Outline of the Act Partially Amending the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices, and Other Acts

Aim of the Proposed Amendments

The aim of these amendments is to implement the necessary measures to establish a mechanism for early approval under which—assuming
that safety has been confirmed—conditional, time-limited marketing approval may be granted in emergencies once the efficacy of the
pharmaceutical, medical device, or regenerative medicine product (hereinafter referred to as "pharmaceutical, etc.") has been estimated; as

well as to create a mechanism for electronic prescriptions based on Online Confirmation System for Health Insurance Qualification and
encourage its use.

Outline of the Proposed Amendments

1. Marketing Approval in Emergencies [Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices]
The proposed amendments establish the following new mechanisms to enable early marketing approval in emergencies.
(1) Eligibility of pharmaceutical, etc. for which the early approval is applicable
O Under the proposed amendments, a pharmaceutical, etc. that needs to be used urgently in order to prevent the spread of a disease or

other health hazard that could seriously affect the lives and health of the people is eligible for early approval if there is no alternative
means in existence.

(2) Operational standards
O Under the proposed amendments, assuming that safety has been confirmed, approval may be granted once the efficacy of the
pharmaceutical, etc. has been estimated.
(3) Conditions and term of approval

O Under the proposed amendments, because approval is granted at the early stage at which efficacy has been estimated, the necessary

conditions are attached to ensure the proper use of the pharmaceutical, etc. in question and restrictions are set in place that limit the
duration of approval to a short term.

(4) Special measures to expedite review process
O Under the proposed amendments, 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
[Medical Practitioners’ Act, Dental Practitioners’ Act, Act on Facilitating the Comprehensive Securement of Medical Care and Long-Term Care in Local Communities, and other Acts]
O The proposed amendments would enable medical practitioners and others to issue electronic prescriptions; additionally, it would make
things like registering and managing electronic prescriptions a part of the operations of the Health Insurance Claims Review &
Reimbursement Services and the other organization, and would establish provisions on cost-sharing in connection with those
management operations and on supervision by the Ministry of Health, Labour and Welfare.

Effective Date

The effective date for the amendments mentioned under 1., above, would be the date of promulgation; for the amendments mentioned in 2.,
above, it would be the date specified by Cabinet Order, which is to be February 1, 2023 at the latest.
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