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EXPLANATORY MEMORANDUM

Council Directive 88/407/EEC lays down the animal health requirements applicable
to intra-Community trade in and imports of deep-frozen semen of domestic animals
of the bovine species. At the time of adoption; the situation in Member States
with respect to the status of infectious bovine rhinotracheitis/infectious
pustular vulvovaginitis (IBR/IPV) in"semen collection centres varied
considerably. Article 4 therefore required the‘Commissibn to report on the
éituation, with appropriate proposals.

The general IBR/IPV situation in Member States has not chagéed significantly
since the Direciive was adopted. There is still a need to allow collection of
semen from bulls which are positive to a blood test for this disease, because of
.the long term nature of breeding programmes (typically 10 years). It is therefore
proposed to continue the use of bulls which were positive before vaccination
until the.10-year cycle‘cbmes to an end (1998), and to allow vaccination to
continue until such time as Member States make. progress in eradication in tﬁe

national herd.

Additionally, proposals are made to

clarify the situation with respect to the brucellosis, enzootic bovine leucosis

(EBL) and tuberculosis status of the bull on entry to a collection centre,

-~ discontinue virus isolation testihg for foot-énd mouth disease (FMD) for bulls
vaccinated more than 12 months prior to collectlon an¢ to'reQuce the number of
semen straws to be tested from 10 to 5% A i

- discontinue the treatment of bulls with streptomyc1n agaanst Ieptospirosis,

- remove the requirement for a bull to be on a collection centre for 30 days
before collection for t;agé'burposes,

~ extend the Directive to e0ver fresh semen and

- allok future amendments to the annexes by the Commission under the Regulatory

procedure.
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Report from the Commission
on
the animal health rules to be applied to bovine semen for

intra~Community trade and imports from the third countries in
accordance with Article 4 of Directive 88/407/EEC

Introduction:

Council Directive 88/407/EEC laying .down the animai health rules appiicable to
intra-community trade in and imports from third countries of deep-frozen semen of
domestic animals: of the bovine species was adopted by Council on 14’ June
1988(1) . It was subsequently amended in particular by Councit Directive
90/120/EEC(2) on 5:March 1990, with respect to rules relating to semen derived
from bulls which were serologically positive for IBR, either before entry or
following vaccination on the centre. Special rules were introduced in Article 4
to allow Member States to continue trade in semen from such bulls, for a
transitional period until 31 December 1992. These rules were required to be

reviewed by 1 January 1992.

The purpose of this report is to made such reviews, and also to identify other
problems found during the implementation of the Directives, in-support of

proposals for suitable amendments.

IBR
IBR is a disease of cattle caused by a Herpes virus. |t can manifest itself in
either a respiratory form or a_urogenital form. It is the respiratory form which
is most commonty recognisgg”ih'fhe Community. The disease may appear in the acute
or sub acute form, but no serological differences have been identified between
the strains. in the urogenital form, it causes balanoposthitis in the male and
vulvovaginitis in the female. !t may be the cause of infertility, particularly in
the female. Vaccines may be used to control its effects. However, vaccines

probably do not prevent infection by field virus.

(1) OJ No L 194 of 22.07.1988, p. 10
(2) 0J No L 71 of 17.03.1990, p. 37



The presence of virus in the semen is a potential means of spread. This is
complicated by ihe problem‘of Iaténcy. This means that, after a clinical or
subclinical infection, the virus may remain latent for the life of the animal. It'
may also be reactivated and shed at irregutar intervals, partichlarly if the

animal is stressed or has corticosteroids administered to it. Infected bulls must

therefore be regarded as potential lifelong shedders of virus.

Few countries have attemptéd to eradicate the disease in their national herd.
Denmark has a national pkogramme, énd ireland has had'rules“in the past designed
to prevent the introduction of virulent forms which, it was claimed were absent
from the island. In fhe Al industry, as a general fule, attempts are made to ‘
ensure freedom of the bulls‘from.IBRy in viéw of'itsvimportance as a disease of
breeding. This is done either by exclusion ofvany séropositive}animal from the
centres, or by a policy of vaccination after initial testing (with negative
results). Some pounﬁries'maintaih separate IBR positive and negative_stdds. In
positive centres, semen from a clinically affecfed.anima] would not be used.
Furthermore, there are still some centres-which conta{n bulls which were not
tested prior to entry, and which were vaccinated, beféré the Direqt{ve‘ﬁas
adopted. Their true status is, therefore, unknown. Trade in semenlffom the latter
category of bulls is permitted until 31/12/92, subject ;o a negativé virus
isolation test being carriedvout on the sémen before exporf. Trade iﬁ semen from
bulls which were seronegative before vaccination is also permitted, without virus
"isolation. In both cases.lMemper States'in which éll centreé are seronegative may

refuse semenAfrom centres which dOV not haVe that status.

