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Content

« Background and legal context
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« State of play in 2014
« Meeting of stakeholders June 2016

« Draft findings

e Discussion and next steps

"The capture of non-human primates from
the wild is highly stressful for the animals
concerned and carries an elevated risk of injury
and suffering during capture and transport....




"... In order to end the capturing of animals
from the wild for breeding purposes, only
animals that are the offspring of an animal
which has been bred in captivity, or that are
sourced from self-sustaining colonies, should
be used in procedures after an appropriate
transition period..."
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Progression

End use of wild caught animals

3

End use of F1s

4

Require only use of F2/F2+ generations

4

Self-sustaining colonies - use animals only those
bred within the colony

"Competent authorities may grant exemptions
from paragraph 1 on the basis of scientific
Justification."




From dates set out in Annex II, only allow the use of animals
where they are offspring of non-human primates (NHPs)
which have been bred in captivity or sourced from self-
sustalning colonies

1 January 2013

5 years after publication of feasibility study*
5 yoars after publication of faasibility study®
5 years after publication of feasibility study*

* provided study doas not recommand an
pariod

—
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Article 28

"Member States shall ensure that breeders of
non-human primates have a strategy in place
for increasing the proportion of animals that
are the offspring of non-human primates that
have been bred in captivity"

» However, only applicable to breeders in
the territory of EU

-

« COM to carry out a feasibility study on moving
to second generation purposes bred NHPs

« Deadline 10 Nov 2017
« In consultation with MSs and stakeholders

« Propose amendments to Annex II where
appropriate

» No delegated powers: any change to Annex II
requires an amendment to the Directive
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Content

* Early findings
* Discussion and next steps

* Background and legal context
* Preliminary work

» State of play in 2014

= Meeting of stakeholders June 2016
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Non-Human Primate (NHP) Use in EU
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New Statistical Reporting

Comm Implementing Decision (2012/707/EU amended by 2014/11/EV)
« Actual severity

Genetically Altered Animals

« More detailed purposes

« Species of NHPs

Source of NHPs

« Generation of NHPs (FO;F1;F2/F2+)

» Annual publication by MS since 2014

» EU report —triennial from 2019
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Non Human Primate Use 2014

Non Human Primate Use 2014




Non Human Primate Use 2014
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Non Human Primate Use 2014
Origins

Anitals bom o rest of Europe
Aninvais bom in Avia

Animals bom in Amenca
Animals bom in Afiica
Animals bom elsawhere

Total wwes

Non Human Primate Use 2014
Generation
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Generation of NHPs b
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Species & Generation 2014

Only significant reporting of F1 use is for Cynomolgus monkey
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Source of cynomolgus 2014
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Content

s Background and legal context
* Preliminary work
» State of play in 2014
* Meeting of stakeholders June 2016

* Draft findings
* Discussion and next steps

Stakeholder meeting

* MS in which NHPs are used
* Authorities, users/breeders/suppliers

* Key stakeholder organisations (industry/academia)

* Specialised stakeholder organisations such as
European Federation of Primatology

¢ NGOs for animal welfare

~ Presentation of current state of play
» Discussion on study elements

— .




Stakeholder meeting outcome

» Rhesus, Baboons, Prosimians, Vervets
and Squirrel Monkeys already F2 *

» Concentrate on Cynomolgus
« 22% F1
« 40% F2
« 37% Self — Sustaining Colony (SSC)

* confirmed as F2 even from SSC
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Stakeholder meeting outcome
Concerns to be addressed

» Demand and supply — in EU and from the
3'd countries

» Costs for F2/F2+

» Continued need for exemptions

» Health quality (incl Herpes B virus)
» Definition of Self-sustaining colony

» Animal welfare

26

Stakeholder meeting outcome
Health quality

» Health quality
« Herpes B virus
«» Europe is B virus free
« Mauritius is B virus free
« China
* Vietnam




Herpes B
Human zoonotic infection

» Severe central nervous system disease
« permanent neurological dysfunction

« fatality rate (death) of approximately 80% if not
treated

» Rare but associated with working with NHP

> Infection e.g. by splash in the eye, bites,
scratches

» Proper personal protective equipment
essential
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Stakeholder meeting outcome

» Definition of self-sustaining colony
« Differing interpretations

« Could supply from SSC with FO animals still in
breeding colony

« Follow-up enquiry to MS : 1 not able to obtain
generation information without a change to
2012/707/EU

» Potential Animal Welfare concerns
« Poor production of F1
« Surplus male animals during transition

Content

* Background and legal context
* Preliminary work

= Current state of play

= Meeting of stakeholders

* Draft findings*
* Discussion and next steps

*Draft findings subject to change as the analysis continues
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Survey to users, —I;eeders
and suppliers of NHPs

« Invitation to all users, breeders and suppliers of
non-human primates (through MS)

« Requested contact details for overseas breeders
and suppliers

« Responses from 35 EU users/breeders/suppliers

« Direct contact with overseas breeders/suppliers
in Mauritius and Asia
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EU Questionnaire on NHPs

» 36 responses from 8 MS
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33

11



Are responses representative?
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EU Questionnaire on NHPs
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» Transport — 5/7

» Correct scientific background e.g. aged
animals; MHC classification — 2/7
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Establishment policy on use of F2 or
higher generation for studies using
NHPs
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» Exemption from establishment considered
if non-availability

