UK Equine Embryo Collection Team (ECT)/

Embryo Production Team (EPT)

This document is to be used for the inspection of equine embryo collection teams (ECTs),
which collect in vivo embryos, and/or equine embryo production teams (EPTs) which produce
in vitro embryos, seeking new or continued approval for exports to the United Kingdom
(Great Britain). References to the European Union (EU) are due to the fact it is based on EU
legislation retained by the United Kingdom.

Acknowledgement of Inspection Scheduling Responsibility

The team veterinarian understands that it is the responsibility of the team, not USDA-APHIS, to
schedule inspections every 12 months (+/- 30 days). If the team does not request and obtain an
inspection within the required timeframe, the team may be removed from the UK’s list and any
stocks of germinal products stored under this approval could irrevocably lose eligibility for
export to the UK (Great Britain).

Name of Team Veterinarian [type or print]:

Signature: Date:
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Certificate for the approval in accordance with Council Directive
92/65/EEC* of an equine embryo collection/production? team

Name and address of the embryo
collection/production®® team

Owner

Person in charge

Name and address of the responsible team
veterinarian

Name and address of the competent official
veterinarian

I, the undersigned, certify that the embryo
team detailed above has been inspected on the
basis of the attached check-list and found in
compliance with the requirements of Council
Directive 92/65/EEC.

Name and address of the central competent
authorities

I, the undersigned, certify that the embryo
team detailed above complies with the animal
health requirements laid down in Council
Directive 92/65/EEC for imports into the
European Union of ova and embryos of
animals of the equine species.

Approval Date: [dd.mm.yyyy]

Approval Number assigned to the team

Council Directive 92/65/EEC of 13 July 1992 laying down animal health requirements governing trade in and imports into the
Community of animals, semen, ova and embryos not subject to animal health requirements laid down in specific Community rules
referred to in Annex A (1) to Directive 90/425/EEC (OJ L 268, 14.9.1992, p. 54)

delete as appropriate or insert "and" instead of "/"
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Questionnaire for the approval of equine embryo collection/production3 team

Number \

Reference

Question

Y =Yes
N =No

1. General criteria

92/65/EEC Council Directive
Article 17 Paragraph 2 (a)

Is the third country or parts of the territory of third
country listed in column 14 in Annex | to Commission

L1 Implementing Regulation (EU) 2018/659* for export of
equine ova/embryos
Commission Implementing Is the country listed for all categories of equidae®
Regulation (EU) 2018/659, Where the country is listed only for certain categories
Annex | equidae please indicate appropriate letter® in right
1.2 column (for exgmple "(@)") 4
e Is the country listed for all types of entry of equidae
Where the country is listed only for certain of types of
entry of equidae please indicate appropriate letter® in
right column (for example "(i)")
92/65/EEC Council Directive | Are the checks at origin carried out equivalent to the
1.3. Article 12 Paragraph 1 requirements laid down in Article 3 of Council Directive
(measures equivalent) 90/425/EEC’
92/65/EEC Council Directive | Are the rules on disease notification established in
14 Article 12 Paragraph 2 Directives 90/425/EEC and 92/65/EEC applied and the
o diseases listed in Annex | to Council Directive
2009/156/EC® are compulsorily notifiable
92/65/EEC Council Directive | Are arrangements in place to pre-notify the arrival of a
15 Article 12 Paragraph 4 consignment at an approved border inspection post for the
o~ (measures equivalent) checks required in accordance with Council Directive
97/78/EC®
92/65/EEC Council Directive | Does the competent authority have the legal power to
Avrticle 12 Paragraph 5 carry out checks where it is suspected that the provisions
1.6. governing embryo collection/ production teams have not
been complied with or there is a doubt as for the quality
of ova/embryos
92/65/EEC Council Directive | Are administrative or penal measures available to
Article 12 Paragraph 6 penalize any infringement of the provisions governing
1.7. embryo collection/ production teams in particular as for

the certificates and the control of products concerned
therefore

2. Technical conditions to be applied for equine embryo coIIection/production10 team

2.1.

92/65/EEC Council Directive
Annex D Chapter I(I11)
Point 1.1

Is the collection, processing and storage of embryos
carried out either by a team veterinarian or under his
responsibility by one or more technicians who are
competent and trained by the team veterinarian in

delete as appropriate or insert "and" instead of "/".

10

Commission Implementing Regulation (EU) 2018/659 of 12 April 2018 on the conditions for the entry into the Union of live equidae
and of semen, ova and embryos of equidae (OJ L 110, 30.4.2018, p. 1).

Categories of equidae are: (a) registered horses, (b) registered equidae (i.e. horses or donkeys), (c) equidae for breeding and production
(horses, donkeys, zebras and their crossings).

