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REPORT

Pur pose of the Regulations

To assist business growth in the dairy industry anderpin Jersey’s international
reputation for integrity and to introduce legistatienabling development of trade in
bovine embryos compliant with EU standards.

Background

Export of pedigree Jersey cattle from the Islandhémy countries worldwide was an
important trade between the mid-nineteenth andtietbncenturies.

Trade dwindled from the 1970s as improvements ¢éedbproductivity achieved in the
recipient countries could not be matched locallgause insufficient numbers from
which to select only allowed relatively limited gress.

Additionally, advances in techniques for artificialeeding has changed the world
trade pattern and very few live cattle are nowdpanted over long distances because
genetic material, semen and embryos, can be tradeel safely and more efficiently.

To enable Jersey’'s dairy farmers to benefit frorpriosrements in both productivity

and conformation, the States voted for legislativange in 2008 to permit the import
of bovine semen, subject to internationally agreekase control measures. With
approximately 80% of cow inseminations in the ldldry artificial insemination, and

approximately 80% of these using imported semer itdustry’s uptake is

significant.

Legislative changes permitting import and exporgefetic material is part of a suite
of measures, agreed by the dairy industry, to Qeirpyplace to achieve increased
efficiency and profitability enabling a move awagrh the historic levels of taxpayer
support.

Trade opportunities

In May 2008, the World Jersey Cattle Bureau Comieeewas held in the Island and
attended by delegates from all major dairying coestin the world. The conference
included visits to farms where local cattle wererapsed by world-class breeders and
particular cow families were identified for embrgollection and export.
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Following the Conference and subsequently the impbbovine semen, the Royal
Jersey Agriculture and Horticulture Society hasiesd enquiries for bovine embryos
from several countries, including Argentina and NEealand. As Jersey does not
have the legal framework to enable export, somthe@pbrospective buyers are known
to be considering the option of buying embryos fristand cows which have been
exported to the UK.

Legidative requirements

Jersey is obliged to implement animal health anerireary legislation for trade in
animals and animal products with EU Member Stadssset out in Protocol 3 to the
Act of Accession of the United Kingdom to the Euegap Communities 1972.

In order to trade bovine embryos in EU Member Statempliance with the requisite
Directive must be implemented and enforced. Thigdsivalent to the Directive
governing trade in bovine semen.

Council Directive 89/556/EEC lays down the standéni collection, processing and
storing bovine embryos, including —

e personnel carrying out the procedures;

+ health status of donors and semen;

* laboratory facilities;

« disinfection of equipment including storage andas$gort flasks;
e source or treatment of products of animal origid aredia;

e cryogenic agent;

< washing, identifying, examining and freezing emlstyo

e premises in which procedures are carried out,

to achieve and maintain specified health requiregmérhe requirements are subject to
official approval and control and verified by vetery certification when trade takes
place.

The standards are applicable to imports and expetiseen Member States and for
imports from third countries. Imports from thirduwdries can only take place through
specific entry points and are subject to veterirdmgcks to verify compliance with the
standards, before release for trade in the Commugihbryos which do not meet the
requirements are not imported. The entry pointsndedves are subject to official

approval and control.

Complying with the Directive to enable trade withl Elember States will also enable
trade with many third countries which have adopBitective compliance as the
condition for import to their territories. To enabéxport of bovine embryos from
Jersey to third countries, the standards descabegle and laid down in the Directive
must be achieved.
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Financial and manpower implications

Any business wishing to operate an embryo collectind storage will be required to
pay full cost recovery for official inspections amagprovals or employ a suitably
qualified and approved individual for a private essnent. No additional States
staffing requirement is identified.
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Explanatory Note

These Regulations regulate trade in bovine embwyitis Member States and the
importation of bovine embryos from other countriggird countries”). If these
Regulations are adopted, separate provision wilnaee by Order to enable trade in
bovine embryos with the remainder of the Britisharsls and exports to third
countries.

Part 1 — Introductory

Regulation 1is the interpretation provision. In order to tragdgéh Member States,
bovine embryos produced in Jersey must satisfhéadth requirements laid down by
Council Directive 89/556, defined in these Regolasi as the “Community
Provision”.

Regulation 2makes it clear that the Regulations do not appkynbryos produced by
cell nuclear replacement therapy.

Part 2 — Trade with European Community

Regulation 3sets out the requirements for export of bovine rgod to Member
States. The embryos must have been conceived asimgn collected in Jersey at a
collection centre licensed under the Artificial éngination of Domestic Animals
(Bovine Semen) (Jersey) Order 2008 (the “Bovine &ei@rder”) or imported and
stored in accordance with that Order. The donomals must satisfy the health
requirements irschedule 1 The embryos must be collected processed anddstiore
accordance witlschedule 2by an embryo collection team approved urféart 3 and
complying withSchedule 3The embryos must be despatched with an animdthhea
certificate.

Regulation 4sets out the requirements for import of bovine b from a Member
State. In essence, the embryos must comply witlieeirements of the Community
Provision, as implemented in the Member State spdteh.

Part 3 — Approvals and Certification

Regulation 5sets out the process for approval of an embrytecon team by the
Minister for Planning and Environment (the “Minisfeand specifies mandatory
conditions of approval. Each approved team willassigned a unique registration
number andRegulation 6requires the Minister to maintain a public registd
approved embryo collection teams.