A major problem with semen is its lohg stérage time after collection. Because of
this, and the length of cattle breeding programmes (typically 5 years to prove a
dairyzbull and at least 5 years fuli use after testing), there will be a great
deal of semen in stores by the end of the transitional period. A limited survey
has been caFried out in some Member States. This survey shows that an-ébrupt
ceSsatibn of trade in-semen from positive bulls af the end of 1992 wil be very

“éOStly and will rob the industry of valuable genetic material. (Table 1).
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Simitariy, there are bulls of great genetic value in centres in some third
countries. It is important to have access to this genetic material for a further
limited period. Many breeding programmes started at the time of adoption of the
Directive, i.e. 1988, and the bulis in these programmes will be used at least

until 1998.

It is clear that Council Directive 88/407/EEC gave impetus to the objective of
finally eradicating this disease from Al centres. White this .should continue to
be the long-term aim, the practicality of maintaining a bull centre free from IBR
without vaccination in a country where the cattle in the nat.ional population are
infected must be questioned. The airborne route of infection is not normally
considered to be a major source of infection, especially over .long distances.
However, this route cannot be excluded. Therefore, it is essential to cons.ider

the. possible action to be taken if a centre becomes infected.

There are. three options:
- slaughter of all stock,
-~ vacchnatioh of all stock,

- testing with removal of infected-animals and vaccination of the remainder.

The first option is unacceptable, in view of the financial and genetic value of
~the bulls. The second option would leave infected bulls on-the centre; this would
;pnesént a hazard to incoming animals, and is not consistent .with the long-term

aim. The third option is best, therefore.

The draft proposal attached to this report proposes to maintain the trade in
semen from bulls of unknown status until the end of 1998, and to alliow
vaccination of seronegative bulls on the centres where desired by the Member
State concerned. The virus isolation test would continue to be required for all
semen from seropositive bulls which had not been found to be seronegative prior
to vaccination on the centre. Seropositive bulls may not enter a centre at all.
The protocols for the serological and virologicai tests and the number of straws

to be tested will be established by the Commission.
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Foot and Mouth Disease (FMD)

.Article 4 .of the Directive a]so makesrprovisions for.-virus isolation or animal
|nnoculat|on tests: on semen from bulls vaccnnated ‘against .FMD,. when going to a
‘non- vaccunatlng country. Council Directive 90/423/€£C(3) banned the ‘use of FMD .-
-vaccine as and from 1/71/92, and,. in practice, all Member-States had stopped by.
'Auguet 1991.“This requirement should therefore .be reviewedf The opinion of‘theﬂ
Scientific Veterinary Committee .is that. semen: produced from.bulLs vaccinated more
than 12 months before semen collectnon presents ontly; a: neglnglble risk, assuming . -
that the centre was free from FMD at the-time of collectnon Therefore .it is

" proposed that the testing should apply to trade in semen between:- al | . Member- :
States, but only on semen- collected within 12 months of vaccination. .- . .
ﬁAuditienatry;~theiScientrfie Veterinary Committee has.recommended. that the number ~:.
...of etrawsAto be tested can be reduced to 5% from -10%:

Furthermore, under a non-vaccination..policy, there is no further- need toﬂkeep:
‘fresh-semen out of the scope of the Directive. Virus isolation tests would-|imit .
*the practtcallty of ‘trade in fresﬁ'Semen,’but ane*npt needed.for “all-collections -
(see precedlng paragraph) This,applies equally to IBR.-

Quarantine of bulls and semen .= T e s

Annex C requires
-.¥)~ ‘that-the ‘bulls are kept .on the approved centre for..30 days praor to
A collectlon “and i B

S i) that ‘the 'semen is stored 30 days prior to dispatch.

This double quarantine is considered to be unnecessary, -and.one element could be
deletéd. Thé quarantine oh semen itself gives the best guarantee that?the'nealth
status at the time of collection was satisfactory.. Furthermore, the bulls are

subjected to intensive'testing before entry into the centre.

