endorsed by the Research & Development Committee <date>
7.   RESCISSION:
HRPP Policy & Procedure No. 8 approved 08/01/2005.
8.
 FOLLOW-UP RESPONSIBILITY:
 ACOS, Research & Development Service (R&D)

Michael P. Davey, M.D., Ph.D.

ACOS, Research & Development Service 

ATTACHMENT A
Agreement with the Portland VA Medical Center

Principal Investigator (PI) requesting PVAMC approval of posting of non-VA research 

recruitment flyers:       
The PI requests permission to display or distribute the flyer in the following areas:

     
The following individual should be contacted if there are any concerns with the displaying of the flyer:  

Name:       
Email:       
Phone #:      
Assurances:  
Initials
I confirm that this research project is not conducted by or 

collaboratively with the VA.  
________

I confirm that no-VA staff or appointees are collaborating on 

this research project.
________

I confirm that these flyers will be taken down by:       (date) 
________

I confirm that this research project and flyer have received the appropriate 

approval(s) by the host institution’s Institutional Review Board.
________

_______________________________________________

______________

Principal Investigator






























Date 

ATTACHMENT B

OHSU Letterhead

Date:

TO: 
Medical Personnel, OHSU

FROM:  
Principal Investigator

RE:
Treatment at OHSU during Participation in <Name of Study>

<Name of Study Participant>, a veteran, is enrolled in a clinical trial at OHSU, <Name of Study> beginning <Date of enrollment> and will be followed for their study participation until <date no sooner than 30 days following last study intervention/procedure>.

During his/her participation in the study, <Name of Participant> should be evaluated and treated at OHSU for any problems that might potentially arise from their participation in the study.  Even though s/he is a veteran, she should not be referred to the Portland VA Medical Center during this time.

OHSU is responsible for the care and all associated costs for <Name of Study Participant> during his/her participation in this study.

Please contact the Principal Investigator, <Name>, at <phone #> with any questions.

Thank you!
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