Regulation 7empowers the Minister to vary the conditions gbrapal of a team. The
Minister is required to withdraw approval if a teano longer satisfies the
requirements irSchedule 3r does not comply with the conditions of its apja.
Ordinarily, a variation or withdrawal of approvaliliwnot take effect for 21 days.
However, the Minister may require the variation withdrawal to take effect
immediately or in a shorter period if a delay woatthstitute an unacceptable risk to
animal health.

Regulation 8sets out the procedures for, and mandatory comditapplicable to,
approval of an embryo production team. Such a teamt comply with the same
requirements as an embryo collection team and,dulitian, the requirements in
Schedule 4Each approved team will be assigned a uniquestregjion number and
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Regulation 9requires the Minister to maintain a public registé approved embryo
production teams.

Regulation 10provides for the variation or withdrawal of appabvof embryo
production teams on terms that equate to thosécapf# to embryo collection teams
by virtue ofRegulation 7

Regulation 11sets out the arrangements for approval of embiy@ge facilities by
the Minister. As for embryo collection and embrymguction teamsRegulation 12
empowers the Minister to vary or withdraw approsastorage facilities.

Regulation 13ntitles a person to apply to the Royal Courtafoeview of a decision
of the Minister under any of the preceding Regataiin this Part.

Regulation 14empowers an official veterinarian to issue anitehlth certificates
required for the export of bovine embryos.

Part 4 — Third Country Imports

Regulation 15mposes restrictions on the importation of bovambryos from third
countries. Embryos may only be imported from thitduntries listed by the
Commission. The embryos must be produced and ¢tetidey a regulated team and
satisfy the animal health standards imposed byChemission or agreed with the
third country.

Regulation 16describes the regulatory checks that are reqtiinethe importation of
bovine embryos from a third country. In practicests embryos would be transported
through a border inspection post in the Communiiy tohen onwards to Jersey. At the
border inspection post, they will be subject to¢hecks required to permit their entry
into the territory of the Community. By way of expl®, Heathrow Airport is the
border inspection post in England for cattle.

Part 5 — Control Measures and Enforcement

Regulation 17empowers an official veterinarian and any othesg@e authorized by
the Minister to inspect premises occupied by emlmgitection or production teams
and storage facilities. An official veterinarianncaspect equipment, animals and
embryos on the premises, take samples and corehist t

Regulation 18empowers the Minister to require embryo collectaomd production
teams to make returns of information.

Regulation 19makes it an offence to contravene any requiremktitese Regulations
or of an approval given under them. It is also madeoffence to provide false
information for any of the purposes of the Regoladi to fail to provide information
when required to do so; to alter or use fraudweatt approval or animal health
certificate or to obstruct a person exercising pswmder the Regulations.

Regulation 2@rovides for the liability of officers when an effce is committed by a
company or limited liability partnership.

Part 6 — Closing Provisions

Regulation 21empowers the Minister to amend various referetoe€ommunity
instruments, having regard to subsequent amendnents substitutions of, those
instruments. The Minister is also empowered to ahtbe Schedules. The Schedules
contain detailed, technical conditions, liable émuire amendment so as to keep in

States% Page -7
of Jersey P.115/2010



step with rules laid down by the Commission’s StagdCommittee on the Food
Chain and Animal Health.

Regulation 22empowers the Minister, by Order, to set fees fertificates and
approvals issued, and inspections conducted, uhddregulations.

Regulation 23rovides for the citation and commencement ofRbgulations.
Schedule kets out the health requirements for donor animals

Schedule Zets out conditions applicable to the collectipmcessing, storage and
transport of bovine embryos.

Schedule 3ets out the conditions for approval of embrydembion teams.

Schedule 4ets out the conditions for approval of embryadpiation teams, which are
in addition to the conditions i&chedule 3
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Draft Community Provisions (Bovine Embryos) (Jejsey
Regulations 201- Arrangement

DRAFT COMMUNITY PROVISIONS (BOVINE
EMBRYOS) (JERSEY) REGULATIONS 201-

Arrangement

Regulation

PART 1 11
INTRODUCTORY 11

1 101 (=T g 0] €21 7= 1o ] o 1 11

2 Y o] o] 1= 1o o IR SRRURS 12
PART 2 13
TRADE WITH EUROPEAN COMMUNITY 13

3 Conditions for export of bovine embryos to a MemBtte ....................... 13
4 Conditions for import of bovine embryos from a MamnlState................... 13
PART 3 13
APPROVALS AND CERTIFICATION 13

5 Embryo collection teams............ooooiiiiiiiii e 13.

6 Register of embryo collection teams.........coeeeeeevvviviiiiiiiiiiiiiins 14
7 Variation or withdrawal of approval of embryo caifien team .................. 14
8 EmDbryo production tEAMS .............uuviiiei i 15
9 Register of embryo production teams ...........cccceeiiieiiii 15
10 Variation or withdrawal of approval of embryo pration team................. 15
11 Bovine embryo storage facilities...........coceeeeeeiiiiiiiiiiiies 16
12 Variation or withdrawal of approval of bovine emobrstorage facility ....... 16
13 Review of decision Of MINISTer .............cuiiieeiiiiiiiiiiieeee e 17
14 Animal health certificates...............uviiieeccc i 17
PART 4 18
THIRD COUNTRY IMPORTS 18
15 Health rules for importation of embryos from a ¢hoountry ...................... 18
16 Checks required for importation of embryos fronmiact country ............... 18
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Draft Community Provisions (Bovine Embryos) (Je)

