Article of the Ministerial
Ordinance

Question

retain the records thereof.

When making the changes upon approval of the Quality
Department pursuant to the provision of the preceding item, to
revise relevant documents, give training to personnel and take
other required measures.

@)

14. Deviation control (related to Article 17)

No

Article of the Ministerial
Ordinance

Question

34

Article 17, Paragraph 1

When there are deviations from the manufacturing procedures, etc.,

are manufacturers, etc. having a person, designated beforehand,

implement the following duties in accordance with the operating

procedures?

(1) That the details of deviations shall be recorded.

(2) That the following duties shall be performed when major
deviations occurred:

(a) To evaluate the effect of deviations on the quality of

products, and take required measures;

(b) To prepare and retain the records on the results of the
evaluation and the measures specified in Item (a), and report
them in writing to the Quality Department; and
To have confirmation of the Quality Department on the
results of the evaluation and the measures reported pursuant
to the provision of Item (b).

(©)

Article of the Ministerial
Ordinance

Question

35

Article 17, Paragraph 2

Are manufacturers, etc. having the Quality Department prepare and
retain the records on the confirmation pursuant to the provision of Item
2 (c) of the preceding paragraph in accordance with the operating
procedures and properly report in writing with the records set forth in
Item 2 (b) to the Manufacturing Manager?

15.

Handling of quality information and quality defects (related to Article 18)

No | Article of the Ministerial | Question
Ordinance
36 | Article 18, Paragraph 1 When receiving information on the quality and other relevant matters

of products (hereinafter referred to as the “quality information™), are
manufacturers, etc. having a person, designated beforehand,
implement the following duties in accordance with the operating
procedures excluding the case where matters concerning the quality
information are clearly not attributable to the manufacturing site?

(1) To investigate into the cause of the matter concerning the quality
information, and take required measures when improvement in
manufacturing control or quality control is needed.

To prepare and retain records describing the details of the quality
information, the results of the investigation into the cause and
corrective measures taken, and promptly report them in writing to
the Quality Department.

To have confirmation of the Quality Department for the report set
forth in the preceding item.

@

3)
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Article of the Ministerial
Ordinance

Question

37

Article 18, Paragraph 2

When quality defects or suspected quality defects are identified as a
result of the confirmation set forth in Item 3 of the preceding
paragraph, are manufacturers, etc. having the Quality Department
report the said matter in writing to the Manufacturing Manager in
accordance with the operating procedures?

16.

Recall action (related to Article 19)

Article of the Ministerial
Ordinance

Question

38

Article 19

When recall is implemented because of reasons on the quality, etc. of
products, are manufacturers, etc. having a person, designated
beforehand, implement the following duties in accordance with the
operating procedures?

(1) To appropriately dispose recalled products after separately storing
them for a certain period if the recalled products are to be stored.
To prepare and retain records on a recall action describing the
details of the recall, and report them in writing to the Quality
Department and Manufacturing Manager, provided, however, that
this provision shall not apply to the case where the reason for
implementing the recall is revealed to be not attributable to the
concerned manufacturing site.

)

17.

Self-inspections (related to Article 20)

No | Article of the Ministerial | Question
Ordinance
39 | Article 20, Paragraph 1 Are manufacturers, etc. having a person, designated beforehand,
implement the following duties in accordance with the operating
procedures?
(1) To perform the periodic self-inspections on the manufacturing
control and quality control of products at the manufacturing site.
(2) To report the results of the self-inspections in writing to the
Manufacturing Manager.
(3) To prepare and retain records of the self-inspection results.
No | Article of the Ministerial | Question
Ordinance
40 | Article 20, Paragraph 2 Are manufacturers, etc. taking required measures when it is found

necessary to improve manufacturing control or quality control based
on the results of the self-inspections set forth in Item 1 of the
preceding paragraph, as well as prepare and retain the records of the
said measures?

18. Training (related to Article 21)

No | Article of the Ministerial | Question
Ordinance
41 | Article 21 Are manufacturers, etc. having a person, designated beforehand,

implement the following duties in accordance with the operating
procedures?
(1) To systematically implement necessary training on manufacturing

— 278 —




Article of the Ministerial
Ordinance

Question

control and quality control for personnel engaged in the
manufacturing and quality control duties.

