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» Protocol 2: It was noted that one of the proposed procedures within this protocol involved
intramuscular injections (along with intraperitoneal and intravenous options). It was pointed
out that intramuscular injections were very painful and if used could make the severity of the
protocol moderate instead of mild. The project licence holder advised that all potential
administration routes had been included thought it was unlikely all would be used. It was
recommended that only the routes of administration that were definitely going to be used
should be included, as otherwise it made the project licence more difficult to assess. The
project licence holder would check with the co-researchers to make sure there was no
intention of using intramuscular or intravenous injections for the initial period of the licence
and if there wasn’t, they would be removed. If it was found they were needed an
amendment would be applied for.

» It was noted that there was a contradiction in the project licence, in that it initially said that
both sexes of rodents would be used, but later on advised that generally only males would
be used. A query was raised under what circumstances would females be used instead of
males or mixed sexes. It was suggested that both sexes should be used as vascular
calcification was a significant problem for women as well as men and suffered potentially
more in the way of bone disease (osteoporosis). This needed to be clarified in the project
licence.

e Aquery was raised on the blood sampling. The licence mentioned that it would be no more
than weekly but did not indicate how much would be collected and via what method.

< There were concerns about the scoring system as it did not seem consistent. The scoring
system was there for the technicians and researchers to follow when working on the study to
provide guidance in order to help with reviewing and monitoring the animals to ensure they
were healthy or to identify if there were problems, but the specifics did not need to be
included in the licence.

< Non Technical Summary: this needed to be simplified and made more user friendly.
Although the NTS was automatically generated from text provided in the project licence,
these sections should be reviewed to make sure that they were understandable.

< There had been a query about the body weight loss within the project licence as it was set at
>20% which it had been pointed out was too high for a moderate category. It was clarified
that a mistake had been made with this. There was a CRF-independent model where they
had observed an average <5% weight loss in animals during the first week, but then had
started to gain weight which continued as the study progressed; for the CRF-dependent
model this was much more variable as it depended on the extent of the kidney failure. Some
animals lost up to 10%, others up to 20%. It was suggested that instead of having these
listed together they should be separated out into two different protocols. It was also felt
that 20



RVC — Minutes: AWERB, 12 May 2020

AWERB asked for a summary of how the model was working out as a model for DMD in boys and
what the potential was.
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The project licence holder was informed that AWERB have had discussions in the past about what
was a reasonable amount of time to keep a dog institutionalised. What point in time did it come
impossible to rehome a normal dog as it had been institutionalised too long? How many litters was it
acceptable for a bitch to have?
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Item 7: Checklist for reviewing project licences (April 2019 meeting)
The NVS sought clarification of what the aim was for this check list and what need to be achieved. It
was explained that the intention was for the check list to have several functions:

* To provide guidance to AWERB reviewers of what things they should consider when
reviewing project licences.

e To provide guidance to PPL Holders of areas they needed to consider when completing the
mid and end of project reviews, as currently a lot of them were providing only the bare
necessities. By having more extensive reviews it would make the system more effective and
allow conversations on how work had been progressed and also prompt the project licence
holder to consider what 3Rs could be implemented for the animals. The forms needed to be
updated to make them more user friendly and also to prompt for details of what happening
to the animals.

Once amended, a copy of the revised project review template would be circulated to AWERB.

Item 9: Companion animal Query (June 2019 meeting)
The trial of using mirrors for the singly housed pig was on hold due to the pandemic as there were
not the required technicians available to do the monitoring. When the pandemic was over, there
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DATE OF NEXT MEETING
This was scheduled for 16" June 2020.

Secretary
20 May 2020