Arrangement Regulations 201
PART 5 19
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19 OFfBINCES ..ttt e e e e eeeenanes 20
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COLLECTION 23
1 Health history of donor animal ...............ce e 23
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3 (@037 (=30 (o] 7= 1110 ] o USRS TPPRE 23
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SCHEDULE 2 25
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Draft Community Provisions (Bovine Embryos) (Je)sey
Regulations 201- Regulation 1

Jersey

DRAFT COMMUNITY PROVISIONS (BOVINE
EMBRYOS) (JERSEY) REGULATIONS 201-

Made [date to be inserted]

Coming into force [date to be inserted]

THE STATES, in pursuance of Article 2 of the European Comriesi
Legislation (Implementation) (Jersey) Law 1996ave made the following
Regulations —

PART 1
INTRODUCTORY

1 I nter pretation
In these Regulations, unless the context othemegigeires —

“animal health certificate” means a certificate usd under
Regulation 14;

“border inspection post” means an inspection possighated and
approved in accordance with Article 6 of the Courirective of

15 July 1991 laying down the principles governihg brganization of
veterinary checks on animals entering the Commuriigm third

countries and amending Directives 89/662/EEC, WHERC and

90/675/EEC (91/496/EEC, OJ L 268, 24.9.1991, P&Eamended up to
3rd September 2008;

“bovine embryo storage facility” means a facilippproved under
Regulation 11;

“Bovine Semen Order” means the Artificial Insemioat of Domestic
Animals (Bovine Semen) (Jersey) Order 2008

“Community  Provision” means the Council Directive f o
25 September 1989 on animal health conditions gdaver intra-
Community trade in and importation from third caieg of embryos of
domestic animals of the bovine species (89/556/EEQ,)

L 302, 19.10.1989, p’llas amended up to 3rd September 2008;
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Draft Community Provisions (Bovine Embryos) (Je)
Regulation 2 Regulations 201

“consignment of embryos” means a quantity of embmemoved in one
operation from a single donor and covered by alsimgimal health
certificate;

“country of collection” means the Member Statelord country in which
embryos are produced, collected, processed andewleeessary, stored,
and from which they are sent to Jersey;

“embryo” means the initial stage of developmena@omestic animal of
the bovine species while it is capable of beinggfarred to a recipient
dam;

“embryo collection team” means a team for the tibeng approved
under Regulation 5;

“embryo production team” means a team for the tlmeéng approved
under Regulation 8;

“herd” means an animal or group of animals keptaoholding as an
epidemiological unit and, if more than one herkldpt on a holding, each
of these herds shall form a distinct unit and shalle the same health
status;

“Member State” means a Member State of the Euro@sanmunity;
“Minister” means the Minister for Planning and Emviment;

“official veterinarian” means —

(a) the Veterinary Officer appointed in accordamgth Article 2 of
the Diseases of Animals (Jersey) Law 956d

(b) any other veterinary surgeon appointed by thaister as such for
the purposes of these Regulations;

“premises” includes land or any means of transport;

“public slaughterhouse” means the slaughterhouseiged by the States
and administered by a Minister;

“semen collection centre” means premises licensatbiuArticle 3(2) of
the Bovine Semen Order;

“team veterinarian” means a veterinary surgeon vVghoesponsible for
the supervision of an embryo collection team orearbryo production
team;

“third country” means a country or territory thatriot a Member State or
another place in the British Islands;

“veterinary surgeon” means a recognized veterigamgeon, within the
meaning of the Veterinary Surgeons (Jersey) Lav@199

2 Application
These Regulations do not apply to embryos deriyetamsfer of nuclei.
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Draft Community Provisions (Bovine Embryos) (Je)sey
Regulations 201- Regulation 3

PART 2
TRADE WITH EUROPEAN COMMUNITY

3 Conditionsfor export of bovine embryosto a Member State

(1)

(2)

®3)

A person shall not export, or consign for exp@mbryos to another
Member State unless the conditions set out in paphg (2) and (3) are
complied with.

The embryos —

(@) must have been conceived as a result of datifitsemination or in
vitro fertilization with semen —

() from a donor sire standing at a semen collectientre, or

(i) imported and stored after importation in actamce with the
Bovine Semen Order;

(b) must have been collected from domestic aninshlshe bovine
species whose health status complies with Schéddule

(c) must have been collected, processed and stored
() by an embryo collection team,
(i)  in accordance with Schedule 2.
The consignment of embryos must be accompanigdhg its transport

from its place of despatch to the Member State esftidation, by an
animal health certificate.

4 Conditionsfor import of bovine embryosfrom a Member State

(1)

)

A person shall not import embryos from a Mem8tate (either for entry
into Jersey or by way of transit to a Member Statdess the embryos
meet the conditions imposed by Article 3 of the @mmity Provision
(subject to any derogations permitted or additioaguirements imposed
in accordance with the Community Provision).

Where embryos are imported from a Member Sgitber for entry into
Jersey or by way of transit to a Member State) ithporter and, if
different, the person in charge of the embryos|l| sleanply with all the
relevant provisions of the Community Provision lutite embryos arrive
at their place of destination in Jersey or leaveejg as the case may be.