Types of entry are (see Annex | to Commission Implementing Regulation (EU) 2018/659: (i) temporary admission of registered horses,
(i) re-entry after temporary export of registered horses, (iii) import of registered horses, (iv) import of registered equidae and equidae
for breeding and production.

Council Directive 90/425/EEC of 26 June 1990 concerning veterinary checks applicable in intra-Community trade in certain live
animals and products with a view to the completion of the internal market (OJ L 224, 18.8.1990, p. 29).

Council Directive 2009/156/EC of 30 November 2009 on animal health conditions governing the movement and importation from third
countries of equidae (OJ L 192, 23.7.2010, p. 1).

Council Directive 97/78/EC of 18 December 1997 laying down the principles governing the organisation of veterinary checks on
products entering the Community from third countries (OJ L 24, 30.1.1998, p. 9)

delete as appropriate or insert "and" instead of "/
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Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No
methods and techniques of hygiene and in techniques and
principles of disease control
92/65/EEC Council Directive | Is the team veterinarian responsible for all team operations, including
292 Annex D Chapter | (111) amongst others:
Point 1.2
92/65/EEC Council Directive | o verification of the identity and health status of the
2.21. Annex D Chapter I (111) donor animal,
Point 1.2 (a)
92/65/EEC Council Directive | ¢  sanitary handling and surgery of donor animals,
229 Annex D Chapter | (111)
Point 1.2 (b)
92/65/EEC Council Directive | e disinfection and hygienic procedures,
2223, Annex D Chapter I (111)
Point 1.2 (c)
92/65/EEC Council Directive | e keeping records which show:
224. Annex D Chapter I (I11)
Point 1.2 (d)
92/65/EEC Council Directive o the species, breed, date of birth and identification
2.2.4.1. | Annex D Chapter I (I11) of each donor animal,
Point 1.2 (d)(i)
92/65/EEC Council Directive o the health history and all diagnostic tests and the
224.2. Annex D Chapter I (111) results thereof, treatments and vaccinations
Point 1.2 (d)(ii) carried out on donor animals,
2243, 92/65/EEC Council Directive o the place and date of collecting, processing and
Annex D Chapter I (111) storing of oocytes, ova and embryos,
Point 1.2 (d)(iii)
224.4. 92/65/EEC Council Directive o the identification of embryos and details of their
Annex D Chapter I (111) destination if known.
Point 1.2 (d)(iv)
92/65/EEC Council Directive | Is the team placed under the general supervision of the
Annex D Chapter I (111) official veterinarian, who inspects it at least once every
Point 1.3 calendar year to ensure, where necessary based on
23 records, standard operating procedures and internal
" audits, compliance with the sanitary conditions regarding
collection, processing and storage of embryos and to
verify all matters relating to the conditions of approval
and supervision
92/65/EEC Council Directive | Does the team have at its disposal a permanently sited
Annex D Chapter | (111) laboratory where embryos can be examined, processed
2.4.1. Point 1.4 and packed, consisting of at least a work surface, an
optical or stereo microscope and cryogenic equipment
where necessary
92/65/EEC Council Directive | If yes, does the permanently sited laboratory have:
24.2.1. Annex D Chapter 1 (111)
Point 1.5
92/65/EEC Council Directive | ¢ a room where embryos can be processed which is
2.4.2.1.1. | Annex D Chapter I(11I) physically separate from the area used to handle the
Point 1.5 (a) donor animals during collection,
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Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No
92/65/EEC Council Directive | ¢ a room or area for cleansing and sterilising
2.4.2.1.2. | Annex D Chapter I (11I) instruments, except when using only single-use
Point 1.5 (b) equipment,
92/65/EEC Council Directive | e  aroom for storing embryos
2.4.2.1.3. | Annex D Chapter I (I11)
Point 1.5 (¢)
92/65/EEC Council Directive | If not, does the team have at its disposal a mobile
Annex D Chapter I (111) laboratory where embryos can be examined, processed
24.2.2. Point 1.4 and packed, consisting of at least a work surface, an
optical or stereo microscope and cryogenic equipment
where necessary
92/65/EEC Council Directive | Does the mobile laboratory have a specially equipped part
25, Annex D Chapter | (I11) of the vehicle consisting of two separate sections:
Point 1.6 (a)
92/65/EEC Council Directive | o one for the examination and processing of embryos
251. Annex D Chapter I(111) which shall be a clean section, and
Point 1.6 (a)(i)
92/65/EEC Council Directive | ¢ the other for accommodating equipment and
252 Annex D Chapter I (I11) materials used in contact with the donor animals
Point 1.6 (a)(ii)
92/65/EEC Council Directive | Does the mobile laboratory use only single-use
Annex D Chapter I (111) equipment, unless the sterilisation of its equipment and
2.5.3. Point 1.6 (b) the provision of fluids and other products necessary for
the collection and processing of embryos can be ensured
by the contact with a permanently sited laboratory
92/65/EEC Council Directive | Is the design and layout of buildings and laboratories laid
2.6. Annex D Chapter | (I11) out and team operations carried out so as to ensure that
Point 1.7 cross-contaminations of embryos are prevented
92/65/EEC Council Directive | Does the team have at its disposal storage premises
2.7. Annex D Chapter I (111)
Point 1.8
92/65/EEC Council Directive | Do the storage premises comprise at least one lockable
271. Annex D Chapter I (111) room for the storage of ova and embryos
Point 1.8 (a)
92/65/EEC Council Directive | Are the storage premises easy to cleanse and disinfect
2.7.2. Annex D Chapter 1 (111)
Point 1.8 (b)
92/65/EEC Council Directive | Do the storage premises have permanent records of all
273, Annex D Chapter I (111) incoming and outgoing ova or embryos
Point 1.8 (c)
92/65/EEC Council Directive | Do the storage premises have storage containers for ova
274 Annex D Chapter | (111) and embryos which are stored in a place which is under
e Point 1.8 (d) the control of the team veterinarian and which is subject
to regular inspections by an official veterinarian
92/65/EEC Council Directive | Is the team authorised by the competent authority for
28, Annex D Chapter I (111) storage of semen in storage premises referred to in point
Point 1.9 2.7 of this questionnaire
92/65/EEC Council Directive | If yes, does the semen meet the requirements of Directive
2.8.1. Annex D Chapter | (111) 92/65/EEC for equine species
Point 1.9 (a)




