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UNIVERSITY OF CAMBRIDGE AWERB REQUEST

Application for non-regulated use of animals in scientific procedures
(To be completed electronically)
Is this a repeat request – Yes/No

	Name of applicant: Amy Warner

	Applicant’s e-mail: amy.warner@rxcelerate.com

	Applicant’s mobile number: 07510406847

	Applicant’s qualifications and experience: 

I have been working with laboratory rodents (PIL holder) since 2004 under several project licences in that time. I currently coordinate and administer three PPLs (one of which I am the holder) within our team so am very familiar with the legislature involved in what constitutes regulated and non-regulated work. 


	Applicant’s professional address (University of Cambridge Department): 

RxCelerate Ltd
Dorothy Hodgkin Building – B950
Babraham Research Campus
Babraham
Cambridge
CB22 3FH


	Name of applicant’s supervisor (if applicable): 



	Department in which the animal(s) are to be kept (if applicable) or address of the Place Other than Licensed Establishment (POLE) where the work will be undertaken: 

Mira Building


	Species, number, sex and strain of animal(s): 

Mouse, C57Bl/6J, maximum 10 females



	The source of the animal(s):

Charles River UK


	Could your work be undertaken using surplus stock animals and if so have you attempted to access surplus stock animals: Yes/ No

If you have answered ‘No’, please explain why:


These mice are to be used to assist in maintaining the consistency of the microbiome between incoming cohorts of animals. It will be crucial that the animals come from the same supplier consistently to ensure strain and the conditions by which the animals were reared are as consistent as possible. This means that surplus stock animals will not be suitable for this purpose.


If you have answered ‘Yes’, which UBS biofacilities have you approached:


	Please give details of accommodation in which the animal(s) will be kept:

The mice will be housed alongside the experimental cages in normal mouse IVCs, therefore we already have provision. 


	Will your animals be individually or group housed (if applicable)?

Group-housed in one cage of 5 and this will likely be replaced on one occasion during the lifespan of this agreement. 

If individually, why is this necessary, and how long will your animals be individually housed?



	If applicable, how will your animals be identified?



	If it is proposed to use animals which are currently under Project Licence authority, please give details (for example, has anything been done to the animals before they are used for this project):




	If animals are to be cared for by individuals other than Animal Technicians employed by the University please give details (e.g. qualifications and experience):




	Source, amount and duration of funding for this project.  Has your funding been peer reviewed and if so, by whom?

The study these mice will support is contained within a protocol of a new project licence that was granted in April 2022, and therefore the scientific rationale and funding scope was scrutinsed at this stage. The study will have a signed quote in place that will commit the client to the work, before the animals are ordered. 



	A “regulated procedure” is defined as any experimental or other scientific procedure applied to a protected animal that may have the effect of causing that animal pain, suffering, distress or lasting harm.  

“Pain, suffering, distress and lasting harm” encompass any material disturbance to normal health (defined as the physical, mental and social well- being of the Animal).  They include disease, injury and physiological or psychological discomfort, whether immediately (such as at the time of an injection) or in the longer term.

Regulated procedures may be acts of commission (such as dosing or sampling) or of deliberate omission (such as withholding food or water).

Why do you believe this research project does not require Project Licence authority under the Animals (Scientific Procedures) Act 1986.  Have discussions with the Home Office inspector taken place (if so, please give details):

The mice will have very little disturbance (and therefore stess), other than a normal cage change and general husbandry. 


	Please provide the scientific background and context for this request.

We are studying inflammatory bowel disease (IBD) for our client Imhotex. They are interested in a novel pathway for the treatment of IBD, ultimately aiming for a convenient, targeted treatment. IBD is a collection of diseases (mainly Crohn’s disease and ulcerative colitis) that cause varying degrees of inflammation in the digestive tract, leading to pain and life-changing management due to the nature of disease flare-ups. 

In order to address this, we will conduct (regulated procedure) studies using wildtype mice to chemically induce an IBD-like disease state. 