(2) To provide personnel engaged in manufacturing or inspection and
testing with training on sanitary control, microbiology, medicine,
veterinary medicine and other necessary matters for the
manufacturing of products.

(3) To give training on measures necessary for preventing
contamination by microorganisms, etc. to personnel who are
engaged in duties in the controlled clean area, aseptic operation
area, etc. and duties related to the culture or other processing of
human or animal cells or microorganisms, etc. used for the
manufacturing of products.

(4) To report the status of implementation of training in writing to the
Manufacturing Manager.

(5) To prepare and retain records on the implementation of training.

19. Document and record control (related to Article 22)

No

Article of the Ministerial
Ordinance

Question

42

Article 22

Are manufacturers, etc. a person, designated beforehand,
implementing the following duties concerning documents and records
specified in this Ordinance in accordance with the operating
procedures?

(1) When preparing or revising documents, to implement approval,
distribution, retention and other relevant matters in accordance
with the operating procedures.

(2) When preparing or revising the operating procedures, to record its
date in the operating procedures, and to keep a history of the
previous revisions.

(3) To retain documents and records specified in this Ordinance for
the following periods (5 years for records on training) from the
date of preparation (date when documents are no longer used for
the operating procedures):

(a) Aperiod of the expiry date plus 30 years for specified
regenerative medicine products; and

(b) Aperiod of the expiry date plus 10 years for regenerative
medicine products (excluding those mentioned in Item (a)).

20.

Exceptions for retention of records (related to Article 23)

Article of the Ministerial
Ordinance

Question

43

Article 23

Notwithstanding the provisions of the preceding article, are the
manufacturers, etc. having a person, designated beforehand, retain
records specified in the preceding article for regenerative medicine
products designated by the Minister of Health, Labour and Welfare, for
the period stipulated by the Minister of Health, Labour and Welfare?
Provided, however, this provision shall not apply to the case where a
contract has been closed between the manufacturers, etc. and raw
materials collecting firms, etc., and these records shall be
appropriately retained for the concerned period by the raw materials
collecting firms, etc.
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[Attachment 3]

Qualification Criteria for Each Article of the GQP Ordinance

(Cellular and Tissue-based Products)

1. Operations of the marketing supervisor-general of cellular and tissue-based products
(related to Article 3 as applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
1 | Article 3 as applied Is the marketing authorization holder of cellular and tissue-based
mutatis mutandis to products requiring the marketing supervisor-general of cellular and
Article 21 tissue-based products to carry out operations indicated in the following

Items?

(1) To supervise the quality assurance supervisor prescribed in
Paragraph 3 of the next Article.

(2) To conduct the operation prescribed in Article 11, Paragraph 2,
Item 2 as applied mutatis mutandis to Article 21, as well as to
determine necessary measures based on reports, etc., from the
quality assurance supervisor prescribed in the preceding Item, and
to order the quality assurance division prescribed in Paragraph 2
of the next Article and other divisions and responsible persons
relevant to the quality control operation to conduct these
measures.

(3) To value the opinion of the quality assurance supervisor
prescribed in Item 1.

(4) To require close cooperation between the quality assurance
division prescribed in Item 2 and the safety control supervisory
division prescribed in post-marketing safety control standards and
other relevant divisions of quality control operation.

2. Organization and personnel pertaining to quality control operation (related to Article 4 as
applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
2 | Article 4, Paragraph 1 as | Does the marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products have a sufficient number of personnel with the capacity to
to Article 21 appropriately and smoothly execute quality control operations?
No | Article of the Ministerial | Question
Ordinance
3 | Article 4, Paragraph 2 as | Has the marketing authorization holder of cellular and tissue-based

applied mutatis mutandis
to Article 21

products placed a quality assurance division that meets the following

requirements as a division pertaining to integration of quality control

operations?

(1) Shall be placed under the supervision of the marketing
supervisor-general of cellular and tissue-based products.