FORMAT REQUEST ET_EQUI_18102018

Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No
92/65/EEC Council Directive | Is the semen stored only for the operation purposes of the
282, Annex D Chapter I (111) team in separate storage containers in the premises for
Point 1.9 (b) storing approved embryos
3. Additional technical conditions to be applied for equine embryo production team
92/65/EEC Council Directive | Does the team comply with all the requirements described
3.1. Annex D Chapter | (111) in point 2 of this questionnaire
Point 2.1
92/65/EEC Council Directive | Have the team members received adequate training on
3.2. Annex D Chapter I (111) disease control and laboratory techniques, particularly in
Point 2.1 procedures for working in sterile conditions
92/65/EEC Council Directive | Does the team have at its disposal a permanently sited
3.3, Annex D Chapter I (111) laboratory
Point 2.2
92/65/EEC Council Directive | Does the laboratory have adequate equipment and
3.3.1. Annex D Chapter I (111) facilities
Point 2.2 (a)
92/65/EEC Council Directive | Does the laboratory have separate room for recovering
3.3.2. Annex D Chapter I (111) oocytes from ovaries
Point 2.2 (a)
92/65/EEC Council Directive | Does the laboratory have separate room for processing
3.3.3. Annex D Chapter I (111) oocytes, ova and embryos
Point 2.2 (a)
92/65/EEC Council Directive | Does the laboratory have separate room for storing
3.3.4. Annex D Chapter 1 (111) embryos
Point 2.2 (a)
92/65/EEC Council Directive | Does the laboratory have a laminar-flow or other suitable
335 Annex D Chapter | (I11) facilities where all technical operations associated with
e Point 2.2 (b) specific sterile conditions (processing of ova, embryos
and semen) are conducted
92/65/EEC Council Directive | Does the team collects ova and other tissues in a
34.1. Annex D Chapter I (111) slaughterhouse
Point 2.3 If yes, does the team have at its disposal suitable
equipment for the collection and transport of the ovaries
3.4.2.

and other tissues to the processing laboratory in a
hygienic and safe manner

4. Health conditions to be applied fo

r collection and processing of in vivo derived embryos

92/65/EEC Council Directive

Are embryos conceived as a result of artificial

4.1. Annex D Chapter 111 (I1) insemination with semen meeting the requirements of
Point 1 Directive 92/65/EEC
92/65/EEC Council Directive | Are embryos collected and processed by an approved
4.9 Annex D Chapter I11 (I1) embryo collection team, without coming into contact with
e Point 1.1 any other batch of embryos not complying with the
requirements of Directive 92/65/EEC
92/65/EEC Council Directive | Are embryos collected in a place, which is
Annex D Chapter 111 (I1) - separated from other parts of the premises or holding
43 Point 1.2 where the embryos are collected, and

- which is in good repair and constructed with
materials which permit its effective and easy
cleansing and disinfection
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Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No

92/65/EEC Council Directive | Are embryos processed (examined, washed, treated and