PART 3
APPROVALS AND CERTIFICATION

5 Embryo collection teams

(1) An application for approval as an embryo cdltat team shall be made
to the Minister.
States & Page - 13
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Draft Community Provisions (Bovine Embryos) (Je)

Regulation 6 Regulations 201
(2)  An application shall be in writing and containbe accompanied by such
information as the Minister reasonably requiresider to be satisfied
that the team fulfils the requirements in Sche@ule
(3) The Minister shall only give an approval if thinister is satisfied that
the team fulfils the requirements in Schedule 3.
(4)  An approval shall be in writing.
(5) An approval shall be subject to —
(@ the condition that the following occurrences aotified to the
Minister as soon as is practicable —
(i) the replacement of the team veterinarian,
(i)  any major change in the organization of thante
(i) any major change in the laboratories at tligpdsal of the
team, or
(iv) any major change in the equipment at the disp@f the
team; and
(b)  such other conditions as the Minister considmes necessary to
ensure that these Regulations are complied with.
(6) On approving an embryo collection team, theidtar shall assign to the
team a unique veterinary registration number.
(7) The Minister shall inform an applicant, in vimyg, of the refusal of an

application under this Regulation, and give reasonthe refusal.

6 Register of embryo collection teams

(1)

(2)

The Minister shall maintain a register of ap@® embryo collection
teams and the veterinary registration number asditm each of them.

The Minister shall make the register availalsidVlember States and to
the public.

7 Variation or withdrawal of approval of embryo collection team

(1)

)

®3)

(4)

©)

The Minister may vary the conditions imposedlemRegulation 5(5)(b)
on the approval of an embryo collection team.

A variation under paragraph (1) may in paréecute made having regard
to an occurrence described in Regulation 5(5)(a), i® not limited to
being made in those circumstances.

The Minister shall withdraw the approval of @mbryo collection team if
the team ceases to fulfil the requirements in Salee8l or fails to comply
with any condition attached to its approval.

The Minister shall, in writing, notify the hadd of the approval of an
embryo collection team of the variation or withdedvof an approval
under this Regulation.

A notice under paragraph (4) shall —
(a) give reasons for the decision; and
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Draft Community Provisions (Bovine Embryos) (Je)sey
Regulations 201- Regulation 9

(6)

(7)

(b) specify the date when the variation or withdahtakes effect.

Subject to paragraph (7), a variation or witlwdel shall not take effect
less than 21 days after notice of it is given ®hblder of the approval.

Paragraph (6) shall not apply if the Ministemsiders that a delay of
21 days in the variation or withdrawal taking effamuld constitute an
unacceptable risk to animal health.

8 Embryo production teams
(1) An application for approval as an embryo prdifucteam shall be made
to the Minister.
(2) An application shall be in writing and contanbe accompanied by such
information as the Minister reasonably requireoider to be satisfied
that the team fulfils the requirements in Sched@lesd 4.
(3) The Minister shall only give an approval if thinister is satisfied that
the team fulfils the requirements in Schedules@4n
(4)  An approval shall be in writing.
(5) An approval shall be subject to —
(@) the condition that the following occurrencee aotified to the
Minister as soon as is practicable —
(i) the replacement of the team veterinarian,
(i)  any major change in the organization of thante
(i) any major change in the laboratories at thgpdsal of the
team, or
(iv) any major change in the equipment at the disp@f the
team; and
(b)  such other conditions as the Minister considies necessary to
ensure that these Regulations are complied with.
(6) On approving an embryo production team, theidtém shall assign to the
team a unique veterinary registration number.
(7) The Minister shall inform an applicant, in vimg, of the refusal of an
application under this Regulation, and give reasonthe refusal.
9 Register of embryo production teams
(1) The Minister shall maintain a register of ap@® embryo production
teams and the veterinary registration number asditmeach of them.
(2) The Minister shall make the register availatoleMember States and to
the public.
10 Variation or withdrawal of approval of embryo production team
(1) The Minister may vary the conditions imposedienRegulation 8(5)(b)
of the approval of an embryo production team.
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Draft Community Provisions (Bovine Embryos) (Je)

Regulation 11 Regulations 201

(2)

®3)

(4)

®)

(6)

()

A variation under paragraph (1) may in parécute made having regard
to an occurrence described in Regulation 8(5)(a}, i® not limited to
being made in those circumstances.

The Minister shall withdraw the approval of e@mbryo production team
if the team ceases to fulfil the requirements ihefitles 3 and 4 or fails
to comply with any condition attached to its ap@lov

The Minister shall, in writing, notify the had of the approval of an
embryo production team of the variation or withdahwf an approval
under this Regulation.

A notice under paragraph (4) shall —
(a) give reasons for the decision; and
(b) specify the date when the variation or withdahtakes effect.

Subject to paragraph (7), a variation or witlvaal shall not take effect
less than 21 days after notice of it is given ®hblder of the approval.

Paragraph (6) shall not apply if the Ministemsiders that a delay of
21 days in the variation or withdrawal taking effemuld constitute an
unacceptable risk to animal health.

11  Bovineembryo storagefacilities

(1)

)

©)

(4)

®)

(6)

()

An application for approval of a bovine embistorage facility shall be
made to the Minister.

An application shall be in writing and containbe accompanied by such
information as the Minister reasonably requiresider to be satisfied

that the facility satisfies the requirements ofggmaph 2(2) and (3) of

Schedule 2.

The Minister shall only give an approval if thenister is satisfied that
the facility satisfies the requirements of parapraf?) and (3) of
Schedule 2.

An approval shall be in writing.

