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Application for investigation of conformity
regarding the category of manufacturing processes of regenerative medicine products
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Name of the manufacturing site to be
investigated
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Location of the manufacturing site to
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License category of the manufacturer,
or accreditation category of the
foreign regenerative medicine product
manufacturer
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Number and date of the license for the
manufacturer, or of the accreditation
for the foreign regenerative medicine
product manufacturer
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Categories of the manufacturing
processes to be investigated
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Number of the marketing authorization
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export
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Amcunt of the investigation fee
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I hereby apply for the investigation of conformity regarding the category of manufacturing

processes of regenerative medicine products
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In the case of a corporation, its name
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and the name of its representative
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To Chief Executive of the Pharmaceuticals o
and Medical Devices Agency

(HEE)
{Note)

1 HftmRkE X, Adl+anz Lk,

Use paper of Japanese Industrial Standard Size Ad
EEL
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Fill in the form with c¢lear writing with inks, etc.

3 HEROTFTES JIHAERSRSHERERE OEERSMICoONTIE, F 1T ROBEFEN
V88 137 %D 18 FEOWFhZEY T ohERdlTo o L,

In the “License category of the manufacturer, or accreditation category of the foreign
regenerative medicine product manufacturer” fields, provide which category applies under
each item of Article 137-8 or Article 137-18.
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In the “Number and date of the license for the manufacturer, ar of the accreditation for
the foreign regenerative medicine product manufacturer” field, provide the receipt number
and the date of the application for license or accreditation, if the applicant is seeking
a license under Artiele 23-22, Paragraph 1, or an acereditation under Article 23-24,
Paragraph 1 of the Act.
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In the “Categories of the manufacturing processes to be investigated” field, provide
which tvpes of manufacturing processes apply under each item of Article 2 of Ministerial
Ordinance specifving categories of manufacturing processes of regenerative medicine products
under Article 23-25 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of
Products including Pharmaceuticals and Medical Devices, In addition, in the “Number of the
product items” field, provide the number of product items that fall under the applied
categories of manufacturing processes, in the “Number of the marketing authorization
holders in Japan” field, provide the number of marketing authorization holders in Japan

related to those product items, and in the “Presence of product items for export” field,



provide whether there are product items for export that fall under the applied categories
of manufacturing processes
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Affix a copy of the receipt for the remittance of investigation fee to the bank account
of the agency, as provided in the Government Order on the fees related to the Act on
Securing Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical

Devices,