(3) OJ No L 224 of 18.08.1990, p. 13"



it is therefore proposed that -the requirement for the bull to be in the centre
for 30 days prior to collection can be revoked. To allow trade in fresh semen, it
i's also’ necessary to remove the quarantine for ‘this-category; ‘this-can be::
justified on .the basis of the very low.volume.of trade.in fresh compared with -

frozen semen.

Other problems

Other difficulties have been highlighted by Member States:.Appropriate amendments:

have therefore been proposed. . - S

r a) The double requirement to treat butls and.semen.with-antibiotics against.

Leptospirosis .can be replacednbyJSngWe"treatment-dfﬁfne semen with, suitable. . .

antibiotics.

“- b). Currently, a bull must either ‘come.-from-a herd which-.is free from enzootic
bovine leucosis or its dam must be-.tested-within 30 days of movement. of. the:
bul! to the centre. ‘This is illogical, 'as it is, the status of the -dam at the
time of weaning which is mosf.retevant.'Therefore”it is proposed that this
test: on the -dam should-be done after removal &6f the“bull-from its:dam. Where -
the bull is born-as a result of embryo transfer;.the recipient female is
regarded as the dam.

¢) The current requirement in respect;of~brucetlosis,status.is that the pu(l
must come from an‘officially free.herd. and must. not have. been in. any 6ther
herd of lower status. The latter requirement is. automatic, given the rules:
for movement .into officially free herds, and has lead to confusion of
interpretation. it is therefore proposed that reference. is made directly to
the definition of an'officially free herd in Directive 64/432/EEC(4),

" (4) 0J No L 121 of 29.09.1964 p..2012/64 ...
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. JBR - Positive and negative bulls on centre

TABLE 1

Belgium and the Nether lands

Predicted situation on 1 January 1993

Year of birth "IBR Pos IBR Neg Total
THE NETHERLANDS
1981 1 0 1
1982 3 0 3
1983 2 0 2
1984 7 1 8
1985 5 5 10
1986 5 6 11
1987 10 22 32
1988 61 340 401
1989 95 440 535
1990 - 450 450
1991 - 450 450
TOTAL 179 1714 11903 -
BELGIUM
1987 10 1 1
1988 89 27 116
1989 104 28 132
1990 96 37 133
1991 - 128 ‘128
TOTAL - 299 221 - 510
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proposal
for a
Council Directive

amending Council Directive 88/407/EEC of 14 .June 1988 . °
laying down' the animal health
Tequirements applicable to: intraCommunity trade in and imports
‘of deep-frozen semen of domestic -animals of the bovine. -

.species and extending-it :to.cover fresh bovine .semen

THE COUNCiL 'OF THE -EUROPEAN COMMUNITIES ca

Having regard to the Trieaty establishing the European- Economic Community, :and.4in -

particular Article 43 ‘thereof,;

" Having regard to the proposal from the Commissjon(1),

‘Having regard to the opinion of ‘the European Parlrament(a)”

Having regard ‘to:the opinion of the -Economic. and Social Commi ttee(3)

Whereas :Council Directive 887407/EEC(4), as'last .amended .by
. Directive 907425/EEC(®) Tays dbwn'the'animaIAhealth“requiremenis,applfcabie‘Io
intra-Community trade .in ‘and imports -of .deep-frozen.semen :0f domestic .animals of

the bovine species;

. Whereas Article 4 of:Dirg;t}ve 88/407/EEC defined provisional measures for 'trade
in semen -from .bulls which-ﬁﬁe seropositive for Infectious Bovine Rhinotracheitis
(LBR); whereas these requirements :should .be reviewed, .on 'the basis bf a report
from the Commission; whereas this report indicates. that it .is necessary to
phase out bulls which were seropositive or of unknown status prior to
vaccination onuthe-éentre by 1998, and to maintain the possibility to vaccinate
on a .centre in the future; .whereas it is-necessary to amend Article 4 in ‘this

respect;

(1) '0J -No
(2) -0J No
(3) :0J No
(4) 0J No L 194, 22.07.1988, 'p. 10
.(5) OJ No'L 224, 18.08.1990, 'p.. 29

O0O0



Whereas routine foot and mouth disease vaccination has been discontinued in the'
Cpmmunity‘as from August 1991;. whereas therefore it is necessary to amend the

