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IACUC Training Exercise #2- 2016
The following exercise may be useful in stimulating discussion regarding compliance with PHS Policy and VA Handbook 1200.07. To facilitate discussion, page 1 of the exercise may be distributed to the IACUC members prior to a meeting.  After a few minutes of discussion about the exercise during the meeting, the remaining pages of the exercise may be distributed to provide ideas for the committee’s consideration.  
During a recent Hometown VA-IACUC meeting, several committee members asked why it is necessary to clip the fur on animals that will undergo a nonsurvival surgical procedure, such as terminal perfusion with fixative or tissue collection under anesthesia.   The IACUC Chair, Dr. Rosen, asks Ann Marie, the IACUC Coordinator to read aloud the section in the Guide that addresses patient preparation regarding nonsurvival surgery.   She reads the following passage from page 118 (see below).

“It may not be necessary to follow all the techniques outlined in this section if nonsurvival surgery is performed but, at a minimum, the surgical site should be clipped, the surgeon should wear gloves, and the instruments and surrounding area should be clean (Slattum et al. 1991).”  
Dr. Rosen, with a “see I told you so look on his face”, says “how do you propose we justify not clipping the surgical site when the Guide clearly states that it is required for nonsurvival surgery?”   Dr. Diaz, the Attending Veterinarian, remarks that the statement that Ann Marie read on page 118 is a “should” statement; deviations from a “should” statement may be acceptable if certain qualifiers or circumstances exist.  Ann Marie suggests the committee look at the VA Deviations and Departures flowchart to answer this question.   What do you think the committee decided?
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Dr. Diaz reminds the committee that their current SOP on nonsurvival surgery is consistent with the recommendations of the Guide (i.e. clipping of the surgical site is required for all nonsurvival surgeries); with this point in mind, the committee works their way through the flowchart tree (see below).
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The committee members conclude that they cannot support an approved departure for not clipping the surgical site when a nonsurvival surgery is performed because they do not have a scientific, veterinary medical or animal welfare basis for it.

Ann Marie says “should” statements in the Guide often involve performance standards.  Dr. Diaz suggests the IACUC investigate the applicability of a performance standard for not clipping the fur in nonsurvival surgery; the committee agrees.  Dr. Diaz reminds the committee that well-established performance standards are expected to meet the following criteria:
· Supports scientific objectives.
· Supports the health and welfare of the animal.
· Includes a justified performance index.
· Has associated outcome criteria.

She submits a protocol for a small study, which the IACUC approves, to determine whether any differences in the outcome of nonsurvival surgery for tissue collection can be identified between rats that have had their surgical site clipped versus those that do not. Liver samples are collected in the identical manner except that in experimental group A the fur is clipped and in experimental group B the fur is not clipped.  Performance indices used to evaluate outcome were the number of viable hepatocytes recovered, presence of bacteria, and presence of fungal contamination. Negligible, if any, differences were detected in the hepatocyte cultures prepared from animals in experimental group A (clipped surgical site) versus experimental group B (unclipped surgical site).  The performance outcome was essentially the same.  Dr. Diaz presents these findings to the committee members at the next IACUC meeting; with this information in mind, the IACUC works through the flowchart tree again (see below).
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Now that the IACUC has established a performance standard, it can approve a deviation from a “should” statement (nonsurvival surgery for tissue sample collection without fur clipping).  A well-established performance standard is not a departure from the Guide, and has no reporting requirements.   Performance standards may be described in a protocol or in a standard operating procedure; the IACUC should determine which method is appropriate in light of the circumstances under consideration. 
