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- Jefferson. 

December 14, 2017 

Brent Morse, DVM, DACLAM 
Acting Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 
Rockledge l, Suite 360 
6705 Rockledge Drive 
Bethesda, MD 20892 

Dear Dr. Morse, 
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Thomas Jefferson University, in accordance with Animal Welfare Assurance #D16-00051 (A3085-01) and PHS Policy 
IV.F.3., provides this report of noncompliance regarding a series of three incidents that occurred in October and 
November 2016 but were not reported to OLA Wat the time. The species involved in these incidents was mice. OLA W 
was made aware of this matter and oversight in an e-mail sent on November 17, 2017 by- IACUC 
Regulatory Affairs Manager, to Dr. Brent Morse. 

In October and November 2016, through the laboratory inspection process, three instances were identified involving the 
suspected use of expired analgesics or anesthetics in Ii ve mice. Each instance took place in a different laboratory. The 
following dates and pharmaceuticals were noted: 

• October 24, 2016 - Buprenorphine 
• November 17, 2016-Buprenorphine 
• November 18, 2016 - Ketamine 

After discovering these issues, the IACUC team retrained each of the three laboratories emphasizing that drugs that 
control pain must be used before their expiration date. The reverse distribution process employed by Jefferson to remove 
expired controlled substances from the premises was also explained. 

Since these occurrences, these laboratories have been monitored and there has been no repeat of this issue. To bolster 
the University's stance on this issue, the Policy on the Management of Controlled Substances was updated in November 
2016 to include repercussions for investigators who fail to comply with regulatory standards. 

The institution recognizes that this fmding not only highlights tbe issue regarding the use of expired anesthetics and 
analgesics in laboratories, but also the oversight in prompt reporting. While other items have been identified and 
reported to OLA W during the past three years, these events were not. They were identified during laboratory 
inspections. Although corrective action was taken, thorough discussion oflhe laboratory inspection findings did not take 
place at a convened IACUC meeting, nor were they reported to the Institutional Official (10). This process has been 
modified since that time such that laboratory deficiencies are now discussed in detail at IA CUC meetings and recorded in 
the meeting minutes. A copy of each meeting's minutes is provided to the IO. This allows for both the IA CUC and the 
IO to assure that prompt reporting to OLA W occurs. 

In addition, the IA CUC had a robust discussion at the last convened meeting on November 28th, 2017 on the topic of 
OLA W reportable issues. The "Guidance on Prompt Reporting to OLA Wunder the PHS Policy on Humane Care and 
Use of Laboratory Animals" (NOT-OD-05-034) was distributed to all members of the IACUC and the IO. 
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