EXPLANATORY MEMORANDUM TO
THE VETERINARY MEDICINESREGULATIONS 2033
2013 No. 2033

This explanatory memorandum has been preparechd\Department for Environment Food and
Rural Affairs and is laid before Parliament by Coama of Her Majesty.

Purpose of the instrument

2.1  The Veterinary Medicines Regulations (VMR) 20E¥oke and replace the controls and
procedures concerning the authorisation, manufactupply and use of veterinary medicines in the
UK to ensure that the legislation remains up tedathey include provisions on medicated feeds and
feed additives and a revised fee structure.

Mattersof special interest to the [Joint Committee on Statutory Instrumentsor the Select
Committee on Statutory Instruments)

3.1 None
L egislative Context

4.1  The VMR implement the requirements of Direet®001/82/EC, as amended by Directive
2004/28/EC. This Directive outlines the rules aeduirements for the regulation of medicines for
animal use. The VMR also implement the followingdtive and Regulations relating to medicated
feeds:

= Council Directive 90/167/EEC laying down the coradis governing the preparation, placing on
the market and use of medicated feedingstuffsartdmmunity;

» Regulation (EC) 178/2002 laying down the generahggples and requirements of food law,
establishing the European Food Safety Authority lathg down procedures in matters of food
safety;

» Regulation (EC) 1831/2003 on additives for usenimal nutrition;

» Regulation (EC) 882/2004 on official controls penfied to ensure the verification of compliance
with feed and food law, animal health and animdfave;

» Regulation (EC) 183/2005 laying down the requiretséor feed hygiene;

» Regulation (EC) 767/2009 placing on the market thieduse of feed.

4.2  The VMR first came into force in October 20@5implement the Directive and consolidate
all the controls on veterinary medicines that weneviously part of the Medicines Act 1968 and over
50 amending Statutory Instruments. The Directias wonsidered by the EU Scrutiny Committee in
2004. We have updated the VMR regularly since 208%ransposition note is at Annex 1.

4.3 The regular cycle to revoke and remake the VAl&wvs the VMD to respond quickly to the
demands of the veterinary sector and thereforeotondlate fit-for-purpose legislation that is
meaningful to stakeholders.

Territorial Extent and Application



5.1 This instrument applies to all of the United Kingalo
European Convention on Human Rights

6.1  Asthe instrument is subject to negative rggmh procedure and does not amend primary
legislation, no statement is required.

Policy background

* What is being done and why

7.1  There are 15 proposed changes to the VMR 20dl3]etails of which are provided in the
Impact Assessment. A summary of the changes dmlaws:

- Reductions to existing fees for certain types opligptions and inspections to avoid over
recovery of costs;

- Increases to existing fees arising from additioraponsibilities required by European legislation
or in order to ensure full cost recovery;

- Three minor adjustments to inspectors’ enforcerpenters.

7.2  The Veterinary Medicines Directorate is the URégulatory Authority for veterinary
medicines and as such is required to recover tls¢s aof its authorisation and related activities
through fees charged to the industry. The amentdminthe fees ensure full cost recovery is
achieved with no cross-subsidy.

7.3 The VMR sets out the controls on the manufactdistribution, possession, prescription,
dispensing, administration and use of veterinarydioieal products. Its aim is to ensure that
veterinary medicines for both food producing anchpanion animals are safe for the consumer, the
human administering the medicines, the treated aramd the environment.

7.4  Through an Enforcement Strategy the Veterideglicines Directorate seeks to work with
businesses and assist them in complying with theRuMkrough the provision of sound advice and
guidance. However it is imperative that the VMR \pde a range of enforcement tools that can be
used to secure compliance. The three minor adgrgsmo inspectors’ enforcement powers clarify
existing powers.

7.5  The proposed changes have not attracted dartjoublic or media attention but have been of

interest to those directly involved; primarily tkempanies producing and marketing the products,
veterinary practices, pharmacies, agricultural mmants, veterinary wholesalers, farmers and owners
of companion animals.

e Consolidation

7.6 Not applicable.
Consultation outcome

8.1 Proposed changes to the VMR were submittedfadl public consultation from 7 January to
18 February 2013. A formal consultation packages wablished on the Veterinary Medicines
Directorate’s website and letters were sent to @€ interested organisations and individuals. This
public consultation aimed to seek stakeholdersivsi®n the costs and benefits that the proposed



10.

11.