4.4 Annex D Chapter 111 (I1) placed in identified and sterile straws, ampoules or other

Point 1.3

packages) in either a permanently sited laboratory or a
mobile laboratory
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Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No
92/65/EEC Council Directive | Is all equipment used to collect, handle, wash, freeze and
45.1. Annex D Chapter I11 (I1) store embryos sterilised or properly cleansed and
Point 1.4 disinfected prior to use according to the IETS Manual*
459 If not, is new single-use equipment used only and
"~ discarded after use
92/65/EEC Council Directive | Are all biological products of animal origin used in the
4.6. Annex D Chapter 11 (1) media and solutions for collection, processing, washing or
Point 1.5 storage of embryos free of pathogenic micro-organisms
92/65/EEC Council Directive | Are media and solutions used for the collection, freezing
47 Annex D Chapter I11 (I1) and storage of embryos sterilised by approved methods
e Point 1.5 according to the IETS Manual and handled in such a
manner as to ensure that sterility is maintained
92/65/EEC Council Directive | Are antibiotics added to collection, processing, washing
4.8.1. Annex D Chapter I11 (11) and storage media
Point 1.5
92/65/EEC Council Directive | If yes, are they added in accordance with the IETS
4.8.2. Annex D Chapter 11 (11) Manual
Point 1.5
92/65/EEC Council Directive | Are procedures in place to ensure that the cryogenic
4.9. Annex D Chapter 111 (I1) agents used for the preservation or storage of embryos are
Point 1.6 not previously used for other products of animal origin
92/65/EEC Council Directive | Is each embryo straw, ampoule or other package clearly
4.10. Annex D Chapter 11 (I1) identified by labels according to the standardised system
Point 1.7 according to the IETS Manual
92/65/EEC Council Directive | Are the embryos washed according to the IETS Manual
4.11.1. Annex D Chapter 11 (I1) and have an intact embryonic capsule before and
Point 1.8 immediately after washing
Is the standard washing procedure modified to include
4.11.2 additional washes with the enzyme trypsin, according to
B the IETS Manual, when inactivation or removal of certain
viruses is required
92/65/EEC Council Directive | Are procedures in place to ensure that embryos from
4.12. Annex D Chapter 11 (I1) different donor animals are not washed together
Point 1.9
92/65/EEC Council Directive | Is the embryonic capsule of each embryo examined over
4.13 Annex D Chapter I11 (11) its entire surface area at not less than 50 x magnification
e Point 1.10 and certified to be intact and free of adherent material
after the washing
92/65/EEC Council Directive | Are embryos of a batch that has successfully undergone
Annex D Chapter I11 (1) the examination set out in point 4.13. of this
4.14. Point 1.11 questionnaire placed in a sterile straw, ampoule or other
package marked in accordance with point 4.10. of this
questionnaire which is sealed immediately
92/65/EEC Council Directive | Is each embryo, where appropriate, frozen as soon as
4.15. Annex D Chapter HHI(11) possible and stored in a place which is under the control
Point 1.12 of the team veterinarian

11

Manual of the International Embryo Transfer Society — A procedural guide and general information for the use of embryo transfer
technology emphasising sanitary procedures, published by the International Embryo Transfer Society 1111 North Dunlap Avenue,
Savoy, Illinois 61874 USA (http://www.iets.org/ ).
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Questionnaire for the approval of equine embryo collection/production3 team

Number ‘ Reference Question Y =Yes
N = No
92/65/EEC Council Directive | Does the team regularly submit for official examination
Annex D Chapter 111 (I1) for bacterial and viral contamination routine samples of
4.16. Point 1.13 non-viable embryos or ova, flushing fluids or washing
fluids resulting from its activities according to the IETS
Manual
92/65/EEC Council Directive | Is the team keeping a record of its activities in respect of
4.17. Annex D Chapter 111 (I1) embryo collection for a period of two years after the
Point 1.14 embryos have been the subject of trade or export
92/65/EEC Council Directive | Does the record include the breed, age and individual
4.17.1. Annex D Chapter I11 (I1) identification of the donor animals concerned
Point 1.14 (a)
92/65/EEC Council Directive | Does the record include the place of collection,
4.17.2. Annex D Chapter I11 (I1) processing and storage of embryos collected by the team
Point 1.14 (b)
92/65/EEC Council Directive | Does the record include the identification of the embryos
4.17.3. Annex D Chapter I11 (11) together with details of the consignee of the shipment
Point 1.14 (c)
5. Health conditions to be applied for collection and processing of ova, ovaries and other

tissues, with the aim of producing in vitro derived embryos

92/65/EEC Council Directive

Does the team comply with all the requirements described

51. Annex D Chapter I11 (I1) in point 4 of this questionnaire

Point 2

92/65/EEC Council Directive | Does the competent authority have knowledge of, and
5.2. Annex D Chapter 111 (I1) authority over, the holding(s) of origin of the donor

Point 2.1 animals

92/65/EEC Council Directive | Are the ovaries and other tissues either from individual
5.3.1. Annex D Chapter I11 (I1) animals or from batches of donors (“batch collection™)

