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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
	Amy Milton

	PPL number
	PA9FBFA9F

	Protocol no
	1

	Protocol title
	Breeding and maintenance of genetically altered animals

	Severity classification
	Mild

	1. Date of incident
	13/05/20 

	2. Species
	Rat

	3. Brief details of study and how the limits or constraints  have been breached
	A male TH:CRE rat (AMIB5.1f, MCMS ID: M00401722) was found dead on the morning of May 13th,  2020, aged 16 weeks and 6 days.

Despite the ongoing restrictions on entering the Combined Animal Facility due to coronavirus, the rats have been observed by the animal technicians on their routine daily checks and no signs of ill-health were noted before this animal was found dead. This animal had not undergone any procedures other than ear clipping for genotyping purposes on February 10th, 2020.

The Senior Animal Technician, Hayley Forest, contacted the relevant PIL holders (Dr Johan Alsiö and Ms Livia Wilod Versprille) on May 13th, and Dr Alsiö contacted the PPL holder by email on May 14th. 

No adverse effects are specified on this protocol because we do not usually observe seizures in Long Evans rats (for which this is the background strain), although the NVS has advised that Long Evans rats are susceptible to seizures. There is no reason why the genetic alteration in this animal should have increased the risk of seizures, although we do note that we have relatively few animals (90 animals to date, with 52 females culled as excess stock before PND5) on this protocol so we may not have sufficient numbers to have observed rare adverse effects.

	4. Have you taken advice from the Named Animal Care and Welfare Officer/Named Veterinary Surgeon/others?
	No. A post mortem was performed by the animal technicians but there were no signs of gross abnormalities. 

	5. Cause of Problem, if known
	It was noted at post mortem that the rat had a recently broken tooth, so we suspect that this animal may have had an unobserved seizure.

	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)
	We will continue to monitor the rest of the cohort for any signs of seizures.

As noted above, we do not expect to observe seizures or any adverse effects on this protocol, but should any further instances occur we will submit an amendment detailing these.


	7. Reported by (name)
	Amy Milton

	8. Date
	29/05/20
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