12.

changes would impose on businesses. In additmrgpan meeting was held in February to offer
further opportunity for stakeholders to discusspheposed changes.

8.2 33 written responses were received to theut@t®n. The respondents generally supported
the proposals but also provided comments on p#atigasues many of which commented on the
proposed increases to fees. The Government toddoard the consultees’ comments and in response
decided to withdraw or reduce the increase to fieesome types of premises. In particular, we have:

- Withdrawn the fees increase for “Schedule 6” whalles;

- Withdrawn the proposed restructure and increaseesffor Suitably Qualify Persons premises;

- Reduced the proposed inspection fees for manutstand distributors of medicated
feedingstuffs.

Guidance

9.1 The Veterinary Medicines Directorate publishggidance on the regulation of the
manufacture, distribution and use of veterinary iciads. The guidance which has required updating
due to changes made at this revision of the VMRbe&n made and included within the consultation
package.

I mpact
10.1 The impact on business, charities or voluntadjies is discussed in the Impact Assessment.
10.2 The impact on the public sector is negligible

10.3 An Impact Assessment will be published alatgsthe Explanatory Memorandum on
www.legislation.gov.uk.

Regulating small business

11.1 The legislation applies to small business.l&AJ applies to all veterinary medicinal products
as the risks of illegal use are the same irrespecii the size of the company dealing with the pobd
and for this reason the Government cannot makeafgpexemptions for small firms.

11.2 To minimise the impact of the requirementsions employing up to 20 people, the approach
taken by the Veterinary Medicines Directorate isctnry out a continual process of informal
consultation with stakeholders on proposed legigatievelopments. In response to stakeholders’
comments during the consultation period, two pragpbave been withdrawn and one proposed fee
reduced, all of which would have had a direct imimacsmall businesses.

11.3 The basis for the final decision on whataarctio take to assist small business was formed
from feedback received during the consultation queriAs part of the consultation of these new
regulations, the Veterinary Medicines Directoratwited (along with other stakeholders) small
businesses to an open meeting to discuss the mopmsendments to the VMR. In response to
feedback received during this meeting and writtemsaltation responses it was decided that the three
proposals would be withdrawn or amended.

Monitoring & review



13.

12.1 The outcome of the VMR 2013 will be subjertin internal review after 12 months and the
legislation may be amended accordingly.

Contact

13.1 Paul Green at the Veterinary Medicines Dimeteoof the Department for Environment, Food
and Rural Affairs, tel: 01932 338303 or e-mail:rpen@vmd.defra.gsi.gov.uk.



Annex 1 - Transposition Table

Transposition note setting out how Dir ective 2001/82 as amended isimplemented
in the Veterinary Medicines Regulations 2013

Provisions of Directive 2001/82 as
amended

Implementation in the Veterinary  Medicines
Regulations 2011

are

D

e
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th
L
a
14

)
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Article 1 Regulation 2 and in the body of the Redjoins.

Article 2 Nothing to implement.

Article 2(2) Regulation 2(5)

Article 2(3) Largely nothing to implement, but irspors have
powers to inspect starting materials.

Article 3(1)(a) Excluded from the Directive but included in Schedbi
of the Regulations.

Article 3(1)(b) These are excluded under regulafib(®) except fo
vaccines administered to other animals, which
regulated under Part 2 of Schedule 2.

Article 3(1)(c) Regulation 3(1)

Article 3(1)(d) Although not covered by this Dirae, these are
regulated by other Community legislation and araltd
with in Schedule 5.
Articles 8, 15 and 17 of Regulation (EC) No 767/2(
of the European Parliament and of the Council en
placing on the market and use of feed in relatiof
feedingstuffs containing specified feed additives
implemented in the VMR Schedule 5 paragraphs 6
and 17. The rest of this Regulation is implemergc
the Animal Feed (England) Regulation SI 2010/250

Article 3(1)(e) Regulation 3(2). Trials are alsontrolled undef
animal test certificate under Schedule 4 paragfaph

Article 3(2) Schedule 3 paragraph 13 and Schedplardgraph 1

Article 4(1) This derogation is not being exercised

Article 4(2) Schedule 6

Article 5 Regulations 4 and 6

Article 6(1) Schedule 1 paragraph 23




Article 6(2)

Action by Member State

Article 6(3)

Schedule 1 paragraph 23

Article 7

Schedule 1 paragraph 16

Article 8 first paragraph

Schedule 4 paragraph 4

Article 8 second paragraph

Community competence.