(2) Shall have a sufficient number of personnel with the capacity to
appropriately and smoothly execute operations at the quality
assurance division.
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No | Article of the Ministerial | Question
Ordinance

(3) Shall be independent from the division pertaining to sales and
from other divisions that influence appropriate and smooth
execution of the quality control operation.

No | Article of the Ministerial | Question
Ordinance
4 | Article 4, Paragraph 3 as | Has the marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products placed a quality assurance supervisor who meets the
to Article 21 following requirements?

(1) Shall be a responsible person for the quality assurance division.

(2) Shall be a person who has engaged in the quality control
operation and other similar operations for 3 or more years.

(3) Shall have the capacity to appropriately and smoothly execute
quality control operations.

(4) Shall be a person who is not affiliated to any of the divisions
pertaining to sales and shall be a person with no possibility of
posing any impediment in appropriate and smooth execution of
the quality control operation.

No | Article of the Ministerial | Question
Ordinance
5 | Article 4, Paragraph 4 as | The marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products are required to appropriately prescribe in document the
to Article 21 responsibilities and the management system of persons engaged in the
quality control operation (including the marketing supervisor-general
of cellular and tissue-based products and the quality assurance
supervisor; the same shall apply hereinafter).
3. Quality standards (related to Article 5 as applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
6 | Article 5 as applied Is the marketing authorization holder of cellular and tissue-based
mutatis mutandis to products conducting the operation of preparing quality standards
Article 21 according to each drug item?
4. Documents regarding procedures for quality control operations (related to Article 6 as
applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
7 | Article 6, Paragraph 1 as | Is the marketing authorization holder of cellular and tissue-based

applied mutatis mutandis
to Article 21

products conducting the operation of preparing the following

procedures for quality control operation in order for their appropriate

and smooth conduct?

(1) Procedures for control of release into the market

(2) Procedures for ensuring appropriate manufacturing control and
quality control

(3) Procedures for information on quality, etc., and measures for
quality defect, etc.

(4) Procedures for management of recalls

(5) Procedures for self-inspection
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No | Article of the Ministerial | Question
Ordinance
(6) Procedures for training and education
(7) Procedures for control of storage, etc., of cellular and tissue-based
products
(8) Procedures for control of documents and records
(9) Procedures for mutual cooperation with the safety control
supervisory division and other divisions and responsible persons
relevant to the quality control operation
(10) Other necessary procedures for appropriate and smooth quality
control operations
No | Article of the Ministerial | Question
Ordinance
8 | Article 6, Paragraph 2 as | Has the marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products furnished procedures for quality control operation at the
to Article 21 office in which the marketing supervisor-general of cellular and
tissue-based products conduct his/her operation, as well as a copy of
those procedures at other offices in which quality control operations
are conducted?
5. Agreements with the manufacturers (related to Article 7 as applied mutatis mutandis to
Article 21)
No | Article of the Ministerial | Question
Ordinance
9 | Article 7 as applied Has the marketing authorization holder of cellular and tissue-based

mutatis mutandis to
Article 21

products concluded agreements with product manufacturers on the

following matters in order to ensure appropriate and smooth

manufacturing control and quality control, and indicated them in the
procedures, etc., for quality control operations?

(1) Extent of manufacturing at the manufacturers and of other
operations related to manufacturing (hereinafter referred to as
“manufacturing operation” in this article), manufacturing control
and quality control pertaining to these manufacturing operations,
and procedures for release

(2) Technical condition such as on manufacturing methods and
testing methods

(3) Periodic confirmation by the marketing authorization holder on
whether the manufacturing operation is conducted under
appropriate and smooth manufacturing control and quality control

(4) Method of quality control during shipping and at receipt of the
product

(5) Method and the responsible person for taking prior contact with
the marketing authorization holder in cases where change in
manufacturing method, testing method, etc., may influence the
product quality

(6) Method and the responsible person for promptly contacting the
marketing authorization holder regarding the following
information obtained on the product
(a) Information pertaining to the product on discontinuation of

manufacturing, import, or sales; recall; disposal; and other
measures that were taken to prevent occurrence or spread of
sanitary hazard
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Article of the Ministerial
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Question

(b) Other information on quality, etc., of the product
(7) Other necessary matters

6. Operation of the quality assurance supervisor (related to Article 8 as applied mutatis
mutandis to Article 21)

No | Article of the Ministerial | Question

Ordinance
10 | Article 8 as applied Is the marketing authorization holder of cellular and tissue-based
mutatis mutandis to products requiring the quality assurance supervisor to conduct the
Article 21 following operations in accordance to procedures, etc., for quality
control operations?

