Department of Veterans Affairs
MEMORANDUM NO. 151-1

North Florida/South Georgia Veterans Health System                                                   
Change 4
                                                                                                                                                     July 17, 2006
HUMAN SUBJECT RESEARCH 
1. PURPOSE.  To establish policy and procedure for human experimentation. 

2. POLICY.  Rights of human subjects will be protected when participating in research studies. The overriding principle governing approval of all clinical studies involving human experimentation is that the welfare of each subject who will participate in the study supersedes all other considerations.

3. PROCEDURE.  

a. Request for approval.  Any clinical professional within the System who plans to conduct investigational studies involving VA patients, staff, facilities or medical records must submit, in writing, one complete hard copy with signatures and one complete electronic version of the investigational proposal to the Research Service Human Subjects Coordinator. These proposals will be reviewed in accordance with the following procedures. To maximize efficiency in the review process, the procedures below should be conducted in a concurrent fashion. 

(1) Submission of proposals.  Before a project may be initiated, proposals for human investigation must be submitted to and approved by the UF Health Science Center Institutional Review Board (HSCIRB) and the Subcommittee for Clinical Investigation (SCI) at the Gainesville Division. Once the SCI approves the proposal, it will be forwarded to the Research and Development (R&D) Committee for final approval.  Submission must include one complete hard copy with signatures and one complete electronic version.  Proposals must contain a lay-language description of the planned procedures for participants to sign as their informed consent (VA form 10-1086).

(2) Eligibility.  The investigator responsible for the conduct of an investigational or experimental study in humans must be a member of the NF/SG professional staff.  Individuals may assist the principal investigator in various stages of their educational programs, but the supervision and conduct of the project may not be delegated.

(3) Members.    Current membership lists of the HSCIRB, the SCI, and the R&D are available at the Research Service administrative office.

b. Action upon approval.  Upon approval of the project, the chairperson for the SCI will complete    VA Form 10-1223, “Report of Subcommittee on Human Studies.” Copies will be forwarded to the principal investigator, research pharmacist and HSCIRB.  The principal investigator will then obtain the consent of the patient by signature on the Informed Consent.  A copy of the consent form must be placed in the patient’s medical record by the investigator.

3.  PROCEDURE.  (Continued)

c. Storage and issue of drugs.  Unless an exception is recommended by the Associate Chief of Staff/Research and approved by the R&D, drugs used in experimental studies involving VA patients will be stored and dispensed by the VA pharmacy.  Only those prescriptions signed 
by a physician specifically authorized to prescribe the drug will be honored.  The drugs will be separated from other drug stocks and kept in a secured location.

d. Storage and issue of devices.  Devices used in experimental studies involving VA patients will be stored in an approved secure location under lock and key.  Records of receipt, use or disposition of device will be documented as stipulated in 21CFR812.140.  Compliance is subject to random monitoring.
4. RESPONSIBILITY.  
a.  The ACOS for Research and Development is responsible for ensuring adherence to the procedures outlined in  this policy.

b.  Investigators are responsible for adhering to this policy and for protecting rights of human  

 subjects. 

5. REFERENCES.  M-3, Parts I, II, III, and IV.

  M-2, Part XIV, Chapter 8.

  21 CFR Ch. 1 Section 812.140

6. RESCISSION.  Memorandum No. 151-1, Change 3, dated July 1, 2002.
7. EXPIRATION DATE.  July 17, 2009.

8. FOLLOW-UP RESPONSIBILITY.  ACOS for Research and Development.



F.L. MALPHURS, FACHE


Director
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