An approval shall be subject to such conditiagghe Minister considers
are necessary to ensure that these Regulatiomsiugied with.

The Minister shall inform an applicant, in vimg, of the refusal of an
application under this Regulation, and give reasonthe refusal.

The approval by the Minister of premises asosirie embryo storage
facility also approves those premises for the gi@iaf bovine semen.

12 Variation or withdrawal of approval of bovine embryo storage facility

(1)

(2)

The Minister may vary the conditions imposedemRegulation 11(5) of
the approval of a bovine embryo storage facility.

The Minister shall withdraw the approval of avine embryo storage
facility if the facility ceases to fulfil the req@iments in paragraph 2(2)
and (3) of Schedule 2 or fails to comply with amydition attached to its
approval.
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Draft Community Provisions (Bovine Embryos) (Je)sey
Regulations 201- Regulation 13

®3)

(4)

()

(6)

The Minister shall, in writing, notify the had of the approval of a
bovine embryo storage facility of the variation withdrawal of an
approval under this Regulation.

A notice under paragraph (3) shall —

(a) give reasons for the decision; and

(b)  specify the date when the variation or withdahtakes effect.

Subject to paragraph (6), a variation or wighwdl shall not take effect
less than 21 days after notice of it is given ®hblder of the approval.

Paragraph (5) shall not apply if the Ministemsiders that a delay of
21 days in the variation or withdrawal taking effamuld constitute an
unacceptable risk to animal health.

13 Review of decision of Minister

(1)

)

®3)

(4)
()

An applicant for an approval under Regulatip83%r 11 may apply to
the Royal Court for a review of the decision of Mmister —

(a) torefuse an approval; or
(b) to impose conditions on the approval, in acaoog with —

(i) in the case of an application for approval of @mbryo
collection team, Regulation 5(5)(b),

(i) in the case of an application for approval af embryo
production team, Regulation 8(5)(b),

(i) in the case of an approval of a bovine embstorage
facility, Regulation 11(5).

The holder of an approval given under Reguhaip8 or 11 may apply to
the Royal Court for a review of the decision of Master —

(a) tovary the conditions imposed on the appromal;
(b) to withdraw the approval.

An application under this Regulation must bedenwithin 21 days of the
of the applicant being notified of the decisiorboreviewed.

The Royal Court may extend the period mentidangzhragraph (3).

The Royal Court may, on an application undés fRegulation, make
such orders as it thinks fit.

14  Animal health certificates

(1) An official veterinarian may issue an animalalie certificate for a
consignment of embryos intended for a single ptdaiestination.
(2) An animal health certificate —
(@ shall be in the form set out in Annex C to t@emmunity
Provision;
(b) shall be drawn up in at least the official laage of the other
Member State that is the place of destination; and
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Regulation 15

Draft Community Provisions (Bovine Embryos) (Je)
Regulations 201

(©)

shall be made out to a single consignee.

PART 4
THIRD COUNTRY IMPORTS

15 Healthrulesfor importation of embryosfrom athird country

(1)
)

®3)

A person shall not import embryos from an ugtlisthird country.

An unlisted third country is one that does appear in Annex | to the
Commission Decision of 4 January 2006 establishimeganimal health
and veterinary certification requirements for imganto the Community
of bovine embryos and repealing Decision 2005/2C7(F006/168/EC,
0OJ L 57, 28.2.2006, p.)9as amended up to 1st January 2010.

A person shall not import embryos from a thiduntry unless the
embryos —

@

(b)

(©)

are dispatched by an embryo collection teaenasryo production
team that is on the list of approved teams comnatedit by the
competent authority of the third country and madailable to the
public in accordance with Article 8 of the Commuyrfrovision;

come from donor animals which, immediately prim the
collection of the embryos, have remained for astlé&amonths in
the territory of the third country concerned, andaimaximum of
2 herds complying with Article 9.2 of the CommunRyovision;
and

comply with the animal health requirements @ddpn accordance
with the procedure laid down in Article 18 of theor@munity
Provision for imports of embryos from that country.

16  Checksrequired for importation of embryosfrom athird country

(1) Importation of embryos from a third country khme authorized only on
submission of an animal health certificate —

(a) drawn up and signed by an official veterinawathe third country
of collection; and

(b) satisfying the requirements of Article 10 ofethCommunity
Provision.

(2) Importation of embryos from a third country kHze authorized only
where —

(@) the embryos are transported to their placeesfidation in Jersey
after passing through a border inspection post aiithout
subsequently entering the territory of a third dogrand

(b) the veterinary checks required by the Councite@ive of
18 December 1997 laying down the principles governihe
organisation of veterinary checks on products @merthe
Community from third countries (97/78/EC, OJ L 20.1.1998,
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p.%), as amended up to 1st January 2007, are condattéuke
border inspection post.

PART 5
CONTROL MEASURES AND ENFORCEMENT

17  Checksand powersof entry

(1) An official veterinarian and any other persatharized by the Minister
for the purposes of this Regulation may, on proagcihe person’s
authority, enter at all reasonable times any presnisccupied by the
holder of an approval given under these Regulatéons used for or in
connection with any of the purposes authorizedhay&pproval, for the
purpose of checking for compliance with the cowdisi attached to the
approval and with any conditions in the Schedubes are relevant to the
approval.

(2) An official veterinarian and any other persath@arized by the Minister
for the purposes of this Regulation may, on proggcihe person’s
authority, enter at all reasonable times any presnisn which, or in
connection with which, the person has reasonaldemngis for suspecting
that an offence under these Regulations is beitgsbeen committed.

