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IACUC Training Exercise #4 - 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 remainder of the exercise may be distributed to provide ideas for the committee’s consideration.  
Dr. Elliot Smith is an internationally recognized neurologist who maintains an active animal research program at the Hometown VAMC.  He frequently lectures at medical conferences across the country.   Dr. Smith has two bad habits: (1) he tends to wait until the last minute to complete important tasks and (2) he ignores his email when he is on travel.  He has been away for over a month due to various speaking engagements.  As he is plowing through his “over the limit” email inbox, he notices several emails from Ann Marie, the IACUC Manager.   The subject line of the last email, dated a week ago, gets his attention; it reads “Protocol Expiration.”  Dr. Smith is suddenly panic-stricken because he fears the repercussions of letting his protocol expire.  He calls Ann Marie and meekly asks how to get himself out of trouble.   Ann Marie says his animals were transferred to the VMU holding protocol as required by IACUC policy when an investigator fails to acknowledge pending protocol expiration and/or fails to renew the protocol that covers them.  Because no research procedures were carried out on any of the animals after the protocol expired, there was no non-compliance.  Much relieved, Dr. Smith wonders whether there might be a problem paying for the per diems, as he has heard something about NIH declining to pay for the per diems when a protocol expires or is suspended.  He starts to ask Ann Marie whether he can use his grant funds to pay for the per diem charges when she places him on hold to answer another call.   What do you think Anna Marie’s answer will be?
When Ann Marie finishes her other call and returns to Dr. Smith, he asks how to handle the per diem charges.   Before she answers his question, Ann Marie admonishes Dr. Smith to not let his protocol lapse again; the holding protocol is meant to be a rarely used interim solution and should not be abused.   Besides, as long as the animals are on the holding protocol, or otherwise not on an approved protocol for research, none of the work that Dr. Smith wants to do with them can proceed.  She tells Dr. Smith that, as he has heard, if his protocol is supported by PHS awarded funds, he cannot use the PHS grant funds for animal activities during the period that the protocol is expired.  As they continue their conversation, Ann Marie checks the funding source for Dr. Smith’s expired protocol; the work turns out to be solely supported by his VA MERIT grant.  She assures Dr. Smith that VA funds may be used to pay per diem charges while he works to have his protocol reinstated by the IACUC.  Regardless of what the issue is, an expired protocol, or even protocol suspension, VA funds may be used to pay per diem charges.  Dr. Smith is greatly relieved and contrite; he submits his protocol for renewal to the IACUC office that afternoon. 
NOTE:  The policy of requiring transfer of the animals to a holding protocol, mentioned in this exercise, is strictly a local policy, and not a regulatory requirement.  There is no regulatory requirement for animals to be assigned to an approved protocol just to be housed in the animal facility and to receive routine husbandry and veterinary care appropriate to their medical condition.  The crucial point is that no research procedures may be carried out without IACUC approval, either before the approval has been granted or after it has expired or is suspended.   