~ provisions df the Directive to take account of this change in policy; - whereas
this'chapge"in poliéy also permits .trade in fresh bovine semen to take pilace

under harmonised rules; -

Whereas it is opportune to make further amendments to the-Directive to clarify
“certain issues'and to take account ofzchanges:in technical ‘knowledge, B

- particularl}~in respect of treatment of bulls against leptospirosis, and to align
the rules with respect :to brucellosus.'tuberculosis,and leucosis with those laid-
down in Council Directive 64/432/EEC(6); '

Whereas~-it 'is appropriate to provide. for amendments-to the Annexes under a’
procedure: establash|ng close cooperation-between Member States and the Comm:ss:on

wuthln the Standnng Veterinary Committee,

HAS ADOPTED THIS DIRECTIVE: ~ - ~ < . . I

‘Article 1

Directive 887407/EEC is hereby amended as follows :» = . = .%
1. In the title, the words .“deep frozen" are deleted.-
2. In Article -1, the words “"deep frozen”_are:déleted.- A

3. In Article. 3, the existing. . text is prefixed by the number 1,?“and the =

 following paragfaph 2 is added:

“2- Member States which implement an alternative control system providing~

guarantess equivalent to those laid down in'this‘oirective as regards -

movements within thenr terrltory of bovine semen, rn”particular with regard

to the certificate, may grant one another derogatJons_from the provisions of
: parégrapﬁ»1(d) and Article 6, on a reciproéal basis.

They shall notify the Commission thereof."

(6) 0J No L 121, 29.09.1964, p. 2012/64
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Article 4 paragraph 1 is replaced by the following:

"1. Without prejudice to paragraph .2, Member States shall authorize the
admission:of 'semen from bulls giving a negative reaction-to the serum
neutralization test or the Elisa test for infectious bovine rhino-
tracheitis/infectious pustular vulvo-vaginitis or showing a positive result

after vaccination in accordance with this Directive.

Member States may, until 31 December 1998, authorize the admission of semen
of buills giving“a positive neaction;to the-serum neutralization -test or.the
Eiisa test for infectious bovine rhino-tracheitis/infectious puStularﬁvu1vo—
vaginitis and not having: been vaccinated. in accordance.with this Directive.
Tn that'case,,ééch'consrgnment»must pass'an‘examinaiion by inoéufation into a

live: animal and/or a virus isolation test.

This requitement. shald not apply -in respect of the semen of animals which,
prior to their first vaccination at the insemination centre, reacted

negatively to the tests referred to in the first paragraph.

These examinations can, by bilateral agreement, be carried out either in the

country of collection or-in the .country of destination.

Protocols for -tests to‘be used in.accordance with this ‘Article, and the’
number :of straws to be tested for .each collection, shall be taid down in. .

accordance with the proceduré in Article 18:."
Article 4.paragraph 3 is replaced by the following:

"3. Member States may not oppose the admission of semen produced from bulls
vaccinated against foot and mouth disease. However, whefre-the semen was
obtained from a.bull which had been vaccinated against foot and mouth disease
during the 12 month period prior to-collection, 5% of each collection (with a
minimum of .five straws) intended for- sending to another Member State shall be
subjected to a virus isolation test.for foot and.mouth disease, with negative

resuits.”
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. Article 12 is replaced by the followjng:

3

"Article 12

The rules laid down in Council Dlrectlve 90/675/EEC of 10 December 1990
laying down the principles governing the organization of veterinary checks on
products entering the Community from third countries(7) shall apply in
particulaf'fo-the organization and follow-up of checks to be carried out by

the Member States, and the safeguard measures to be applied."

Articles 13 and 14 are deleted.

. Article 17 is replaced by the following

“Article 17

‘Amendments to the annexes to this Directive, in particular to adapt them to

advances in technology, shall be decided in accordance with the procedure

laid down in Articie 18."

In Article 18 at the end of the 4th paragraph, the words “"save where the
Council has decided against thé said measure by a simple majority” are
deleted.

In Article 19 at the end of the 4th paragraph, the words “"save where the
Counci| has decided against the said measures by a simple majority" are

deleted.