Article 8 third paragraph

Schedule 4 paragraph 5

Article 9

Schedule 4, paragraph 9

Articles 10 and 11

The cascade under Schedule 4 paragraphs 1 and 2|

This provision also implements the amendments
directive 2001/82/EC made by Regulation 470/2(
Art 30, on list of essential substances for hoesebon
withdrawal periods).

5 to
09,

Article 12(1) first paragraph

Schedule 1 parafgrap

Article 12(1) second paragraph

Schedule 1 paragsap

Article 12(1) third paragraph

Schedule 1 paragr2p{2)

Article 12(2)

Schedule 1 paragraph 18

Article 12(3)

Schedule 1 paragraph 2

Regulation 2377/90 was replaced by Regula
470/2009 and Regulation 37/2010 -

Schedule 1 paragraphs 2, 23 and 24

tion

Article 13

Schedule 1 paragraphs 10 to 12

Article 13(a)

Schedule 1 paragraph 7

Article 13(b)

Schedule 1 paragraph 8

Article 13(c)

Schedule 1 paragraph 9

Article 13(d)

Schedule 1 paragraph 10

Article 14

Schedule 1 paragraph 3

Article 15

Schedule 1 paragraph 2(4)

Article 16(1) and (2)

Schedule 1 paragraphs 636667

6



Article 16(3) and 16(4)

This is already permittediar the cascade in Sched
4.

lle

Article 17 Schedule 1 paragraph 63
Article 18 Schedule 1 paragraph 64
Article 19 Schedule 1 paragraph 63
Article 20 Schedule 1 paragraph 63
Article 21.1 Schedule 1 paragraphs 17 and 44
Article 21.2 Schedule 1 paragraph 44
Article 22 Schedule 1 paragraph 20

Article 23 (1), (2) and (3)

Administrative measunething to implement.

Article 23(4)

Regulation 32

Article 24

Schedule 2 paragraph 11

Article 25(1)

Schedule 1 paragraph 22

Article 25(2)

Regulation 6

Article 25(3) and 25(4)

Schedule 1 paragraph 25

Article 26(1)

This is the general provision on labelling, which
dealt with in more detail in Title V of the Direcé.
Labelling is dealt with in Schedule 1 Part 7.

Article 26(3)

Schedule 1 paragraph 26

Article 27(1)

Schedule 1 paragraph 36

Article 27(2)

Schedule 1 paragraph 27

Article 27(3)

Schedule 1 paragraph 28

Article 27(5)

This is achieved by Regulation 6

Article 27(a) first paragraph

Schedule 1 paragrébil(l)

Article 27(a) second paragraph

Schedule 1 paradg3af)

Article 27(a) third paragraph

Schedule 1 parag(3)

7



Article 28(1)

Schedule 1 paragraph 32(1)

Article 28(2) first paragraph

Schedule 1 paragrap{®)

Article 28(2) second paragraph

Schedule 1 paragsaph) and (5)

Article 28(3)

Schedule 1 paragraph 32(6) and (7)

Article 28(4)

Schedule 1 paragraph 32(8)

Article 28(5)

Schedule 1 paragraph 32(9)

Article 28(6)

Schedule 1 paragraph 32(10)

Article 29

The Department considers that Article&2ls nothing
to the general law and that there is nothing
implement.

Article 30 first paragraph

Schedule 1 paragraph P4(

Article 30 second paragraph

Schedule 1 paragraf#t) 24

Article 30 third paragraph

Schedule 1 paragrapB®4]

Article 30 fourth paragraph

Regulation 4(2)

Article 31

Administrative measure; nothing to inpient.

Article 32(1) first paragraph

Schedulel paragrap{2¥and (4)

Article 32(1) second paragraph

Schedule 1 paragt2(®) and (5) and paragraph
43(1)

Article 32(1) third paragraph

Schedule 1 paragéd(b)

Article 32(2) Schedule 1 paragraph 42(1) and (%l @eragraph
43(1)

Article 32(3) Schedule 1 paragraph 44(2)

Article 32(4) Schedule 1 paragraphs 42(6), 43(2) &4(3)

Article 32(5) Schedule 1 paragraph 42(8) and 44(7)

Article 33(1) first paragraph

Schedule 1 paragrép(6) and 44(3)

Article 33(1) second paragraph

Administrative me@snothing to implement.

