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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
	Wellcome Sanger Institute

	Establishment Licence number
	X3A0ED725

	Name of PPL holder
	Anneliese Speak

	PPL number
	P2E57E159

	Protocol no
	11

	Protocol title
	Therapeutic manipulation of the haematological system and primary tumour

	Severity classification
	Moderate

	1. Date of incident
	05/03/2020 

	2. Species
	Mouse

	3. Brief details of study and how the limits or constraints  have been breached
	A male CD45.1 congenic mouse CDFF245.5a (DOB 04/12/2019) was undergoing intravenous injection in order to transfer genetically altered T cells to recognise the tumour antigen. The mouse was placed in a heating chamber (set at 38oC for 10 mins) and then into the restrainer for administration of the cells (1 million cells in 50 ul phosphate buffered saline) using a 27 gauge needle. However, the mouse died during the procedure and was unresponsive when the restrainer was released. The personal license holder, Natalie Owen, has previously successfully performed this procedure and was trained by the internal training team and deemed competent earlier this year.

	4. Have you taken advice from the Named Animal Care and Welfare Officer/Named Veterinary Surgeon/others?
	No

	5. Cause of Problem, if known
	We believe this was an unfortunate occurrence perhaps due to an underlying condition (although nothing found on necropsy). This mouse was very vocal during handling and when placing in the restrainer and perhaps was stressed due to the prior subcutaneous tumour cell injection and tumour growth monitoring that has been performed.

	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)
	[bookmark: _GoBack]We have considered the use of alternative restrainers (cone style rather than cylinder) but we feel that it is not possible to use the cone as the mouse is too mobile and thus would require more force to be applied to the tail and an increase risk of a failed injection. 

	7. Reported by (name)
	Annie Speak

	8. Date
	12/03/2020
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