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Application for examination of conformity regarding type of manufacturing of regenerative
cellular therapy and gene therapy products
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establishment to be examined
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Location of the manufacturing
establishment to be examined
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License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
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Number and date of the license for
the manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
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Types of the manufacturing
activities to be examined
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I hereby apply for the examination of conformity regarding type of manufacturing of

regenerative, cellular therapy and gene therapy products
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of a corporation
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To Chief Executive of the Pharmaceuticals o
and Medical Devices Agency
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(Note)
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Use paper of Japanese Industrial Standard Size A4.
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Fill in the form with clear writing with inks, etec.,
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Identify in the column of “License category of the manufacturer, or accreditation
category of the foreign regenerative, cellular therapy and gene therapy products
manufacturer” which category specified under Article 137-8 or Article 137-18 is applied

4 REEOFF AR T MO R B UI A AERER SR ERGE R OREER 5 L OFEH BRIZ oW
TUE, B3 23 5D 22 55 1 HOFFAISUTH 23 5_D 24 B 1 HDOBEEX T L O LT 25 THLHE
(T, FFRSUIRRE RS E S L OHGEFEH A 2mild 5 2 L,

Identify in the column of “Number and date of the license for the manufacturer, or of
the accreditation for the foreign regenerative, cellular therapy and gene therapy products
manufacturer” the receipt number and the date of the application for license or
accreditation, in case that applicant is going to have a license under Article 23-22,
Paragraph 1, or an accreditation under Article 23-24, Paragraph 1 of the Act
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Identify in the column of “Types of the manufacturing activities to be examined”
which manufacturing type as provided in Article 2 of Ministerial Order specifying
manufacturing types of regenerative, cellular therapy and gene therapy products under
Article 23-25 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene Therapy
Products, and Cosmetics is applied. In addition, identify in the column of “Number of

the product items” how many product items covered with the applied manufacturing type,



and in the column of “Number of the marketing license holders in Japan” how many
marketing license holders in Japan related to those product items.
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In case where the application is submitted to Chief Executive of the Pharmaceuticals
and Medical Devices Agency, to the reverse of this form a copy of the document proving
payment of examination fee specified under the Cabinet Order for Fees related to the Act
on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative
and Cellular Therapy Products, Gene Therapy Products, and Cosmetics through a bank

transfer to the account of the Pharmaceuticals and Medical Devices Agency.