Point 2.2 collected at a slaughterhouse

92/65/EEC Council Directive | If yes, is the slaughterhouse officially approved in

Annex D Chapter 11 (I1) accordance with

Point 2.2 - Regulation (EC) No 854/2004 of the European

Parliament and of the Council? or
- equivalent under national legislation,

5.3.2. and under the supervision of a veterinarian whose
responsibility it is to ensure that ante-mortem and post-
mortem inspections of potential donor animals are carried
out and to certify them to be free of signs of the relevant
contagious diseases transmissible to animals of the equine
species

92/65/EEC Council Directive | Are procedures in place to ensure that batches of ovaries
54. Annex D Chapter I11 (I1) are not brought into the processing laboratory until post-

Point 2.3 mortem inspection of donor animals is completed

92/65/EEC Council Directive | Is equipment for removal and transport of ovaries and

Annex D Chapter I11 (I1) other tissues cleansed and disinfected or sterilised before
55 Point 2.4 use and exclusively used for these purposes

12

Regulation (EC) No 854/2004 of the European Parliament and of the Council of 29 April 2004 laying down specific rules for the

organisation of official controls on products of animal origin intended for human consumption (OJ L 139, 30.4.2004, p. 206)
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Questionnaire for the approval of equine embryo collection/production3 team

Number \

Reference

Question

Y =Yes
N =No

6. Health conditions to be applied fo

r processing of in vitro derived embryos

92/65/EEC Council Directive

Does the team comply with all the requirements described

6.1. Annex D Chapter I11 (I1) in point 4 of this questionnaire
Point 3
92/65/EEC Council Directive | Are in vitro derived embryos conceived as a result of in
6.2. Annex D Chapter 11 (1) vitro fertilisation with semen meeting the requirements of
Point 3.1 Directive 92/65/EEC
92/65/EEC Council Directive | Are the embryos, after the in vitro culture period is
6.3 Annex D Chapter 111 (I1) completed but prior to freezing, storage and transport
" Point 3.2 washed and subjected to the treatments referred to in
points 4.11., 4.13. and 4.14. of this questionnaire
92/65/EEC Council Directive | Are procedures in place to ensure that embryos from
6.4 Annex D Chapter I11 (I1) different donor animals, in the case of individual animal
o Point 3.3 recovery, or from different batch collections are not
washed together
92/65/EEC Council Directive | Are procedures in place to ensure that embryos from
6.5 Annex D Chapter I11 (I1) different donor animals, in the case of individual animal

Point 3.4

recovery, or from different batch collections are not
stored in the same straw, ampoule or other package

7. Health conditions to be applied fo

r processing of micromanipulated embryos

92/65/EEC Council Directive

Does the team comply with all the requirements described

7.1. Annex D Chapter 111 (I1) in points 4, 5 and 6 of this questionnaire
Point 4
92/65/EEC Council Directive | Where micromanipulation of the embryo which involves
79 Annex D Chapter 111 (I1) penetration of the embryonic capsule is carried out, is it
e Point 4.1 done in suitable laboratory facilities under supervision of
an approved team veterinarian
92/65/EEC Council Directive | Is the team keeping records of its activities according to
Annex D Chapter 111 (I1) point 4.17 of this questionnaire, including details of
7.3. Point 4.2 micromanipulation techniques which involve penetration
of the embryonic capsule and which have been performed
on the embryos.
In the case of embryos derived by in vitro fertilisation, is
7.4.1. the identification of the embryos done on the basis of a
batch
If yes, does it contain details of the date and place of
7.4.9. collection of ovaries and/or ova and is it possible to

identify the holding of origin of the donor animals

8. Health conditions to be applied fo

r storage and transport of embryos

92/65/EEC Council Directive

Does the team ensure that the embryos are stored at

8.1. Annex D Chapter I11 (I1) suitable temperatures in storage premises referred to in
Point 5.1 point 2.7 of this questionnaire
92/65/EEC Council Directive | Are frozen embryos, prior to dispatch, stored in approved
8.2. Annex D Chapter I11 (I1) conditions for a minimum period of 30 days from the date
Point 5.2 of their collection or production
92/65/EEC Council Directive | Are procedures in place to ensure that embryos intended
Annex D Chapter I11 (I1) for export to the EU are transported to destination in
8.3 Point 6.1 containers which have been cleansed and disinfected or

sterilised before use or are new single-use containers, and
are sealed and numbered prior to dispatch from the
approved storage premises
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Number ‘ Reference Question Y =Yes
N = No

92/65/EEC Council Directive | Are the straws, ampoules or other packages marked in

Annex D Chapter 111 (I1) such a way that the number on the straws, ampoules or

8.4 Point 6.2 other packages coincides with the number on the health

certificate referred to in Article 17(2)(b)(ii) of Directive
92/65/EEC and with the container in which they are

stored and transported

9. Health conditions to be applied fo

r donor animals

9.1

92/65/EEC Council Directive
Annex D Chapter IV
Point 1

Have only the donor females been used for the collection
of embryos or ova which and the holdings from which
they originate meet, to the satisfaction of the official
veterinarian, the import requirements for equidae for
breeding and production established in accordance with
Directive 2009/156/EC on movement and importation
from third countries

9.2.

