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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 Milton

	PPL number
	PA9FBFA9F

	Protocol no
	9

	Protocol title
	Appetitive (non-IVSA) behaviour with lesions and/or cannulations and viral-based manipulations

	Severity classification
	Moderate

	1. Date of incident
	1st October 2019

	2. Species
	Rat

	3. Brief details of study and how the limits or constraints  have been breached
	This rat (B4/334 #12, MCMS ID: M00360529) was found dead on the morning of 1st October 2019. The rat had shown no signs of ill-health and appeared to be of normal weight prior to death. The rat had undergone food restriction (beginning on 25th July 2019) and behavioural testing but had not undergone any other regulated procedures. 

	4. Have you taken advice from the Named Animal Care and Welfare Officer/Named Veterinary Surgeon/others?
	The surgery technician, Ben Jaggs, conducted a post mortem on this animal and found abnormalities in the gastrointestinal tract. Following discussion with the NVSs, we do not believe that the gastrointestinal problems are due to our experimental procedures, but we are continuing to monitor the situation.

	5. Cause of Problem, if known
	Currently unknown

	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)
	This is the fifth animal of which I am aware that has shown gastrointestinal abnormalities this year. Three animals at the Innes (two on my PPL and one sentinel) and one other animal at the CAF were culled earlier this year and found to have GI abnormalities post mortem. Histological reports did not reveal anything of note. 
We discussed these unexpected deaths with our then-HOI Lynda Noddings, who advised that she did not consider them to be procedure-related and as the animals had been culled, did not consider that these warranted Condition 18 reports. We were keeping her updated on the situation and our investigations by email.
To date, with the NACWOs and NVSs, we have considered whether the animals might be ingesting bedding material or environmental enrichment from their home cages, but there has been no evidence of foreign material in the digestive tract so this seems very unlikely. 
Colin Windle, the NACWO at the Innes, questioned whether the GI problems could be related to food restriction. This would not, however, explain the occurrence of these problems in a sentinel animal, and this is not an adverse effect that we have observed with food restriction previously. We only conduct food restriction to ensure that the animals are motivated to work for rewards in appetitive behavioural procedures, feeding the animals daily (after any behavioural procedures where these are conducted on a specific day). Animals gain weight throughout the course of the experiment and do not always eat all of the food they are given.
To put the numbers of affected animals into context, since January 2019 (around the time these issues were first reported) we have had 525 animals undergoing food restriction on my PPL. The four affected animals (I am not including the sentinel) would represent an occurrence of 0.76% of the population (or 0.5% of all animals that have undergone food restriction on my current PPL, which began in July 2018).
We are continuing to discuss potential causes of these GI abnormalities with the NVSs and will continued monitoring the colony for further occurrences.

	7. Reported by (name)
	Dr Amy Milton

	8. Date
	04/10/2019
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Inspector’s comments and recommendations:

	Comments and recommendations
	Thank you for this report. I concur with Dr Noddings and do not believe the deaths are procedure related. I am happy for the NVS to keep me informed separately on any progress in their investigations.


	Inspector name 

	Amita Shortland

	Date
	7th October 2019
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