(1) To integrate quality control operations.

(2) To confirm that the quality control operations are appropriately
and smoothly conducted.

(3) To submit reports in document to the marketing
supervisor-general of cellular and tissue-based products in cases
where reporting was considered necessary for executing quality
control operation, besides the prescribed reporting required to be
made to the marketing supervisor-general of cellular and
tissue-based products.

(4) To contact and provide instructions in document to
manufacturers, distributors, founders of hospitals and clinics, and
other relevant persons, as necessary, when conducting quality
control operations.

7. Control of release into the market (related to Article 9 as applied mutatis mutandis to
Article 21)
No | Article of the Ministerial | Question
Ordinance
11 | Article 9, Paragraph 1 as | Is the marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products ensuring that manufacturing control and quality control
to Article 21 results are appropriately evaluated and that release into the market is
appropriately and smoothly determined in accordance to procedures,
etc., for quality control operations, and is it not releasing drugs into the
market before this release acceptance has been appropriately
determined?
No | Article of the Ministerial | Question
Ordinance
12 | Article 9, Paragraph 2 as | Is the marketing authorization holder of cellular and tissue-based

applied mutatis mutandis
to Article 21

products requiring a person, designated beforehand, from the quality
assurance division or the manufacturer of the product to appropriately
evaluate manufacturing control and quality control results, to
determine release into the market according to each lot (or according
to each manufacturing number for those drugs that do not compose a
lot; the same shall apply hereinafter), and to prepare records on release
into the market, such as on the results of release determination and on
the destination of shipping, in accordance to procedures, etc., for
quality control operations?
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Article of the Ministerial
Ordinance

Question

13

Article 9, Paragraph 3 as
applied mutatis mutandis
to Article 21

Is the person who conducts operation such as determining release into
the market prescribed in the preceding Paragraph a person with the
capacity to appropriately and smoothly execute this operation?

No | Article of the Ministerial | Question
Ordinance
14 | Article 9, Paragraph 4 as | In cases where a person other than the quality assurance supervisor is
applied mutatis mutandis | to determine release into the market, is the marketing authorization
to Article 21 holder of cellular and tissue-based products requiring that person to
appropriately report to the quality assurance supervisor the results,
etc., of the determination of release into the market?
No | Article of the Ministerial | Question
Ordinance
15 | Article 9, Paragraph 5 as | Are the following requirements being met when the marketing

applied mutatis mutandis
to Article 21

authorization holder of cellular and tissue-based products have the

manufacturers conduct the operations prescribed in Paragraph 27

(1) To conclude agreements with the manufacturer in advance on the
following matters.

(a) Procedures for control of release into the market that
manufacturers conduct

(b) To designate a person within the manufacturing site in
advance to conduct the operation prescribed in Paragraph 2.

(¢) To require the manufacturer to promptly report in document
to the quality assurance supervisor in cases of deviation,
etc., from the procedures prescribed in “(a)”, and to
determine release into the market and to release based on
the instructions of the quality assurance supervisor.

(d) To require the manufacturer to periodically receive
confirmation from the marketing authorization holder that
operations pertaining to release into the market is being
appropriately and smoothly conducted.

(2) To require a person, designated beforehand, from the quality

assurance division to appropriately conduct the confirmation

prescribed in “(d)” of the preceding Item and prepare records on
those results.

To require the quality assurance supervisor to conduct the

following operations in cases where improvement is necessary in

the operation of the manufacturer pertaining to release into the
market.

(a) To order the manufacturer in document to take necessary
measures.