(3) A person who enters premises in exercise ofpiwwers conferred by
paragraph (1) or (2) may —
(a) inspect the premises and any equipment andadésion them;

(b) carry out such tests or other investigationdiether on the
premises, equipment on the premises, or animasbryos on the
premises, or on samples taken from the premisesipragnt,
animals or embryos, as the person thinks fit inep ascertain
whether the provisions of these Regulations, or ¢baditions
subject to which any approval or licence is givamder these
Regulations, are being complied with; and

(c) for the purposes of any such test or investigatrequire the
occupier of the premises, and any person in thelagmgnt of
such occupier, to furnish such information as ighat person’s
power to give.

18 Power to obtain information from approved teams

The Minister and any person authorized by or oraliedf the Minister for the
purposes of this Regulation may require any hotdean approval given under
these Regulations to furnish him or her, withinkstime and in such manner as
he or she specifies, with such returns and otHernmation as he or she requires
for the purpose of monitoring the operation of th&egulations and checking
for compliance with any condition attached to thmpraval and with any
conditions in the Schedules that are relevantéaproval.
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19 Offences

(1)

(2)

®3)

(4)

()

A person who contravenes Regulation 3, 4 oisl§uilty of an offence
and liable to a fine of level 4 on the standardesca

A person who —

(@) hinders or obstructs a person in the exerdisieeoperson’s powers
under Regulation 17; or

(b) refuses or neglects to furnish, in the time amghner specified,
any return or information when required to do sodam
Regulation 18,

is guilty of an offence and liable to imprisonmént a term of 6 months
and a fine of level 4 on the standard scale.

A person who knowingly or recklessly contravea@y condition subject
to which an approval is given under these Reguiatiar any condition in
the Schedules that is relevant to the approvabikygof an offence and
liable to a fine of level 4 on the standard scale.

The holder of an approval given under theseuRigns is guilty of an
offence and liable to a fine of level 4 on the dt&ma scale if any
condition subject to which the approval was givemmy condition in the
Schedules that is relevant to the approval is esetred and the holder of
the approval did not take all reasonable precastiand exercise due
diligence to avoid the contravention.

A person who —

(@) in an application for approval under these Ragns or for the
purpose of obtaining an animal health certificatekes any
statement knowing that, or reckless as to whethes, false in a
material particular;

(b)  furnishes any return or information when reqdito do so under
these Regulations, knowing that, or reckless asvltether, the
return or information is false in a material pautar; or

(c) fraudulently alters or uses or permits to udlulently used any
certificate or approval given under these Regutatior otherwise
issued and required as evidence that a requirerokrthese
Regulations is satisfied,

is guilty of an offence and liable to imprisonmémt a term of 6 months
and a fine of level 4 on the standard scale.

20 Offences. general

(1)

Where an offence against these Regulations ¢ttetmby a limited
liability partnership or body corporate is provedhave been committed
with the consent or connivance of —

(@) a person who is a partner of the partnershiglirector, manager,
secretary or other similar officer of the body amaie; or

(b) any person purporting to act in any such capaci
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the person shall also be guilty of the offence &alle in the same
manner as the partnership or body corporate t@émalty provided for
that offence.

(2) Where the affairs of a body corporate are medaly its members,
paragraph (1) shall apply in relation to acts aethdlts of a member in
connection with the member’s functions of managenasnf the member
were a director of the body corporate.

PART 6
CLOSING PROVISIONS

21  Ordersamending these Regulations

(1) The Minister may by Order amend any referemcthése Regulations to
a Community instrument.

(2) The Minister may by Order amend the Schedules.

22  Feesfor certificates, approvals and inspections

(1) The Minister may, by Order, prescribe feestfur issue of certificates
under these Regulations.

(2) Where a fee is prescribed under paragraplit{¢)certificate shall not be
issued until the fee has been paid.

(3) The Minister may, by Order, prescribe feesdoy application for, or the
grant of, any approval to be given, or given, urtiese Regulations.

(4) Where a fee is prescribed under paragraphh@)Minister shall not
consider the application for the approval until tbe has been paid.

(5) The Minister may, by Order, prescribe fees doy inspection, test or
official examination carried out by or on behalfasf official veterinarian
in the discharge of functions under these Regulatio

(6) Fees prescribed by the Minister under this Regun may be determined
by reference to rates which represent the reaserasts and expenses
incurred in employing or contracting for an officigeterinarian to
undertake an inspection, test or official examatiduring any given
unit of time, whether for the purpose of the issfi@ certificate or the
grant of an approval or otherwise in the dischasfdunctions under
these Regulations.

(7) Fees prescribed by reference to a rate forffaciad veterinarian shall be
charged in units of no more than half an hour.
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23  Citation and commencement

These Regulations may be cited as the Communityigtoos (Bovine
Embryos) (Jersey) Regulations 201- and shall cantweforce 7 days after they
are made.
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SCHEDULE 1

(Regulation 3(2)(b))

CONDITIONSAPPLYING TO DONOR ANIMALSFOR EMBRYO
COLLECTION

1 Health history of donor animal

For the purposes of embryo collection, donor arsnmalist meet the following
requirements —

(a) they must have spent at least the previousr@hmavithin Jersey;

(b) they must have been present in the herd ofrofdy at least 30 days prior
to collection;

(c) they must come from herds which are —
(i) officially tuberculosis free,
(i) officially brucellosis free or brucellosis fee

(i) enzootic bovine leucosis free, or, they mayme from a herd
which is not, or herds which are not, leucosis-foe for which
certification has been obtained that there hasaen any clinical
case of enzootic bovine leucosis during the pasta3s;

(d)  during the previous year, they must not havenbgresent in a herd (or
herds) which have shown any clinical sign of infees bovine
rhinotracheitis or infectious pustular vulvovagisit

2 Health of donor animal on day of collection
On the day of embryo collection the donor cow —

(@) shall be kept in a holding which is not subjecteterinary prohibition or
guarantine measures;

(b) shall show no clinical signs of disease.

