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ANIMAL HEALTH REQUIREMENTS FOR BOVINE SEMEN TO BE EXPORTED
TO JAPAN FROM GERMANY

Animal health requirements for bovine semen to be exported to Japan are as follows;

(Definitions)

For the purpose of this document, the definitions of terms are as follows;
“exported semen” means bovine semen to be exported to Japan from Germany.
“donor bull” means a bull whose semen is collected.

“Artificial insemination center (hereinafter referred to as ‘the Al center’)” means a facility for
the collection, processing and/or storage of exported semen.

“Notifiable disease” means a disease listed in the national Regulation on Notifiable Diseases,
and that, as soon as detected or suspected, must be brought to the attention of the Federal
Ministry of Food, Agriculture and Consumer Protection, in accordance with national
regulations.

“OIE code” means the most current version of OIE Terrestrial Animal Health Code.

“the Japanese animal health authorities” means Animal Health Division, Food Safety and
Consumer Affairs Bureau, Ministry of Agriculture, Forestry and Fisheries of Japan.

(General Requirments)

1. Germany has been free from Bovine brucellosis, Foot-and-mouth disease (FMD), Lumpy
skin disease and Rinderpest.

2. Bovine brucellosis, Bovine tuberculosis, Enzootic bovine leucosis, FMD, Lumpy skin
disease and Rinderpest are designated as notifiable diseases in Germany.

3. Vaccination against FMD and Rinderpest has been prohibited in Germany.

4. Donor bulls come from herds officially free of Bluetongue, Bovine brucellosis, Bovine
genital campylobacteriosis, Bovine tuberculosis, Bovine viral diarrhea-mucosal
disease(BVD-MD), Enzootic bovine leucosis, FMD, Infectious bovine
rhinotracheitis/infectious pustular vulvovaginitis (IBR/IPV), Lumpy skin disease,
Paratuberculosis, Rinderpest and Trichomoniasis.
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(Requirements for the Al center)
5. The Al center shall meet the following conditions:

(1) The Al center is approved by the competent veterinary authority as facilities suitable for
isolating donor bulls and collecting, processing and storing semen.

(2) The Al center is protected from invasion of mosquitoes.

(3) Donor bulls in the Al center are under the supervision of an official veterinarian of the
competent veterinary authority.

(4) The Al center is inspected every 6 month by an official veterinarian of the competent
veterinary authority.

(5) The Al center shall comply with the conditions from Article 4.5.2. "Conditions applicable
to artificial insemination centers", Article 4.5.3. "Conditions applicable to semen collection
facilities” and Article 4.5.4 "Conditions applicable to semen laboratories” of the OIE code.

(6) Donor bulls in the Al center are isolated from animals, materials, feeds and vehicles which
are not under the control of the Al center.

(7) Entry of visitors is strictly controlled under the supervision of the Al center.
(8) While at the Al center the donor bulls are not used for natural breeding.

(9) At the Al center, there have been no confirmed clinical, microbiological and serological
cases of Bovine brucellosis, Bovine genital campylobacteriosis, Bovine tuberculosis,
Enzootic bovine leucosis, FMD, IBR/IPV, Lumpy skin disease, Paratuberculosis,
Rinderpest and Trichomoniasis, clinical and virological cases of BVD-MD and Bluetongue
for at least 6 months immediately before commencement of the collection of the exported
semen.

(Requirements for the donor bull)

6. The donor bull should comply with the following requirements within 30 days prior to
entry into isolation at the quarantine station.

(1) Bovine tuberculosis: Tuberculin intradermal reaction test with negative result.
(2) BVD-MD:

(1) Virus isolation test or virus antigen ELISA with negative result, and

(if) ELISA with a positive or a negative result.

(3) IBR/IPV: Serum neutralization test or ELISA test with a negative result, or the donor bull
shall be vaccinated against IBR/IPV with inactivated vaccine.
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(4) Bluetongue: (only applied for donor bulls entered Al center after August 20, 2006)

(1) Agar gel immunodiffusion test or ELISA to detect antibody to bluetongue virus with a
negative result.

or

(1) Antigen test (Virus isolation test or PCR test) on blood samples with a negative result.
(5) Enzootic Bovine Leucosis: Agar gel immunodiffusion test or ELISA with a negative result.

7. The donor bull shall be quarantined under the supervision of the competent veterinary
authority for at least 28 days before entering the Al center. During the quarantine period,

the donor bull shall be subjected to the following tests. The quarantine station is protected
from invasion of mosquitoes.

(1) BVD-MD:

(1) Virus isolation test or virus antigen ELISA with negative result, and

(if) ELISA with a positive or a negative result.

(2) Bovine genital campylobacteriosis (Campylobacter fetus subsp. venerealis):

(1) The donor bull less than 6 months old or kept since that age only in a single sex group

prior to quarantine should be tested once by culture test of preputial specimens, with a
negative result,

or

(i) The donor bull aged 6 months or older that could have had contact with females prior

to quarantine should be tested three times at weekly intervals by culture test of
preputial specimens, with negative result in each case.

(3) Trichomonosis:

(1) The donor bull less than 6 months old or kept since that age only in a single sex group

prior to quarantine should be tested once by microscopic test of preputial specimens,
with a negative result.

or

(i1) The donor bull aged 6 months or older that could have had contact with females prior
to quarantine should be tested three times at weekly intervals by microscopic test of
preputial specimens, with negative result in each case.