	What are the scientific objectives or questions this request aims to address?

The mice to be obtained under this application will not be used themselves under the study protocol (PP1533650 protocol 7), but samples of faeces/bedding from them will be transferred to the cages of mice being used.

The study will investigate the effect of a test agent on inflammatory bowel disease. For the chosen model, consideration of the microbiome is going to be incredibly important. In order to try and maintain some consistency between experiments (with different batches of mice being delivered for the model induction) we are hoping to keep a cage of females long-term and disperse their bedding/faeces across incoming cohorts to try and normalise the microbiomes and decrease variation where possible. Likewise bedding may be transferred from experimental animals to the “sentinel” animals if necessary. In addition to the transfer of bedding/faeces, all mice will be kept on the same diet and antibiotic use will be excluded to minimize changes to the microbiota. Mice will be kept up to maximum age of 9 months.

All of the studies will be performed in females; therefore we do not anticipate that the novel smell of the bedding/faeces will be overtly stressful across the cages in female-only swaps. The faeces/bedding swap will also be timed with cage cleaning in order to further minimize stress. 


	What scientific outputs do you expect, who will benefit and why?

These mice will provide faeces and bedding to maintain a consistent microorganism environment across experimental groups. This will decrease the variability of the data produced from the study. 

The data produced from the overall study will give valuable information for the development of targeted treatments for inflammatory bowel disease. 



	If this is a repeat request, please give a summary of what you have achieved under the previous application

This application is a continuation of a previous project – NR2022.52 – that was identical in detail to this one, except that the regulated work is now under project licence PP1533650 protocol 7, granted in April 2022. 

The previous project proved invaluable at providing gut microbiome consistency across experimental groups; we are confident that the cohorts of mice helped to reduce variation in data across the experimental groups. 



	Killing a protected animal for a scientific purpose at a designated establishment does not require a licence if a method listed in Schedule 1 is used. However, if an alternative method is used, the killing is a regulated procedure and requires personal and project licence authority. 
Please describe precisely the Schedule 1 method you intend to use and the secondary method which must be taken to ensure the animal is dead. Guidance on the operation of ASPA (Page 125-126)

We will use cervical dislocation followed by exsanguination as confirmation. We will most likely take tissues for use on the project after confirmation of death. 

Please note that animals not subject to the Animals (Scientific Procedures) Act 1986, may be subject to the Protection of Animals Act 1911 and Animal Welfare Act 2006. You may be required to produce relevant authorities and or licences.


	Expected duration of the project (Please note for projects or requests for materials that extend beyond 12 months a new application will be required every 12 months).
In relation to the whole project or sourcing request, please provide the planned start and end date.

Start date:
28th January 2023. 

End date:
27th January 2024. 



	If not humanely killed, what will happen to the animals at the termination of the project?(Any animals housed at a University facility being rehomed or released into the wild must first be examined by an NVS to ensure they are in good health).






	Every possibility should be taken to share excess animals and tissues. If animals or tissues will be obtainable for others to use, please indicate below and explain what will available.


If tissues are not to be taken as planned, the mice will be made available on the UBS 3Rs e-mail list for other researchers. 





	Please note that if while working with animals you notice any material change in any of your animals or any unexpected adverse effects that are more than minor and transient you must contact a UBS NACWO, NVS and the Director for Governance and Welfare immediately.
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Signature of Applicant: 			                	Date: __06/01/2023__

Print Name: ____AMY WARNER____________________________________

Signature of NACWO: 	[image: ]				Date: 	16/1/23

Print 
Name: ___C.Brown____________________________________________________
Signature of NVS:  [image: ]				Date: 	16.01.23	

Jo Keeley______________________________________________________


Signature of Chairperson: 					Date: 			
of the UBS AWERB Committee

Print Name: _______________________________________________________




Please return this completed form to the Named Animal Care and Welfare Officer (NACWO) for your Department who will progress the application through the AWERB Process.

Work can begin when this form is signed and agreed by the NVS and NACWO 
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