3 Oocyte donation

Paragraphs 1 and 2 shall also apply to live anim@klsnded as donors of
oocytes by ovum pickup or ovariectomy.

4 Collection after daughter

(1) In the case of donors of ovaries and otheu¢isso be collected after
slaughter in the public slaughterhouse, they shoubl have been
designated for slaughter as part of a national adiseeradication
programme, nor should they have come from a holdingject to
restrictions because of animal disease.
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(2) At the time of collection the public slaughtedse must not be situated in
a zone subject to prohibition or quarantine measure
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SCHEDULE 2

(Regulations 3(2)(c) and 11(3))

CONDITIONSRELATING TO THE COLLECTION, PROCESSING,

STORAGE AND TRANSPORT OF EMBRYOS

1 Collection and processing

(1)

)

®3)

(4)

(®)

(6)

()

(8)

9)

Embryos shall be collected and processed bymsroved collection
team, without coming into contact with any othernsignment of
embryos not meeting the requirements of these R&gn§ relating to
trade in bovine embryos with another Member State.

Embryos shall be collected in a place whicisadated from other parts of
the premises or holding and which must be in gagghir and easy to
cleanse and disinfect.

Embryos shall be processed (examined, washedtet! and placed in
identified and sterile containers) in either a pgnent laboratory facility
or a mobile laboratory facility, which is not sitad in a zone subject to
prohibition or quarantine measures.

All implements which come into contact with tembryos or the donor
animal during collection and processing shall b&pdsable or shall be
properly disinfected or sterilized prior to use.

Products of animal origin used during collectiof the embryos and in
the transport medium shall be obtained from souvdeish present no
animal health risk or are to be so treated priouge so that such risk is
prevented. All media and solutions shall be stedi by approved
methods according to the recommendations of theusaianf the
International Embryo Transfer Society (being theciSy founded in
Denver, Colorado, United States of America in 19iddorporated in the
State of Nebraska on 7 April 1975 and currentlyiiguits headquarters
at 309 West Clark Street, Champaign, lllinois 61,82bited States of
America). Antibiotics may be added to the mediadnordance with that
Society’s manual.

Storage flasks and transport flasks shall bepgnly disinfected or
sterilized before the commencement of each filbpgration.

The cryogenic agent used shall not have beewiqusly used for other
products of animal origin.

Each embryo container and the containers irchvkiiey are stored and
transported shall be clearly code-marked in suglag that the date of
collection of the embryos and the breed and ideatibn of the donor

sire and donor dam, as well as the registrationbaurof the team can be
readily established.

Each embryo shall be washed at least 10 timea special fluid for
embryos which shall be changed each time and whfiall contain
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(10)

(11)

(12)

(13)

(14)

(15)

(16)

17

(18)

trypsin, in accordance with internationally recampu procedures. Each
wash shall be a 100-fold dilution of the previouastv and a sterile
micropipette shall be used to transfer the embryeaxh occasion.

After the last wash each embryo shall be ik to microscopic
examination at a magnification of at least x 50radte entire surface to
determine that the zona pellucida is intact anfleis from any adherent
material. Any micromanipulation which involves p&aéion of the zona
pellucida must be carried out in the facilities eqwed for the purpose,
and after the last wash and examination. Such miangpulation may
only be carried out on an embryo having an intaobzpellucida.

Each consignment of embryos that has sucdbsdfndergone the
examination provided for in sub-paragraph (10) Ish& placed in a
sterile container marked in accordance with sulagraph (8) and which
shall be sealed immediately.

Each embryo shall, where appropriate, be fraesoon as possible and
stored in a place which is under the control of tdream veterinarian and
which is subject to regular inspection by an officieterinarian.

Each collection team must, when required tosdoby the Minister,
submit routine samples of flushing fluids, washihgds, disintegrated
embryos, non-fertilized ova etc., resulting frons ictivities to the
Minister for official examination for bacterial anital contamination.

Each collection team must keep a record ofadsvities in respect of
embryo collection during the 12 months before ardmbnths after
storage including —

(a) the breed, age and identification of the damdmals concerned,;

(b) the place of collection, processing and storage embryos
collected by the team;

(c) the identification of the embryos together wilktails of their
destination if known; and

(d) details of micromanipulation techniques whinkidlve penetration
of the zona pellucida or other techniques such rasviiro
fertilization and/or in vitro culture which have dyeperformed on
the embryos. In the case of embryos derived by itnov
fertilization, the identification may be done o thasis of a batch,
but must contain details of the date and place adfection of
ovaries and/or oocytes. It must also be possibidewtify the herd
of origin of the donor animals.

The conditions laid down in sub-paragraphstl)14) shall apply as
appropriate to the collection, processing, stomagetransport of ovaries,
oocytes and other tissues for usanrvitro fertilization and/or in vitro
culture.

