at 9.30am via MS Teams

Present 13 plus 1 in attendance, 4 by invitation and 7 apologies

1 NEW PROJECT LICENRELICATION

An application for a new project licence had been received. The purpose of the project was providing
a testing platform for developing new medical/surgical devices to improve patient outcomes or
deliver against an unmet medical neeach medical devicgould be tested in accordance with the
1ISO10993 guidelines for biological evaluation of medical devices before EU/UK and USA (FDA)
approval. This guidance stipulates the testing requirements for the regulatory testing of medical
devices. The data obtaidevould then enable an objective decision to be made regarding whether

to progress a novel device or technique through further stages of product development.

For each proposed study received,ratpcol would be added to the project licence for revielhis
would then beassessed by AWERB before being submitted to the Home Office for approval as a
project licence amend( t)-3(h)2(>4)-30 59211111 414.85(T9( TJ nr)12i5 3 (70fa014.8)12(e )-3(b)3(ein)36eF

X Were there updated figures in relation to the global market for peripheral nerves repair as the
figures in the licence referred to the period 2013 to 20227
It was conifrmed that it wasstill a massive marketRecent market analysis indicated that the
market was anticipated to get towards 10 billion by 2025.
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x Twowound gaps were mentioned in the protocol: three and six cm. Which length would it
actually be?
Initially it would be 3cm gaps, however flexibility was needed to allow up to a maximum of 6cm,
so that if the initial trial was successfitiwould provide opportunity in the future to
demonstrate a bigger gap.

x Pilot studies: how longvould these be for?
They would be for about two to three weeks to check that the implants stayed in situ. The plan
was then to go to about 5 months for efficaayd possibly up to one year though that would not
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inflammatory changed as with any absorbable devidebut it was important to assess that this
process does not block nerve regeneration.

x There was a statement in the PPL that peripheral nerve fibres were the same evesyavim
the body- the connective tissue, the blood vessels, the mixed fibre typesere they all
expected to build together? Would they all link in and repair together and maintain its
vascularity?

Yes, the peripheral nerves were the same structure wherever they were.
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the protocol could be appended to the contract setting out that this was wiegtexpected to be
delivered. This suggestion would be fed back to the researchers.

3  MINUTES OF PREVIOUS MEETINGS
The minutes of the meeting held dri January 202®ere confirmedas an accurate record.

4 ANY OTHER BUSINESS

4.1 Petition debate in Parliament 16 January 2023

t Z [+ SSom&ds drawnto apetition debatethat had taken place in Parliament about the
increase in numbers of scientificocedures that were conducted on animals (in particular dogs, cats,
horses and monkeys) and a request that the Home Office share any data they had collected on the
reasons for that. The debate had been very one sided with no consideration that thagetur
included animal work that was done for the benefit of the animals; that the numbers did not
necessarily reflect the numbers of animals that have died or even suféerédvouldinclude
procedures such as blood samples.

AWERB weradvised that simédlr concerns had been raised by Understanding Animal Research (UAR)
who had subsequently written to the MPs involved in the debate pointing out the errors and
incorrect assumptions that had been made.

5 DATES OF NEXT MEETINGS
These were scheduled as:

X 22February: standing agenda items meeting
X 8 March: PPL review meeting

Secretary
16 February 2023


https://hansard.parliament.uk/commons/2023-01-16/debates/CE7E0DD2-CD4E-4C47-A58D-983D6E2BC128/CommercialBreedingForLaboratories

