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USE OF PATIENT CARE AREAS AND EQUIPMENT

FOR ANIMAL RESEARCH STUDIES

1.  PURPOSE.  To establish a procedure when there is an urgent need to use a patient care area and/or equipment for animal research studies.

2.  POLICY.  It is the policy of the North Florida/South Georgia Veterans Health System to support the VA Research Service program.  However, patient diagnostic, treatment and monitoring areas, and equipment are not to be used for animal studies.  Under extraordinary circumstances, permission for such use may be granted if overriding potential value to human patients can be clearly demonstrated and if there is no risk to the facilities or interference with patient care.  This would be expected to be a very rare occurrence.  When procedures are performed on animal subjects using areas or equipment also used for patients, appropriate measures must be taken to safeguard the health and comfort of patients who will be subsequently treated with those resources.  The use of patient areas or equipment cannot displace patient care needs and can only be done “after hours,” if approved.  There must be strict adherence to the process described in this memorandum.

3.  PROCEDURE.   To ensure that necessary precautions are taken, procedures performed on animals using patient care areas or equipment must be performed in accordance with the process described as follows:

a.  Approval of the Director must precede any use of patient areas and equipment for animal studies.

b.  Administrative approval must be requested by submission of a Request to Use Patient Care Procedural area and/or Equipment for Animal Studies following the format of Appendix A.

c.  Upon approval by the Director, who is the approving authority, the study may be undertaken.

d.  A copy of the approved protocol must be forwarded by the Director to the Chief Research and Development Officer, VA Headquarters.

e.  Deviations from the approved protocol require submission of a revised protocol prepared and approved in advance of implementation, as outlined for the original protocol.  A copy of the approved, revised protocol must be forwarded to the Chief Research and Development Officer, VA Headquarters.

f.  An individual responsible for use of instruments or equipment and space in patient care must be in attendance when research procedures are performed on animal subjects using such resources.

g.  Records of each procedure must be prepared by the principal investigator requesting use of patient care procedural areas in animal studies.  One copy of these records must be retained by the principal investigator for a period of three years.  A second copy must be forwarded to the ACOS for Research and Development within 24 hours of the procedure.  Records must include:

(1)  Date of protocol approval.

(2)  Date procedure(s) performed.

(3)  Animal species and number used.

(4)  Equipment or instrumentation and patient care area used and duration of use.

(5)  Name and title of individual responsible for use of instruments or equipment and space who was in attendance at the time of procedure(s).

(6)  Name and title of individual in attendance of the animal(s).

(7)  Name of individual inspecting equipment and patient care areas following animal research use.

(8)  Notation of any unanticipated events occurring during the procedure (e.g., equipment malfunction, disturbance caused by animal subject, etc.).

4.  RESPONSIBILITIES.  It is the responsibility of the requesting Research Investigator to follow this process precisely and to prepare and keep the required records.  It is the responsibility of the ACOS for Research and Development and the Chief of Staff to review requests for use of patient care areas and/or equipment for animal research in depth before recommending approval.

5.  REFERENCES.  M3, Part I, Chapter 12.

6.  RESCISSION.  Medical Center Memorandum No. 315, dated June 25, 1991.

7.  EXPIRATION DATE.  This policy will expire on February 1, 2004.

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