8
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Article 33(2) Administrative measure; nothing topl@ment.
Article 33(3)to 5 Administrative measure; nothiogmplement.
Article 33(6) Schedule 1 paragraph 42(10) and 44(8)

Article 34 Administrative measure; nothing to impilent.
Article 35 Administrative measure; nothing to impilent.
Article 36 Administrative measure; nothing to impient.
Article 37 Administrative measure; nothing to inplent.

Article 38 (1) and 38(2)

Administrative measurethiog to implement.

of

ary

Article 38(3) Schedule 1 paragraph 42(10), 43(4) 44(8).

Article 39 Schedule 1 part 4 - Variations to markegt
authorisations are regulated by Commission Regur
(EC) 1234/2008 concerning the examination
variations to the terms of marketing authorisatitors
medicinal products for human use and veterin
medicinal products.

Article 40 Schedule 1 paragraph 39

Article 41 Administrative measure; nothing to impilent.

Article 42 Administrative measure; nothing to impilent.

Article 43 Administrative measure; nothing to impilent.

Article 44(1) Regulation 5

Article 44(2) Regulation 5

Article 44(3) Schedule 2 paragraph 11

Article 44(4) Administrative measure; nothing topl@ment.

Article 45 Schedule 2 paragraph 3

Article 46 Administrative, but covered by Sched@lparagraph 6
).

Article 47 Schedule 2 paragraph 2(1)

Article 48 Schedule 2 paragraph 2(2)

9



Article 49

Regulation 32(2)

Article 50(a)

Schedule 2 paragraph 8(2)

Article 50(b)

This refers to other domestic legisn; there is
nothing to implement.

Article 50(c)

Schedule 2 paragraph 4 (3)

Article 50(d)

Regulations 34 and 35

Article 50(e)

Schedule 2 paragraph 8(2)

Article 50(f)

Schedule 2 paragraph 8(3)

Article 50(g)

Regulation 21

Article 50(a)(1)

Achieved by the power of entryregulation 34(7).

Article 50(a)(2) Administrative measure; nothingrgplement.
Article 51 Administrative measure; nothing to impient.
Article 52 Schedule 2 paragraph 8(2)

Article 53 and 54

Schedule 2 paragraph 9 - theddire requirement i$

unworkable and the Department has tried to come up

with a sensible interpretation, which also refle
current practice.

Article 55(1)(a)

Schedule 2 paragraph 11(1)

Article 55(1)(b) first paragraph

Schedule 2 parpbral(2)

Article 55(2)

Schedule2 paragraph 11(3)

Article 55(3)

Schedule 2 paragraph 11(4)

Article 56

Schedule 2 paragraph 10

Article 57

The provisions relating to homeopathicsPart 9 of
Schedule 1 do not disapply the requirement fo
manufacturing authorisation; Schedule 1 paragt
64(1)(c).

cts

ra
aph

Article 58(1) to (3)

Schedule 1 paragraph 45 and 48

Article 58(4)

Schedule 1 paragraph 47(1)

10



Article 58(5)

This refers to authorisations grantgdthe Europea
Medicines Agency and so is administrative.

-—

Article 59(1)

Schedule 1 paragraph 51

Article 59(2)

Schedule 1 paragraph 52

Article 59(3) Schedule 1 paragraph 47(1)

Article 60 Schedulel paragraph 48(2)

Article 61 Schedule 1 paragraph 48 and 50

Article 62 Schedule 1 paragraph 38

Article 63 Administrative measure; nothing to impient.
Article 64 Schedule 1 paragraph 53

Article 65(1)

Regulation 13 and Schedule 3 pardagrép and
paragraph 17

Article 65(2)

Schedule 3 paragraph 18(4)

Article 65(3) first and third
paragraph

Regulation 22

Article 65(3) second paragraph

Schedule 3 paragzafph)(c)

Article 65(3)(a)

Schedule 3 paragraph 18(4)(b)

Article 65(4)

Schedule 3 paragraph 2

Article 65(5)

Regulation 9(4)(b) and Schedule lagaaph 13

Article 66(1)

Schedule 3 paragraph 1

Article 66(2) first paragraph

Regulation 23

Article 66(2) second paragraph

Schedule 3 paragtaph

Article 66 third paragraph

Regulation 23(4)

Article 66(3)

Schedule 3 paragraph 14

Article 67 first and third paragraph

Schedule Bagaaph 1

Article 67 second paragraph

Schedule 3 paragraph 7(
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Article 68(1)

This is achieved though the classifion of the
veterinary medicinal products.