(4) IBR/IPV: Serum neutralization test or ELISA test with a negative result, or the donor bull
shall be vaccinated against IBR/IPV with inactivated vaccine.

(5) Bluetongue: (only applied for donor bulls entered Al center after August 20, 2006)
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(1) Agar gel immunodiffusion test or ELISA to detect antibody to bluetongue virus with a
negative result.

or

(if) Antigen test (Virus isolation test or PCR test) on blood samples with a negative result
(6) Paratuberculosis: ELISA or Delayed-type hypersensitivity test with negative result.
8. The donor bull in the Al center shall be subjected to the following tests.
(1) Bovine tuberculosis: Tuberculin intradermal reaction test with negative result (annually).
(2) BVD-MD:

(1) Donor bulls negative to previous serological tests conducted in item 6-(2) and 7-(1)
should be retested by ELISA to confirm absence of antibodies (annually),

or

(11) Should donor bulls become serologically positive, every ejaculate of that bull collected
since the last negative test should be either discarded or tested for virus by PCR or virus
isolation with negative result.

(3)Bovine genital campylobacteriosis (Campylobacter fetus subsp. venerealis): Culture of
preputial cavity washings with negative result (annually).

(4)Bluetongue:

(1) Agar gel immunodiffusion test or ELISA test to detect antibody to bluetongue virus
with a negative result, at least every 60 days throughout the collection period and
between 21 and 60 days after the final collection for this consignment,

or

(i) Virus isolation test on blood samples collected at commencement and conclusion of,
and at least every 7 days during, semen collection for this consignment, with negative
results,

or

(iii) Antigen test (PCR test) on blood samples collected at commencement and conclusion
of, and at least every 28 days during, semen collection for this consignment, with
negative results.

(5) Trichomonosis: Microscopic examinations or Culture of preputial cavity washings with
negative result (annually).

(6) IBR/IPV: Serum neutralization test or ELISA test with a negative result, or the donor bull
shall be vaccinated against IBR/IPV with inactivated vaccine (annually).
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(7) Paratuberculosis: ELISA or Delayed-type hypersensitivity test with negative result
(annually).

(8) Enzootic Bovine leucosis: Agar gel immunodiffusion test or ELISA with a negative result
(annually).

9. The donor bull shall be isolated from all other animals that are not the same health status.

10. The donor bull shall comply with Article 4.6.5. “General considerations for hygienic
collection and handling of semen” of the OIE Code in Al center.

11. The donor bull shall show no sign of infectious diseases at the time of semen collection.

(Requirements for handling and shipment of semen)

12. The exported semen shall be handled based on Article 4.6.6. ”Conditions applicable to the
collection of semen” of the OIE Code.

13. The ampoules or straws shall be stored with semen of equivalent health status in the
storage tank at a storage facility designated by the competent veterinary authority and be
maintained there under the supervision of a veterinarian approved by the competent
veterinary authority until they are placed in the shipping tank.

14. The shipping tank is either new or cleaned and disinfected under the supervision of a
veterinarian approved by the competent veterinary authority and only fresh liquid nitrogen
has been used to charge the tank.

15. Ampoules or straws used for packaging the exported semen shall be marked with numbers,
etc. by each of the donor bull and with the date of each collection so as to be checked with
the health certificate in item 17.

16. The shipping tank shall be sealed with the official seal of the competent veterinary
authority.

(Issue of the health certificate)

17. The competent veterinary authority is responsible for issuing an export certificate stating
the following items in English by each of the donor bull on shipping of the exported semen
to Japan.

(1) Each of items 1-5 and 9-14.
(2) Dates, methods and results of the last examinations for each disease in item 6-8.

(3) If any vaccines are applied to the donor bull, date of vaccination, type, manufacture,
manufacturing lot numbers of vaccine and inoculation dose.

(4) Name and breed of the donor bull, collection date, quantity of straws or ampoules,
identification number, etc. marked on straws or ampoules.
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(5) Name and address of the premises of origin of donor bull.
(6) Name and address of the quarantine station.

(7) Name and address of the Al center.

(8) Quarantine period with starting and ending dates in item 7.
(9) Date of entering the Al center

(10)The number of official seal used to seal the shipping tank in item 16

(Others)

18. In the case of an outbreak of Bovine brucellosis, FMD, Lumpy skin disease and
Rinderpest in Germany, the competent veterinary authority must immediately suspend the
shipment of the bovine semen to Japan. The competent veterinary authority must inform
the Japanese animal health authorities of the outbreak as soon as possible and the
completion of the necessary measures for the last case.

19. Aside from the items above-mentioned of the animal health requirements, in case that any
infectious diseases are detected in the exported semen during the quarantine period in
Japan, the exported semen will be returned or discarded by the animal quarantine service in
Japan.
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Attachment:

(Additional requirements for the donor bull regarding Schmallenberg virus infection)

The donor bull must be subjected to the following test for Schmallenberg virus infection
(Only applied for semen which was collected on and after April 1, 2011):

Method, sampling date, result and the name and address of the testing laboratory must
be stated on the additional declaration concerning Schmallenberg virus infection which is
inseparably attached to the health certificate.

(1)PCR or virus isolation on serum samples collected on each collection days of semen for
this consignment with negative result,

or

(2)Serum neutralization test, ELISA or IFA on serum samples collected between 21 and 60
days after collection of semen for this consignment with negative result,

or

(3)Serum neutralization test, ELISA or IFA on serum samples collected between 21 and 60
days before collection of semen for this consignment with positive result.
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