92/65/EEC Council Directive
Annex D Chapter IV
Point 4.1

Have the donor mares been used for natural breeding
during at least 30 days prior to the date of collection of
ova or embryos and between date of the first sample
referred to in points 9.3. and 9.4. of this questionnaire and
the date of the collection of ova and embryos

9.3.

92/65/EEC Council Directive
Annex D Chapter IV
Point 4.2

Are the donor mares subjected with negative result to an
agar-gel immuno-diffusion test (Coggins test) or an
ELISA for equine infectious anaemia (EIA) carried out on
blood sample taken not less than 14 days following the
date of the commencement of the period of at least 30
days referred to in point 9.2. of this questionnaire and not
more than 90 days prior to the collection of ova or
embryos for imports into the European Union.

9.4.

92/65/EEC Council Directive
Annex D Chapter IV
Point 4.3

Are the donor mares subjected to an agent identification
test for contagious equine metritis (CEM), carried out
with negative result in each case in a laboratory
recognised by the competent authority, which has the
tests included in its accreditation in accordance with
Article 12 of Regulation (EC) No 882/2004 of the
European Parliament and of the Council®®, on at least two
specimens (swabs) taken from the donor mare in no case
earlier than 7 days (systemic treatment) or 21 days (local
treatment) after possible antimicrobial treatment of the
donor mare, from at least the following sites:

- the mucosal surfaces of the clitoral fossa;

- the clitoral sinuses.

The specimens are taken during the period referred to in
point 9.2. of this questionnaire on two occasions with an
interval of not less than 7 days in the case of the test
referred to in point (i), or on one occasion in the case of
the test referred to in point (ii) hereinafter.

The specimens are placed in transport medium with
activated charcoal, such as Amies medium, before
dispatch to the laboratory.

The specimens are subjected to at least one of the
following tests:

Q) culture under microaerophilic conditions for at

least 7 days for the isolation of Taylorella

13

the verification of compliance with feed and food law, animal health and animal welfare rules (OJ L 165, 30.4.2004, p. 1)

Regulation (EC) No 882/2004 of the European Parliament and of the Council of 29 April 2004 on official controls performed to ensure

10
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equigenitalis, set up within 24 hours after taking
the specimens from the donor animal, or 48 hours
where the specimens are kept cool during
transport; or

(i) polymerase chain reaction (PCR) or real-time
PCR for the detection of genome of Taylorella
equigenitalis, carried out within 48 hours after
taking the specimens from the donor animal

