Corporation obtaining approval, the name of its representative, and the address of its main

office

Name of Entity: Intervet K.K.

Name of Applicant: Yukihiro Takemoto, CEO and President
Address: 2-3-7, Hirano-cho Chuo-ku Osaka City

Approved Type 1 Use Regulation

Name of the type of living
modified organism

Herpesvirus of turkey strain HVT-NDV/F transfered with
the Newcasle disease virus F protein gene (NDV-F,
Meleagrid herpesvirus 1 (Herpesvirus of turkey, Turkey
Herpesvirus, Marek’s disease virus serotype 3)

Contents of Type 1 Use of Living
Modified Organism, etc.

[1] Transport and storage (including the transport and
storage of inoculated animals carrying viable live genetic
recombination vaccine.)

[2] The Law on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices
(Act No. 145 of 1960. Hereinafter called the “Law on
Pharmaceuticals and Medical Devices.”) A use in
accordance with a protocol prepared based on a notification
of clinical trial plan to be submitted based on paragraph 2 of
Article 80-2 of the law and Article 7 of the Ordinance on the
Performance Criteria of Clinical Tests of Pharmaceuticals for|
Animals (MAFF Ordinances No. 75 of 1997) if a test
(hereinafter called "clinical trials”) is performed in order to
collect data related to the results of a clinical trial for
inclusion among data submitted pursuant to the provisions of
paragraph 3 of Article 14

[3] Use according to a written application for approval
based on paragraph 1 of Article 14 of the Law on
Pharmaceuticals and Medical Devices (excluding acts that
fall under [4]).

[4] Inoculation (vaccination for chicken)

[5] Disposal of post-inoculation instrument and use residue
in accordance with the infectious industrial waste disposal
standard under Article 12-2 of Disposal of Waste
Management and Public Cleansing Act (Act No. 137 of 1970)
[6] Disposal other than [5] (including the disposal of
animals inoculated with viable live gene recombination
vaccine.)

Methods of Type 1 Use of Living
Modified Organism, etc.

[7] Incidental actions to [1]-[6]