Existence of policy on the use of F2 or higher
versus actual use e
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» EU policy adopted in 2010
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Obligation on suppliers to supply
F2/F2+ NHPs
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Why not?
» Shortage of F2s

» Not yet legal requirement
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Obligation on suppliers to supply
F2/F2+ NHPs versus actual use
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» EU policy adopted in 2010
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Regulatory blocks on transition to
F2/F2+ generation
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» Single reason for yes - "non-availability of
animals"

42
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Checks by users on suppliers

» 90+% of users have checks in place
» Methods include
« Individual health / production records
« Colony health screening reports

« Information from suppliers on accommodation
and care practices

« Audits by establishments
« International Accreditation (AAALAC)
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Progress towards F2/F2+ use for
individual species
Summary of key issues raised by users

» Transportation links

» Maintenance of sufficient gene pool /
genetic diversity

» Retain possibility to request exemption to
use F1 if no other suitable animal available

» Health status
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Responses from Overseas Suppliers
Cynomolgus

» Direct responses from 2 Mauritian and 1
Asian supplier

» Information on further 6 Asian centres
through EU Supplier
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Overseas breeders
Cynomolgus

F1 Fije y Fo 3] Fais

1518 an Alse " o 1855 by curred Nt EU suppiiars

Combinad capacity: 14591 by
all vupptiars trum whera data
rocalved

F2 capacity by current EU suppliers significantly exceeds current use
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Overseas breeding centres

» Difficult to match supply and demand

» EU only part of global market

« In 2015, USA used 32,962 NHPs : USA
imported 22,300 NHPs (90% Cynomolgus;
7% Rhesus)

» EU alone in legislating for F2

» Ethical issues re use of wild-caught in
Mauritius

a

Overseas breeding centres
(3 responses)

» Breeding strategy to increase F2 animals
« 1 response — already only supply F2/F2+

» 2 responses

* F1 parents — poorer reproductive performance and
shorter breeding life than FO generation

* Surplus of F1 males during accelerated transition
to F2 supply
* Important to maintain genetic diversity
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Overseas breeding centres
Reproductive performance of F1 vs FO

» 2/3 — reduced numbers of births; higher
pre-weaning MR; shortened breeding life
» 2/3 — health issues — obesity ; diabetes
versus
» 1/3 — improved reproductive performance
and health (vs FO)

« Considered due to improved nutrition/care
practices in captive-bred colonies
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Feedback from EU NHP Breeders
Reproductive performance of F1 parents

» No differences noted between generations,
but no comparison with FO performance

» Good management practices deliver good
results with naive breeding animals
. Extended weaning to encourage natal skills
« Mixed age breeding groups

Surplus F1 Males

» Highlighted as a potential problem during
transition

» In practice, this has been managed
without unnecessary culling to date

17



Animal Health

» Suitable health background necessary for
good science

> Herpes B virus is zoonotic pathogen - risk
to staff has to be managed

> Risks successfully managed by users in 7
MS who obtain Cynomolgus from Asian
suppliers
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Cost of Cynomolgus F1 vs F2

» No significant price differences between
F1 and F2 confirmed (concern raised at
Commission Impact Assessment in 2007)

» One quoted the same price today for F2
as was stated in the Commission Impact
Assessment — 10 years ago

Availability of F2 animals

» Prosimians,Baboons,Vervets, Rhesus
» Good availability of F2/F2+ animals

» Special requirements re age; disease
» Health requirements

54
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Date by which F2 Cynomolgus available
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Date by which F2 Cynomolgus available

» Users of 7/8 MS confirm feasibility of
Annex |l timelines — without negative
impact on research

» Users of 1/8 MS
« Those using >50% of animals in that MS
confirm feasibility by 2022
« The rest (in that MS) state additional years
needed

1 MS - User responses:
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Date by which F2 Cynomolgus available
EU and Overseas supplier responses:

» All EU breeders already supply only F2

» 2/3 of overseas breeders confirm by 2022
availability

» 1/3 overseas breeder F2 sufficiency
achievable by 2023-2025 (instead of 2022)
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Date by which F2 Cynomolgus available
» Current F2 capacity of EU suppliers
today exceeds total EU use

> Total world supply of F2 Cynomolgus
exceeds EU needs for F2 (> 2.5 times)

» No significant price differences between
F1 and F2 confirmed

Other elements

»Legal Service views requested on
» SSC definition

» Use of exemption

» SSC - Comm Implementing Decision
2012/707/EU should be changed to

require reporting of generation also
when from SSC
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Slide 60

Lss8 I would say we keep the slide and I can answer. I've reminded LS on our meeting this week -
have not heard back from them yet.

In any case, since this is a legal question, there's nothing much stakeholders can do. The COM
will need to take account of the response and draw conclusions on these basis. No point in

speculating what the outcome is.
LOUHIMIES Satu Susanna (ENV), 26/03/2017



Summary

» Rhesus already available as F2

» Other commonly used species (as per
statistics) also available as F2

» Cynomolgus not yet fully available from all
currently used suppliers as F2 — however,
total supply exceeds demand

81
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Summary

» Continued need for exemption on scientific
basis

» Definition of self-sustaining colony to be
clarified

» Reporting to be changed to always include
generation
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Next steps

» Finalise data analysis, further information
on additional elements, where appropriate

» Present draft findings to MSs and
stakeholders before April

» Policy decision to be incorporated in Art 58
Review report

» Review report adoption by 10 November
2017

63
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