(b) To require the manufacturer to report the results of those
measures that were taken, to appropriately evaluate those
reports, to confirm on-site at the manufacturing site as
necessary, and to prepare records of those results.

(c) To report in document to the marketing supervisor-general
of cellular and tissue-based products the evaluation of “(b)”
and the confirmation results.

(4) To report in document to the quality assurance supervisor the
results of the confirmation and preparation of records prescribed
in Item (2) if these operations were to be conducted by a person

3
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No | Article of the Ministerial | Question
Ordinance
other than the quality assurance supervisor.
No | Article of the Ministerial | Question
Ordinance
16 | Article 9, Paragraph 6 as | Is the marketing authorization holder of cellular and tissue-based
applied mutatis mutandis | products appropriately providing the person who determines release
to Article 21 into the market information on quality, efficacy, and safety of the drug
necessary for appropriately and smoothly determining release into the
market, in accordance to procedures, etc., for quality control
operations?
8.  Securing appropriate manufacturing control and quality control (related to Article 10 as

applied mutatis mutandis to Article 21)

Article of the Ministerial
Ordinance

Question

17

Article 10, Paragraph 1
as applied mutatis
mutandis to Article 21

Is the marketing authorization holder of cellular and tissue-based
products requiring a person, designated beforehand, from the quality
assurance division to conduct the following operations, in accordance
to procedures, etc., for quality control operations?

(1) To periodically confirm that the manufacturing control and
quality control at the manufacturers is appropriately and smoothly
conducted pursuant to the standards and matters prescribed in
Ministerial Ordinances based on the provisions in Article 23-25,
Paragraph 2, Item 4 and Article 23-35, Paragraph 2 of the Act,
and pursuant to the agreement prescribed in Article 7, and to
prepare records of those results.

To report in document to the quality assurance supervisor the
results of the confirmation and preparation of records prescribed
in the preceding Item if these operations were to be conducted by
a person other than the quality assurance supervisor.

@

Article of the Ministerial
Ordinance

Question

18

Article 10, Paragraph 2
as applied mutatis
mutandis to Article 21

Is the marketing authorization holder of cellular and tissue-based
products requiring the quality assurance supervisor to conduct the
following operations in accordance to procedures, etc., for quality
control operations in cases where improvement is necessary in
manufacturing control and quality control of the manufacturers?

(1) To order the manufacturer in document to take necessary
measures.

To require the manufacturers to report the results of the measures
that were taken, to appropriately evaluate those reports, to
confirm on-site at the manufacturing site, etc., as necessary, and
to prepare records of those results.

To report in document to the marketing supervisor-general of
cellular and tissue-based products the evaluation and
confirmation results prescribed in the preceding Item.

@

3
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No | Article of the Ministerial | Question
Ordinance
19 | Article 10, Paragraph 3 [s the marketing authorization holder of cellular and tissue-based

as applied mutatis products requiring a person, designated beforehand, from the quality

mutandis to Article 21 assurance division to conduct the following operations in accordance
to the procedures, etc., for quality control operations upon receiving
report from the manufacturers regarding any change, such as in
manufacturing methods and testing methods that may influence
product quality?

(1) To evaluate the content of the report from the manufacturers, to
confirm that the change will not seriously influence product
quality, to confirm on-site as necessary that manufacturing
control and quality control are being appropriately and smoothly
conducted at the manufacturing site, etc., and to prepare records
of those results.

(2) To report in document to the quality assurance supervisor the
results of the evaluation and confirmation prescribed in the
preceding Item if these operations were to be conducted by a
person other than the quality assurance supervisor.

