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Today’s topics

» Marketing Approval in Emergencies
»SaMD Regulations

> PACMP (IDATEN)
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Amendment of Pharmaceuticals and Medical Devices Act (PMD Act)

* to enact a mechanism of early approval
conditional, time-limited marketing approval may be granted in emergencies if the efficacy of the
pharmaceutical, medical device, or regenerative medicine is estimated and safety is confirmed

* to enact a mechanism of electronic prescriptions

1. Marketing Approvalin Emergencies
New mechanisms to enable early marketing approvalin emergencies.

(1) Eligibility of Fharmaceutical. etc. to which the early approval is applicable
A pharmaceutical, etc. that needs to be used ur§ently in order to preventthe spread of a disease or other health hazard
that could seriously affect the lives and health of people is eligible for early approvalif there is no alternative existing
treatment.

(2) Application standards
Assuming that safety has been confirmed, approval may be granted if the efficacy of the pharmaceutical, etc. has been

estimated.

(3) Conditions and term of approval _ _ N _
As apProvaI is granted at the early stage where efficacy has been estimated, conditions are provided to ensure the proper
use of the pharmaceutical, etc. and restrictions are set in place that limit the duration of the approvalto a shortterm.

(4) Special measures to expedite review process

Special measures are introduced for GMP inspections, national verifications as well as regulations on containers and
packaging of the pharmaceutical, etc., in order to expedite review process for approval.

2. Creation of a mechanism for electronic prescriptions

Effective Date

| The effective date (1. Marketing Approval in Emergencies): 20 May 2022
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Marketing Approval in Emergencies
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Fundamental reform of the Review system for SaMD

1 Find out seeds of cutting-edge SaMD at an early stage and
show the concept of the review process.

[J Unify consultation services and establish a review system
based on the characteristics of programmed medical devices.

.

Promote early approval of cutting-edge SaMD.
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Review system applicable to unique characteristics of SaMD

Consideration of starting designation program
for innovative SaMD

 Priority consultation/screening, enhancement of preliminary

evaluation, shortening of screening period by screening
partner system

Pilot program of priority review for designated SaMD (September 2, 2022)

Designation criteria

(1): Innovatiion of therapeutic, diagnostic or prophylactic
(2): Clinical effectiveness for target disease

(3): intension and structure of company to develop the product prior to any
region in the world




Number of Approved SaMD

(not including the number of certification)
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The number of approved/certificated SaMD

Non-SaMD SaMD
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corresponded to class |
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Post-Approval Change Management Protocol (PACMP) for Medical Devices

IDATEN (Improvement Design within Approval for Timely Evaluation and Notice)

PACMP is introduced for medical devices to enable continuous and timely improvements through product lifecycle.

In force in 2020

Pre_market Phase POSt'markEt Phase
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Development i
EvaIuI;tion /> Review C:’ Performance Performance Performance
= notification notification notificatio
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of the
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By PMDA

4 change management protocols for medical devices are confirmed.
3 notification of change based on the protocols are filed.
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Thank you for your attention

¢ Findc

MHLW Website PMDA Website
https://www.mhlw.go.jp/english/ https://www.pmda.go.jp/english/index.html
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