In Annex A, chapter |1, the following éubparagraph fs.added at the end

*“The competent authority may authorize the storage in the approved semen

"storage premises of embryos which meet the requlrements of Directive

89/556/EEC of 25 September 1989 on an|ma| health condltlons governung intra-
Communlty trade in and imports from third countries of embryos of domestlc

animals of ihe bovine species(a).“

(7) 0J No L 373 of 31.12.1990, p. 1 ' : &
' (8) 0J No t 30z of 19.10.1989, p. 1



12.

13.

14.

15.

16.-

17.

18.

In Annex B, Chapter |, paragraph 1, (b) is replaced by

“(b) prior to their stay in isolation accommodation described in (a), have
belonged to a herd which is officially tuberculosis free and officially
brucellosis free, as defined-in Annex A.ll of Directive 64/432/EEC."

in Annex B, Chapter | the first sub paragraph of paragraph 1(c¢) .is replaced
by : ' '

"have come from an enzootic bovine leucosis tree‘herdwas defimned in
Directive 64/432/EEC, or- have been produced by dams which have been .subjected
to an Agar Ge! immunodiffusion test, carried out in accordance with Annex G
of Directive 64/432/EEC, after removal of the animals from the:iir dam. ‘In ‘the -
case of anima|s~derivéd by embryo transfer, "dam" means ‘the recipient of ‘the

embryo."

In .AAnnex B, Chapter 1|, paragraph 1(e), 'in the last sentence the words ™"and
have treatment against leptospirosis comprising two -injections of

streptomycin at an interval of 14.days .(25mg per -kilogram of :|ive body

‘weight)." are deleted.

In Annex B, Chapter 11|, paragraph 1, (iii) is repilaced by:

“(iii) a serological test for enzootic bovine leucosis, carried out :in

accordance with Annex C to Directive 64/432/EEC, with a negative result.”

In Annex B, Chapter 11, paragraph 1(iv) the words "unti.i 31 December 1992"

are deleted.

In Annex B, Chapter ||, paragraph 3 the words "until 31 December 1992" and,
at the end, the words "under Articie 4(1) second, third and fifth
subparagraphs" are deleted.

In Annex C paragraph 1, (b) is replaced by the following:

"b) (i) were not vaccinated against foot and mouth disease during the

12 months prior to collection
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20.

21.
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(ii).were‘vaccinated against foot and mouth disease during the 12 months
prior to collection, in which case 5% (with a-minimum of five straws) of the
collection shall be submitted to a virusvisolation/anjmal inoculation test

for foot and mouth diéease with negative results,"

In Annex C, sub-paragraph 1(d) is deleted and the remaining sub-paragraphs

are accordingly renumbered.

In Annex C paragraph 3, (i) is replaced by the;fo[lowing:.

“be stored in approved conditions for a minimum period of 30 days prior to

dispatéh; This requirement shalil not apply to fresh semen."

+

In Annéx D Iv, baragrabh 4 (iii), the word "“consignment" is replaced by the

" word “collection".

22.

23.

- "6. the

in Annéx 6 IV,Aparagraph 5 is replaced by:

"5. The semen described above was col lected froﬁ Shlls ﬂ
(i) which have not been vaccinated against foot and mouth disease within
12'months prior to co[léctién(1);
or . . _
(ii) which have been vaccinated against foot and mouth disease within
j2.months prior to collection, in_which case the semen comes from. a
collection in which 5% of each collection intended for trade (with a
minimum of 5 straws) has been subjected, with negativé results, to a
virus'isolqtion test for foot and mouth disease in ......... .

laboratory(2)." " ..

In Annex D IV the following is added:

” -

emen was stored in approved conditions for a minimum period of

. 30 days prior- to dispatch(3)."
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25.

- "(3) may be deleted for fresh semen."

-~ A3 - R

In Annex D, in footnote (2), the words “the second subparagraph of

Article 4(1)" are replaced by "Article 4".

In Annex D, the following footnote (3) is added

Ly

Article 2

Member States shall bring into force- the: laws, regulatiions and administrative
provisions necessary to comply with: this Directive by 1 April 1993. They:

shaill inform the Commission: thereof.

When Member States adopt the measures referred to. in paragraph 1, they shall
contain a reference to this-Directive or shall be accompanied by such
reference on: the. occasion of their official publication. The methods: of

mak.ing such reference-shall be- laid. down. by the Member  States-.

Article: 3.

This Directive is-addressed. to the: Member States-.

bone- at - For the Councit
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