No | Article of the Ministerial | Question
Ordinance
20 | Article 10, Paragraph 4 In cases where the change was considered to have the possibility of
as applied mutatis seriously influencing product quality as a result of the evaluation
mutandis to Article 21 prescribed in Item 1 of the preceding Paragraph, is the marketing
authorization holder of cellular and tissue-based products requiring the
quality assurance supervisor to promptly order the manufacturers in
document to take necessary measures, such as of improvement, in
accordance to procedures, etc., for quality control operations.
No | Article of the Ministerial | Question
Ordinance
21 | Article 10, Paragraph 5 Is the marketing authorization holder of cellular and tissue-based
as applied mutatis products providing manufacturers necessary quality information to
mutandis to Article 21 enable appropriate and smooth manufacturing control and quality
control?
9. Information on quality, etc., and measures for quality defect, etc., (related to Article 11 as
applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
22 | Article 11, Paragraph 1 Is the marketing authorization holder of cellular and tissue-based

as applied mutatis
mutandis to Article 21

products requiring the quality assurance supervisor to conduct the
following operations in accordance to procedures, etc., for quality
control operations upon obtaining quality information?

(1) To investigate the quality information, and to appropriately
evaluate the effect on the quality, efficacy, and safety of the
cellular and tissue-based product and the effect on human health.
To investigate the cause of the matter pertaining to the quality
information.

To take necessary measures in cases where improvement was
considered necessary in the quality control operation or in the
manufacturing control and quality control at the manufacturers

@
3)
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Article of the Ministerial
Ordinance

Question

based on the results of the evaluation and investigation prescribed
in the preceding two Items.

(4) To prepare records regarding the preceding three Items, indicating
the content of information, evaluation results, investigation
results on the cause, and improvement measures, and to promptly
report them in document to the marketing supervisor-general of
cellular and tissue-based products.

(5) To provide instructions in document to the manufacturers if
considered necessary for the investigation prescribed in Item (2)
or for the improvement measures prescribed in Item (3); to
require manufacturers to report in document these results; to
appropriately evaluate them; to confirm on-site as necessary
regarding the improvement status at the manufacturers; and to
prepare records of those results.

(6) To provide in document quality information regarding safety
assurance measures to the safety control supervisory division
without delay.

Article of the Ministerial
Ordinance

Question

23

Article 11, Paragraph 2
as applied mutatis
mutandis to Article 21

Is the marketing authorization holder of cellular and tissue-based
products requiring the drug marketing supervisor-general and the
quality assurance supervisor to conduct the following operations in
accordance to procedures, etc., for quality control operations in cases
where quality defect or suspected quality defect was found after the
operation prescribed in the preceding Paragraph?

(1) The quality assurance supervisor shall promptly report to the
marketing supervisor-general of cellular and tissue-based
products any matters pertaining to quality defect or suspected
quality defect, and shall make records of this.

(2) Upon receiving the report prescribed in the preceding Item, the
marketing supervisor-general of cellular and tissue-based
products shall promptly determine necessary measures, such as of
recall, to prevent any hazard, and shall provide instructions to the
quality assurance supervisor and other relevant divisions.

(3) The quality assurance supervisor shall promptly take necessary
measures upon receiving the instructions from the marketing
supervisor-general of cellular and tissue-based products
prescribed in the preceding Item.

(4) The quality assurance supervisor shall create close cooperation
with the safety control supervisory division and other relevant
divisions to enable appropriate and smooth measures prescribed
in the preceding Item.

(5) The quality assurance supervisor shall report in document to the
marketing supervisor-general of cellular and tissue-based
products the status of progress of the measures prescribed in Item
(3) as well as those results.

10.

Management of recalls (related to Article 12 as applied mutatis mutandis to Article 21)

Article of the Ministerial
Ordinance

Question

24

Article 12 as applied

Is the marketing authorization holder of cellular and tissue-based
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No | Article of the Ministerial | Question
Ordinance
mutatis mutandis to products requiring the quality assurance supervisor to conduct the
Article 21 following operations in accordance to procedures, etc., for quality
control operations when making recalls of cellular and tissue-based
products?

(1) To separately store the recalled cellular and tissue-based products
for a certain period, and to dispose them appropriately.

(2) To prepare a record indicating the details of the recall, and to
report them in document to the marketing supervisor-general of
cellular and tissue-based products.

11. Self-inspection (related to Article 13 as applied mutatis mutandis to Article 21)
No | Article of the Ministerial | Question
Ordinance
25 | Article 13, Paragraph 1 Is the marketing authorization holder of cellular and tissue-based
as applied mutatis products requiring a person, designated beforehand, to conduct the
mutandis to Article 21 following operations in accordance to procedures, etc., for quality
control operations?