The conditions in sub-paragraphs (17) to &2l apply in addition to
the conditions in sub-paragraphs (1) to (14).

When ovaries and other tissues are to beatetlgpost-mortem, this may
only be done at the public slaughterhouse.

Materials and equipment coming into direct taoh with ovaries and
other tissues shall be sterilized before use ater aterilization, used
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(19)

(20)

(21)

(22)

exclusively for those purposes. Separate equiprsiatl be used to
handle oocytes and embryos from different batclie®or animals.

Ovaries and other tissues shall not be alloteeénter the processing
laboratory until completion of the post-mortem iesfon of the batch. If

relevant disease is found in the batch of donorsjnoany animals

slaughtered in the public slaughterhouse on that alatissues from that
batch must be traced and discarded.

The washing and examination procedure laidrdwsub-paragraphs (9)
and (10) shall be carried out after the culturecpdure has been
completed.

Any micromanipulation which involves penetoatiof the zona pellucida
shall be carried out in accordance with the prowvisi of sub-
paragraph (10), after the procedures laid downimmaragraph (20) have
been completed.

Only embryos from the same batch of donorsushbe stored in the
same ampoule/straw.

2 Storage

(1)

)

®3)

Each embryo collection or production team shaBlure that the embryos
are stored at suitable temperatures in a bovineyengtorage facility.
In order to be approved the facility must —

(@) comprise at least one lockable room intendedusively for
embryo storage;

(b) be easy to cleanse and disinfect;

(c) have permanent records of all incoming and @ingy movements
of embryos which shall, in particular, specify tireal destination
of the embryos; and

(d) be subject to inspection by an official vetarian.
If bovine semen is to be stored in a bovine wmistorage facility, the

facility must satisfy the conditions for the grasfta licence as an EC
storage centre under the Bovine Semen Order.

3 Transport

(1)

)

Embryos for trade must be transported in satisfy hygienic conditions
in sealed containers from the approved bovine emistgrage facility
until their arrival at their destination.

The containers must be marked in such a waythiganumber coincides
with the number on the animal health certificate.
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SCHEDULE 3

(Regulations 5 and 8)

CONDITIONSFOR THE APPROVAL OF EMBRYO COLLECTION AND

EMBRYO PRODUCTION TEAMS

In order to be given approval each embryo collectieam must fulfil the
following requirements —

(@

(b)

(©)

(d)

(e)

the collection, processing and storage of eowonmyust be carried out
either by a team veterinarian or under his or bBeponsibility by one or
more technicians who are competent and trainethéyeam veterinarian
in methods and techniques of hygiene;

the team must have at its disposal permanenmabile laboratory
facilities where embryos can be examined, procesmed packed,
consisting of at least a work surface, a microscapée cryogenic
equipment;

in the case of a permanently sited laborattirg,team must have at its
disposal —

() aroom where embryos can be manipulated whickdjacent to but
physically separate from the area used to handledémor animals
during collection, and

(i) a room or area equipped for cleansing andilgi@ig instruments
and equipment used in embryo collection and maatjau;

where micromanipulation of the embryo whichadhaes penetration of
the zona pellucida is to be carried out, this shalldone in suitable
laminar-flow facilities which shall be properly eleed and disinfected
between batches;

the team must have at its disposal in the oase mobile laboratory a
specially equipped part of the vehicle consistihg eeparate sections —

()  one for the examination and manipulation of eyols which shall
be a clean section, and

(i) the other for accommodating equipment and mige used in
contact with the donor animals.

A mobile laboratory shall always have contact wahpermanently sited
laboratory to ensure the sterilization of its eguémt and the provision of fluids
and other products necessary for the collectionnaawipulation of embryos.
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SCHEDULE 4

(Regulation 8)

ADDITIONAL CONDITIONSFOR THE APPROVAL OF EMBRYO
PRODUCTION TEAMS

In order to be given approval each embryo prodactsam must fulfil the
following requirements, in addition to the requikmts in Schedule 3 —

(@) the personnel must be trained in appropriateeadie control and
laboratory techniques, particularly in procedures working in sterile
conditions;

(b) the team must have at its disposal a permansittld processing
laboratory which must —

()  bhave adequate equipment and facilities, inclgdh separate room
for recovering oocytes from ovaries, and separatens or areas
for processing oocytes and embryos, and storingyoapand

(i)  have laminar-flow facilities under which allooytes, semen and
embryos must be processed; however, the centritugat semen
may be carried out outside the laminar-flow fagjlis long as full
hygienic precautions are taken;

(c) where oocytes and other tissues are to be otetlein the public
slaughterhouse, the team must have at its dispa#able equipment for
the collection and transport of the ovaries andeottissues to the
processing laboratory in a hygienic and safe manner
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! chapter 17.245

2 http /leur-lex.europa.eu/LexUriServ/LexUriServ.do2CELEX:319911.0496:EN:NOT
chapter 01.480.10

4 http /leur-lex.europa.eu/LexUriServ/LexUriServ.do2CELEX:31989L0556:EN:NOT
chapter 02.400

6 chapter 02.900

" http://eur-lex.europa.eu/LexUriServ/LexUriServ.dd2CELEX:32006D0168:EN:NOT

8 hitp://eur-lex.europa.eu/LexUriServ/LexUriServ.do2GELEX:31997L0078:EN:NOT
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