11
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	Are arrangements in place to prenotify the arrival of a consignment at an approved border inspection post for the checks required in accordance with Council Directive 9778EC 9: 
	Does the competent authority have the legal power to carry out checks where it is suspected that the provisions governing embryo collection production teams have not been complied with or there is a doubt as for the quality of ovaembryos: 
	Are administrative or penal measures available to penalize any infringement of the provisions governing embryo collection production teams in particular as for the certificates and the control of products concerned therefore: 
	Is the collection processing and storage of embryos carried out either by a team veterinarian or under his responsibility by one or more technicians who are competent and trained by the team veterinarian in: 
	Text4: 
	Text5: 
	Text6: 
	Text7: 
	methods and techniques of hygiene and in techniques and principles of disease control: 
	verification of the identity and health status of the donor animal: 
	sanitary handling and surgery of donor animals: 
	disinfection and hygienic procedures: 
	o the species breed date of birth and identification of each donor animal: 
	o the health history and all diagnostic tests and the results thereof treatments and vaccinations carried out on donor animals: 
	o the place and date of collecting processing and storing of oocytes ova and embryos: 
	o the identification of embryos and details of their destination if known: 
	Is the team placed under the general supervision of the official veterinarian who inspects it at least once every calendar year to ensure where necessary based on records standard operating procedures and internal audits compliance with the sanitary conditions regarding collection processing and storage of embryos and to verify all matters relating to the conditions of approval and supervision: 
	Does the team have at its disposal a permanently sited laboratory where embryos can be examined processed and packed consisting of at least a work surface an optical or stereo microscope and cryogenic equipment where necessary: 
	a room where embryos can be processed which is physically separate from the area used to handle the donor animals during collection: 
	a room or area for cleansing and sterilising instruments except when using only singleuse equipment: 
	a room for storing embryos: 
	If not does the team have at its disposal a mobile laboratory where embryos can be examined processed and packed consisting of at least a work surface an optical or stereo microscope and cryogenic equipment where necessary: 
	Does the mobile laboratory have a specially equipped part of the vehicle consisting of two separate sections: 
	one for the examination and processing of embryos which shall be a clean section and: 
	the other for accommodating equipment and materials used in contact with the donor animals: 
	Does the mobile laboratory use only singleuse equipment unless the sterilisation of its equipment and the provision of fluids and other products necessary for the collection and processing of embryos can be ensured by the contact with a permanently sited laboratory: 
	Is the design and layout of buildings and laboratories laid out and team operations carried out so as to ensure that crosscontaminations of embryos are prevented: 
	Does the team have at its disposal storage premises: 
	Do the storage premises comprise at least one lockable room for the storage of ova and embryos: 
	Are the storage premises easy to cleanse and disinfect: 
	Do the storage premises have permanent records of all incoming and outgoing ova or embryos: 
	Do the storage premises have storage containers for ova and embryos which are stored in a place which is under the control of the team veterinarian and which is subject to regular inspections by an official veterinarian: 
	Is the team authorised by the competent authority for storage of semen in storage premises referred to in point 27 of this questionnaire: 
	If yes does the semen meet the requirements of Directive 9265EEC for equine species: 
	Is the semen stored only for the operation purposes of the team in separate storage containers in the premises for storing approved embryos: 
	Does the team comply with all the requirements described in point 2 of this questionnaire: 
	Have the team members received adequate training on disease control and laboratory techniques particularly in procedures for working in sterile conditions: 
	Does the team have at its disposal a permanently sited laboratory: 
	Does the laboratory have adequate equipment and facilities: 
	Does the laboratory have separate room for recovering oocytes from ovaries: 
	Does the laboratory have separate room for processing oocytes ova and embryos: 
	Does the laboratory have separate room for storing embryos: 
	Does the laboratory have a laminarflow or other suitable facilities where all technical operations associated with specific sterile conditions processing of ova embryos and semen are conducted: 
	Does the team collects ova and other tissues in a slaughterhouse: 
	If yes does the team have at its disposal suitable equipment for the collection and transport of the ovaries and other tissues to the processing laboratory in a hygienic and safe manner: 
	Are embryos conceived as a result of artificial insemination with semen meeting the requirements of Directive 9265EEC: 
	Are embryos collected and processed by an approved embryo collection team without coming into contact with any other batch of embryos not complying with the requirements of Directive 9265EEC: 
	Are embryos collected in a place which is  separated from other parts of the premises or holding where the embryos are collected and  which is in good repair and constructed with materials which permit its effective and easy cleansing and disinfection: 
	Are embryos processed examined washed treated and placed in identified and sterile straws ampoules or other packages in either a permanently sited laboratory or a mobile laboratory: 
	Is all equipment used to collect handle wash freeze and store embryos sterilised or properly cleansed and disinfected prior to use according to the IETS Manual 11: 
	If not is new singleuse equipment used only and discarded after use: 
	Are all biological products of animal origin used in the media and solutions for collection processing washing or storage of embryos free of pathogenic microorganisms: 
	Are media and solutions used for the collection freezing and storage of embryos sterilised by approved methods according to the IETS Manual and handled in such a manner as to ensure that sterility is maintained: 
	Are antibiotics added to collection processing washing and storage media: 
	If yes are they added in accordance with the IETS Manual: 
	Are procedures in place to ensure that the cryogenic agents used for the preservation or storage of embryos are not previously used for other products of animal origin: 
	Is each embryo straw ampoule or other package clearly identified by labels according to the standardised system according to the IETS Manual: 
	Are the embryos washed according to the IETS Manual and have an intact embryonic capsule before and immediately after washing: 
	Is the standard washing procedure modified to include additional washes with the enzyme trypsin according to the IETS Manual when inactivation or removal of certain viruses is required: 