(1) To conduct periodic self-inspections on quality control operation,
and to prepare records of those results.

(2) To report in document to the quality assurance supervisor the
results of self-inspection if conducted by a person other than the
quality assurance supervisor.

No | Article of the Ministerial | Question
Ordinance
26 | Article 13, Paragraph 2 The marketing authorization holder of cellular and tissue-based

as applied mutatis
mutandis to Article 21

products shall require the quality assurance supervisor to take
necessary measures if improvement was considered necessary based
on the results of self-inspection, and shall report in document to the
marketing supervisor-general of cellular and tissue-based products the
results of those measures.

12. Training and education (related to Article 14 as applied mutatis mutandis to Article 21)

No | Article of the Ministerial | Question
Ordinance ,
27 | Article 14, Paragraph I Is the marketing authorization holder of cellular and tissue-based
as applied mutatis products requiring a person, designated beforehand, to prepare plans
mutandis to Article 21 for training and education aimed at those engaged in the quality
' control operation?
No | Article of the Ministerial | Question
Ordinance
28 | Article 14, Paragraph 2 Is the marketing authorization holder of cellular and tissue-based

as applied mutatis
mutandis to Article 21

products requiring a person, designated beforehand, to conduct the

following operations in accordance to procedures, etc., for quality

control operations and in accordance to training and education plans

prescribed in the preceding Item?

(1) To conduct systematic training and education on quality control
operation for those engaged in this quality control operation, and
to prepare records of this.
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(2) To report in document to the quality assurance supervisor on the
status of training and education in cases where this operation is
conducted by a person other than the quality assurance supervisor.

13. Control of storage, etc., of cellular and tissue-based products (related to Article 15 as

applied mutatis mutandis to Article 21)

No | Article of the Ministerial | Question
Ordinance
29 | Article 15 as applied Is the marketing authorization holder of cellular and tissue-based

mutatis mutandis to
Article 21

products meeting the following requirements if it were to manufacture,

etc., or store or display imported drugs intended for marketing?

(1) Aresponsible person pertaining to the operation shall be

allocated.

The person engaged in this operation (including the responsible

person) shall meet the following requirements:

(a) Shall not be affiliated to the quality assurance division.

(b) Shall have necessary capacity for the operation and shall
have received necessary training and education.

Buildings and facilities shall be located at the office at which the

marketing supervisor-general of cellular and tissue-based

products conduct these operations, and shall be appropriately

maintained and controlled.

(a) To have necessary facilities to sanitarily and safely store
cellular and tissue-based products.

(b) To have a necessary amount of area to appropriately and
smoothly carry out operations.

Records pertaining to the operation, such as of receipt and

distribution of the cellular and tissue-based products, shall be

prepared.

@)

®)

4)

14. Control of documents and records (related to Article 16 as applied mutatis mutandis to

Article 21)
No | Article of the Ministerial | Question
Ordinance
30 | Article 16 as applied Is the marketing authorization holder of cellular and tissue-based

mutatis mutandis to
Article 21

products controlling documents and records in accordance to the
following requirements for those prescribed in this Chapter?

(1) When a document was prepared or revised, this document shall
be approved, distributed, stored, etc., in accordance to procedures,
etc., for quality control operations.

When the procedures, etc., for quality control operations were
prepared or revised, the date of preparation or revision shall be
indicated in these procedures for quality control operations, and
past records pertaining to this revision shall be stored.
Documents and records prescribed in this Chapter shall be stored
for the following period from the date on which they were
prepared (or, for procedures for quality control operations, from
the date on which their use was discontinued; the same shall
apply hereinafter):

@

©)
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(a)

(b)
©

A period of 30 years plus shelf-life for specified
regenerative medicine products prescribed in Article 68-7,
Paragraph 3 of the Act

A period of 10 years plus shelf-life for cellular and
tissue-based products (excluding those indicated in “(a)”)

A period of 5 years for documents and records pertaining to
training and education regardless of the period prescribed in
“(a)” and “(b)”
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