Article 68(2) and (3)

The lists are published by tBepartment and th
appropriate professional bodies. The records athdt
record-keeping requirements at Regulations 17 to 2

e

-

Article 68(3)

Administrative measure; nothing topl@ment

Article 69 Regulation 17, 19 and 20
Article 70 Schedule 4 paragraph 6
Article 71 The Department has not exercised thisgkgion.

Article 72(1)

This "encouragement” is done by meahgirculars
and does not appear in legislation.

Article 72(2)

The Department has not exercised phiser.

Article 73

Administrative measure; nothing to implent.

Article 73(a)

Administrative measure; nothing tgplement.

Article 74 first paragraph

Schedule 1 paragraph 55

Article 74 second paragraph

Schedule 1 paragraplasi® 56

Article 75(1) to 75(4)

Schedule 1 paragraphs 57%td

Article 75(5)

Schedule 1 paragraph 59

Article 75(6)

Administrative measure; nothing toglement.

Article 75(7)

Schedule 1 paragraph 59(4)

Article 75(8)

Schedule 1 paragraph 60

Article 76(1)

Administrative measure; nothing topl@ment.

Article 76(2) and (3)

Schedule 1 paragraph 58(3)

Article 77(1) first and third
paragraphs

Administrative measure; nothing to implement.

Article 77(1) second paragraph

Schedulel paradgs@ph)

Article 77(2)

Administrative measure; nothing topl@ment.

12



Article 78

Schedule 1 paragraph 61

Article 79

Administrative measure; nothing to impilent.

Article 80(1) first paragraph

Regulations 33 to 36

Article 80(1) second paragraph

Regulation 34(9)

Article 80(1) third paragraph

Regulation 34(10)

Article 80(1) fourth paragraph

Nothing to implemghis is a voluntary inspection.

Article 80(1) fifth paragraph

Regulation 35

Article 80(2) Schedule 1 paragraph 2(5)
Article 80(3) Schedule 2 paragraph 7
Article 80(4) If a third country manufacturer reéssto be inspecte

he is not accepted as a manufacturer for the pespof
a marketing authorisation.

Article 80(5), (6) and (7)

Schedule 2 paragraph 6

Article 81(1) Schedule 1 paragraph 30 and Schezlpiaragraph
8(5)
Article 81(2) Schedule 1 paragraph 30

Article 81(2) second paragraph

Schedulel parag2@@nd Schedule 2 paragraph 8

5)

Article 82(1)

Schedule 1 paragraph 27 and Sche@uigaragraph
8(5); this part of the Directive is repetitive, amdjuires
for immunologicals what is already required for
products.

all

Article 82(2) first paragraph

Schedule 1 paragraph

Article 82(2) second paragraph

Administrative measnothing to implement.

Article 82(2) third paragraph

Schedule 1 paragrap(3)

Article 82(3) to (5)

Administrative measure; nothito implement.

Article 83(1) and (2)

Schedule 1 paragraphs 38 40d The list in the
Directive is insufficient and the Regulations g
additional grounds for revocation, e.g. the factth
product does not comply with the Marketi

dd

Authorisation.
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Article 84

Schedulel paragraph 39(4),41

Article 85(1) and (2)

Schedule 2 paragraph 5. Tlepddtment has include
a clause for a compulsory variation to |
manufacturing authorisation, to avoid the needtéo
suspend the whole authorisation when this
unnecessary to address a localised issue.

d

he

-

Article 85(3)

Regulation 11

Article 86 This is not disapplied by Schedulel P8rtand
accordingly applies to homeopathics.
Article 87 This is "encouragement” and will be a&stad by

circulars.

Article 88 to 90

Administrative measure; nothingrtgplement.

Article 91(1)

Schedule 1 paragraph 61

Article 91(2)

Schedule 1 paragraph 28

Article 91(3)

Administrative measure; nothing topl@ment.

Article 92 This is not disapplied by Schedulel P&rtand
accordingly applies to homeopathics.
Article 93 Regulation 31

Article 94 first paragraph

Administrative measurething to implement.

Article 94 second paragraph

Schedulel paragraph 25

Article 95 Regulation 3(2)
Article 95a Disposal is covered by the marketinthatisation.
Article 95 ab Administrative measure; nothing t@lement.

Article 2 of Directive 2001/28

Schedule 1 paranafp1(3) and 12(2)
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