	Are procedures in place to ensure that embryos from different donor animals are not washed together: 
	Is the embryonic capsule of each embryo examined over its entire surface area at not less than 50 x magnification and certified to be intact and free of adherent material after the washing: 
	Are embryos of a batch that has successfully undergone the examination set out in point 413 of this questionnaire placed in a sterile straw ampoule or other package marked in accordance with point 410 of this questionnaire which is sealed immediately: 
	Is each embryo where appropriate frozen as soon as possible and stored in a place which is under the control of the team veterinarian: 
	Does the team regularly submit for official examination for bacterial and viral contamination routine samples of nonviable embryos or ova flushing fluids or washing fluids resulting from its activities according to the IETS Manual: 
	Is the team keeping a record of its activities in respect of embryo collection for a period of two years after the embryos have been the subject of trade or export: 
	Does the record include the breed age and individual identification of the donor animals concerned: 
	Does the record include the place of collection processing and storage of embryos collected by the team: 
	Does the record include the identification of the embryos together with details of the consignee of the shipment: 
	Does the team comply with all the requirements described in point 4 of this questionnaire: 
	Does the competent authority have knowledge of and authority over the holdings of origin of the donor animals: 
	Are the ovaries and other tissues either from individual animals or from batches of donors batch collection collected at a slaughterhouse: 
	If yes is the slaughterhouse officially approved in accordance with  Regulation EC No 8542004 of the European Parliament and of the Council 12 or  equivalent under national legislation and under the supervision of a veterinarian whose responsibility it is to ensure that antemortem and post mortem inspections of potential donor animals are carried out and to certify them to be free of signs of the relevant contagious diseases transmissible to animals of the equine species: 
	Are procedures in place to ensure that batches of ovaries are not brought into the processing laboratory until post mortem inspection of donor animals is completed: 
	Is equipment for removal and transport of ovaries and other tissues cleansed and disinfected or sterilised before use and exclusively used for these purposes: 
	Does the team comply with all the requirements described in point 4 of this questionnaire_2: 
	Are in vitro derived embryos conceived as a result of in vitro fertilisation with semen meeting the requirements of Directive 9265EEC: 
	Are the embryos after the in vitro culture period is completed but prior to freezing storage and transport washed and subjected to the treatments referred to in points 411 413 and 414 of this questionnaire: 
	Are procedures in place to ensure that embryos from different donor animals in the case of individual animal recovery or from different batch collections are not washed together: 
	Are procedures in place to ensure that embryos from different donor animals in the case of individual animal recovery or from different batch collections are not stored in the same straw ampoule or other package: 
	Does the team comply with all the requirements described in points 4 5 and 6 of this questionnaire: 
	Where micromanipulation of the embryo which involves penetration of the embryonic capsule is carried out is it done in suitable laboratory facilities under supervision of an approved team veterinarian: 
	Is the team keeping records of its activities according to point 417 of this questionnaire including details of micromanipulation techniques which involve penetration of the embryonic capsule and which have been performed on the embryos: 
	In the case of embryos derived by in vitro fertilisation is the identification of the embryos done on the basis of a batch: 
	If yes does it contain details of the date and place of collection of ovaries andor ova and is it possible to identify the holding of origin of the donor animals: 
	Are frozen embryos prior to dispatch stored in approved conditions for a minimum period of 30 days from the date of their collection or production: 
	Are procedures in place to ensure that embryos intended for export to the EU are transported to destination in containers which have been cleansed and disinfected or sterilised before use or are new singleuse containers and are sealed and numbered prior to dispatch from the approved storage premises: 
	Text1: 
	Are the straws ampoules or other packages marked in such a way that the number on the straws ampoules or other packages coincides with the number on the health certificate referred to in Article 172bii of Directive 9265EEC and with the container in which they are stored and transported: 
	Have only the donor females been used for the collection of embryos or ova which and the holdings from which they originate meet to the satisfaction of the official veterinarian the import requirements for equidae for breeding and production established in accordance with Directive 2009156EC on movement and importation from third countries: 
	Have the donor mares been used for natural breeding during at least 30 days prior to the date of collection of ova or embryos and between date of the first sample referred to in points 93 and 94 of this questionnaire and the date of the collection of ova and embryos: 
	Are the donor mares subjected with negative result to an agargel immunodiffusion test Coggins test or an ELISA for equine infectious anaemia EIA carried out on blood sample taken not less than 14 days following the date of the commencement of the period of at least 30 days referred to in point 92 of this questionnaire and not more than 90 days prior to the collection of ova or embryos for imports into the European Union: 
	Are the donor mares subjected to an agent identification test for contagious equine metritis CEM carried out with negative result in each case in a laboratory recognised by the competent authority which has the tests included in its accreditation in accordance with Article 12 of Regulation EC No 8822004 of the European Parliament and of the Council 13  on at least two specimens swabs taken from the donor mare in no case earlier than 7 days systemic treatment or 21 days local treatment after possible antimicrobial treatment of the donor mare from at least the following sites  the mucosal surfaces of the clitoral fossa  the clitoral sinuses The specimens are taken during the period referred to in point 92 of this questionnaire on two occasions with an interval of not less than 7 days in the case of the test referred to in point i or on one occasion in the case of the test referred to in point ii hereinafter The specimens are placed in transport medium with activated charcoal such as Amies medium before dispatch to the laboratory The specimens are subjected to at least one of the following tests i culture under microaerophilic conditions for at least 7 days for the isolation of Taylorella: 
	equigenitalis set up within 24 hours after taking the specimens from the donor animal or 48 hours where the specimens are kept cool during transport or ii polymerase chain reaction PCR or realtime PCR for the detection of genome of Taylorella equigenitalis carried out within 48 hours after taking the specimens from the donor animal: 


