
Guidelines for studies involving research subjects at the STVHCS

1.
Background and Purpose of the guidelines:

It is the goal of the STVHCS to have relevant and cutting-edge clinical research studies available to our patients. These guidelines describe the policies and mechanisms that enable the inclusion of VA patients in VA-approved and non-VA studies including:

A. The enrollment of Veterans in VA-approved studies;

B. The enrollment of non-veterans in VA-approved studies; 

C. The enrollment of Veterans in non-VA studies;

D.

The handling of Investigational Drugs given to VA subjects in VA studies; and

E.

The policy and procedures of oversight of VA studies;

2.
Enrollment of Veterans in VA-approved studies performed at the VA:

Veteran patients can be enrolled in studies that 1) have been approved by the UTHSCSA IRB (the IRB of record for the VA) and VA R & D committee, 2) are performed by research investigators (VA salaried or WOC) who have completed VA credentialing and training, and 3) will be performed on-site at the VA (GCRC or other clinic).  Recruitment may be accomplished through IRB-approved mechanisms such as physician referral or posting of IRB-approved fliers.  Recruitment fliers posted at the VA must be approved (stamped) by the Public Affairs office.  Veterans that enroll in a VA-approved study must sign an approved VA consent form.

3. Enrollment of non-veterans in VA-approved studies performed at the VA:

Non-veterans may be enrolled in studies performed at the VA only when the study is approved by, and performed at the General Clinical Research Center (GCRC).  Any research subject, whether veteran or non-veteran, who enrolls in a study at the GCRC should sign an approved VA consent form.  If the non-veteran subject is also studied at a non-VA site, the research subject should also sign the consent form appropriate for the non-VA site (i.e. they should sign a VA consent form for the GCRC and a non-VA consent form for the non-VA site).  

4.
Enrollment of Veterans in studies performed at off-site locations:

Veteran patients cannot be enrolled in studies performed off-site at a non-VA institution through formal referral from VA staff or through formal recruitment at the VA. Active recruitment of VA patients into non-VA studies through posting of fliers at the VA is not allowed. Veteran patients have a right to seek care from and enroll in a research study outside the VA.  When treatment options or relevant research studies are only available through non-VA institutions, a VA physician may inform the veteran about options outside the VA.  Informing the veteran patient of the availability of an outside research study, for instance at the UTHSCSA, is not a referral in the strict sense because a referral implies ongoing participation in the care of the patient by the referring physician, and establishes VA financial responsibility for the services.  In informing the veteran patient about an off-site study, it should be made clear to the veteran that the VA will not be responsible for any costs related to their care at the off-site institution or their participation in the off-site research study.  In addition, enrollment of a veteran in a non-VA study should occur through the veteran’s own initiative in contacting the study personnel at the outside institution, and the informed consent process should take place at the non-VA institution. The provision of information to a VA patient regarding potential research study options outside the VA and the patient's responsibility for any costs related to the study, should be documented by the VA physician in a progress note in the patient's electronic medical record (CPRS).  Veterans who seek care from, or elect to enroll in a research study, at an institution outside of the VA will have access to general care (unrelated to the research study) at the VA as determined by their eligibility status.  If a veteran enrolls in a research study at a non-VA site on their own initiative the research subject should sign the consent form appropriate for that institution.  VA records may not be accessed for information related to a veteran research subject enrolled in a non-VA study (this is a violation of privacy laws).

5.
The handling of Investigational Drugs given to VA patients in VA studies:

a. 
Receipt of Investigational Drugs from an outside institution:  The handling of Investigational Drugs given to VA patients must optimize patient safety and satisfy the requirements of the governing VA policy and regulations (M-2, Part VII, Chapter 6; STVHCS Policy on Research and Investigational Drugs).  It is recognized that many studies involve multiple sites and the sponsor may ship the investigational drug to a non-VA pharmacy for distribution. The VA Research Pharmacy can accept transfer of investigational drugs directly from an outside pharmacy for administration to the veteran subject at the VA, provided the VA Research Pharmacy has complete information and documentation related to the drug.  This transfer must be documented by memorandum from the non-VA Pharmacist to the VA research pharmacist. The VA Research Pharmacist will document receipt of the Investigation Drug and will ensure that all the necessary drug information is on file in the VA Research Pharmacy.  

b.
Dispensing of Investigational Drugs by VA Research Pharmacy:  Investigational drugs may be dispensed only by order or prescription from an authorized investigator (the investigator must be listed on the VA Form 10-9012).  The prescription or order must be dated, signed, and bear the patient's name or subject's name, identification #, actual quantities prescribed, and complete directions for use.  The VA pharmacist will verify that the Informed Consent Form (VA Form 10-1086) has been signed and will file a copy of the form in the investigational drug folder.   The principal investigator must send the STVHCS Pharmacy Service a copy of this form for each patient enrolled in a study. 

6.
Documentation of enrollment or removal of VA patients in VA studies

a.
Documentation of enrollment:  VA patient care providers must have access to information regarding a VA patient who is enrolled in an approved VA research study.  When a VA patient is enrolled in a VA study, a research study note must be entered in the Research Study Note Template in CPRS by the research investigator.

b.
Documentation of removal: When a VA patient is removed from a VA study or the study is completed, this information must be entered into CPRS using the Research Study Note Template by the research investigator.

7.
Policy and procedures of oversight of VA studies 

a.
Credentialing and Training of Research personnel:  Principal investigators and their research staff involved in VA studies must have verification of credentials, approval as WOC (if not salaried), and have completed the annual human research subjects training as per VA policy and regulations.  This is monitored and verified by VA R & D office staff on an ongoing basis. Investigators must maintain their appointment and training to maintain a research protocol as active. 
b.
Oversight of VA research studies that include VA subjects: The VA Research Compliance Office will randomly audit research protocols that have enrolled VA subjects. The Research Compliance office will notify the PI when an audit will be performed, and will request in writing the information necessary to perform the audit. Results of all audits and any necessary corrective actions will be communicated to the PI in writing.  The findings of the audit will also be reported to the R & D Committee via the QA Sub-committee.
c.
Communication between the principal investigators and the VA R & D office:  In accordance with current R & D policy, serious adverse events involving VA approved protocols will continue to be communicated to the IRB and VA R & D office by the principal investigator.  Requests for yearly progress reports of VA approved studies will be sent to the PI by the VA R & D office, and the PI will submit the progress report when requested.  The VA Research Office (and IRB) must be informed of any modification of or deviation from the research protocol or consent forms.  
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