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Please use this form to notify the Animals in Science Regulation Unit (ASRU) of procedural-related adverse effects that have exceeded or are likely to exceed the severity limitations or controls described in the project licence. ASRU will use this information to determine whether any further action is required.

Do not use to report:
· adverse effects that are due to non-procedural issues;
· potential non-compliance (report by other means);
· issues without adverse welfare consequences.

If you are in doubt whether or not you need to fill in this form, please contact your assigned Inspector.

Please clearly title your document: ‘ASRU_establishment name_PPL number_PPLh surname_date_sc18’ and send to your Inspector (e.g. using cjsm) with the subject heading ‘PPL SC 18 Notification PPL [Number]

	Establishment Licence name
	University of Cambridge

	Establishment Licence number
	X81BD37B1

	Name of PPL holder
	Dr Amy L Milton

	PPL number
	PA9FBFA9F

	Protocol no
	12

	Protocol title
	Appetitive (non-IVSA) behaviour with viral based manipulations and neuronal recordings

	Severity classification
	Moderate

	1. Date of incident
	17th June 2021

	2. Species
	Rat

	3. Brief details of study and how the limits or constraints  have been breached
	What happened: Unexpected adverse effect (wounds in the fold between ear and scalps), associated with surgery and/or behavioural testing.
Who was involved: The PIL holder is Dr Björn Johan Alsiö (I09B4309E). 4 rats were operated on by Dr Alsiö and another 4 by Mr Colin McKenzie (I3E2B85CE) between 2nd-4th June. Dr Alsiö performed the behavioural testing and noticed the wounds when preparing the animals to go into the behavioural chambers.
Which rats: Batch B6/184, protocol 12, post-surgery. There are 9 rats in this cohort; 8 rats have had surgery; 6 rats were observed to have wounds on 17th June 2021.
· 364    AMIB10.1c    M00559438    M - Both ears, fresh wounds, painful to the touch
· 365    AMIB10.1d    M00559439    M - right ear, fresh wound; left ear, minor wound, healing
· 369    AMIB10.1h    M00559443    F - minor wounds both ears, healing
· 371    AMIB10.1j    M00559445    F - minor wound left ear, healing
· 380    AMIB8.1e    M00559423    F - right ear, clotted wound; left ear, minor wound, healing
· 383    AMIB8.1h    M00559426    F - left ear, clotted wound

	4. Have you taken advice from the Named Animal Care and Welfare Officer/Named Veterinary Surgeon/others?
	NACWO and NVS were both consulted and the NVS deemed the situation to be potentially treatable if the HOI gave approval. Dr Noelia Lopez-Salesansky was consulted over the phone and approval received to keep the rats and to proceed with the NVS recommendation: Metacam and Baytril once daily over 5 days for the affected rats. In addition, we will apply Savlon dual action (Lidocaine added to the cream) and clip the claw of the rats to prevent them from scratching.

	5. Cause of Problem, if known
	All surgeries were performed approximately 2 weeks before the wounds were observed, and proceeded uneventfully. The NVS had been consulted prior to these surgeries regarding refinement of the analgesic regimen (as we were concerned about post-surgical weight loss with buprenorphine and were exploring alternatives, but ultimately buprenorphine was required). Wounds were observed the day after the rats were put into the behavioural test chamber for the first time (habituation to sugar pellets inside the chamber). These adverse effects have not been observed previously with other rats undergoing a similar procedure, but these animals had been trained in the behavioural chambers prior to surgery. We are exploring whether the novelty of the chamber has led to increased activity in these animals, causing greater movement or manipulation of the fibre optic cable (and indirectly the wounds). 

	6. Action that has been or will be taken
(For example, formulation of drug changed, supportive treatment given, study design modified). If no action needed, indicate why (for example, none required as study has been terminated and will not be repeated)
	NVS and NACWO have been consulted and HOI contacted for permission to continue with the study in light of the unexpected adverse effects. 

We are currently investigating potential causes of the wounds to identify any modifications to the behavioural procedures or testing chambers that may prevent similar adverse effects in future.

	7. Reported by (name)
	Dr Amy L Milton

	8. Date
	18th June 2021
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Inspector’s comments and recommendations:

	Comments and recommendations
	Thank you for letting me know about this issue, you are compliant with your licence by reporting this under PPL standard condition 18. 

I am satisfied with the plan to treat these animals and monitor them closely.
 
No further action is required at this time. Please do let me know of any other incidences of this nature.


	Inspector name 

	Dr Noelia Lopez-Salesansky

	Date
	18/06/2021
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