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Amendment of PMD Act (in Dec, 2019)

Introduction of new approval schemes into the PMD Act

— SAKIGAKE Designation Scheme
— Conditional Early Approval

— Modified scheme for a technology which requires
continuous Improvement such as Al

— Priority review of products for specific categories



Speedy Approvals of COVID-19 Product (As of 2" December, 2021)

Administrative Notice issued in 12 May, 2020*1

Publishing Approval Information in English

MERTRVWIZNA Y
FAERFROSIZHEL S
SMm2% 548 12H

HMREAREEEES (5) R

RAERBEERRE - EFEHERNEELFETEAR
(2 H 4 )
RAEGMEEE - AFFERERRSFETERR
(2 H 4 m )

oo oA A ZABRREICHT IERLED
KT E LORBVIZHONT

K TR 2o AN ABBEOREITN ) YimOERS, EHFRE. K
PP EESEUHAESSNSORKEFEICH T IRBVICHONT) (F
N24E4 813 AP 1LY, i o oA L ZARQE B35
ERZXMEETIEFELKFICHOVTIR, iOEELSOFE UTW@ECEEL
O BRGCHLEL AT, Hlaa) A AV ZARRIEXNHD
EAM X é#) (PM2E3A 288 (PR2ESH4BER) fFiloa)ry
(N ARBRBSE S HARRIE) Tk, ADOLREREFOMRBLMET S Z LN R
YENTWAHZE, F T A LV RABREEDOERICET 5 RIZBE AT
IMENTED, RVETEEZINTHREORPIZOWT, EMnICEHILLE
EDLLBENHL G, S8 Tz oA NV ARBEICHTHER
b, EFERE. AAPHHERLEUHEESSRS OUTF /EXLT) 2w
Vo) DREHE LOBBWIZHOWT, TROBYBRVES Z L& LETD
2. BRsgnwiLET,

ac

URL.: https://www.pmda.go.jp/english/about-
pmda/0002.html

The number of approved products (asof 15 February, 2021)
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Close Interaction with Industry

Many different types of meetings with products developers such as...

From 15t Oct, 2020
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Free Scientific Advice

for COVID-19 Vaccines Development
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€ As many times as necessary
€ No waiting time

@ Free of charge

Streamlined development
for COVID-19 products

https://www.pmda.go.jp/review-services/f2f-pre/strategies/0010.html (Japanese only)



https://www.pmda.go.jp/review-services/f2f-pre/strategies/0010.html

International Collaboration for COVID-19 in ICMRA

ICMRA: International Coalition of Medicines Regulatory Authorities

— \/accine PV (MHRA, TGA)
POIiCy TC (EMA’ FDA) = Digital Transformation of GxP (MHRA)

— Regulatory Agility (WHO, AIFA)

COVID WG (HC, MHRA)

—— RAFS (EMA)

= Focused discussion on therapeutics (HC)

COVID WS |1 Vaccine (EMA, FDA)

= Therapeutic (EMA, PMDA)

= Clinical Trials (MHRA, EMA)

— Crisis Management (ANVISA, MHRA)

— RWE (EMA, HC)

—— Pregnancy and Lactation (EMA, FDA, MHRA) — Equivalence of vaccines (TGA, WHO)

= \/accine Safety Collaboration (EMA, TGA)

—— \/irus Variants (EMA, FDA, PMDA)

- Manufacturing Capacity WS(EMA, FDA)

https://www.pmda.go.jp/english/int-activities/int-harmony/icmra/0001.html



O statements issued:
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PMDA pledge to tackle COVID-19 Pandemic

PMDA Takes Further Steps to Speed up Clinical
Development of COVID-19 Products

Four IVVDs Approvals for COVID-19 and Response to the
Increased Ventilator Demand

Special Approval for Emergency on Remdesivir for
COVID-19

First Approval of Antigen Test for COVID-19

For Your Access to Japanese Clinical Trial/Clinical
Research Information

PMDA to Offer Free Scientific Advice for COVID-19
Vaccines Development

PMDA Reveals Principles on Evaluation of COVID-19
Vaccines

Special Approval for Emergency on First COVID-19
Vaccine in Japan

As of 2nd December, 2021

Statements by the Chief Executive Dr. FUJIWARA
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PMDA to Offer Free Scientific Advice
for COVID-19 Vaccines Development
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First Approval of Antigen Test for COVID-19

On 13th May, 2
19 was approved
reached marketing
became the world’

review scheme in

test, quicker virus(
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Special Approval for Emergency
on Remdesivir for COVID-19

8th May. 2020

The MHL'W granted the Special Approval for Emergency for treatment of COVID-
19 on 7% May, 2020 with approval conditions to allow the access to the potential
treatment of this disease.

What is Special Approval for Emergency?

Under article 14-3 of the Pharmaceuticals and Medical Devices Act. a certain
medical product may be approved when 1) an emergency situation requires an
unapproved medical product to be used to prevent damage to the public health caused
by the spread of diseases. 2) such emergency situation cannot be managed appropriare16



New consultation for SaMD at PMDA

Comprehensive consultation for SaMD

Determine whether the

: Review the developed Consult the
product is MD or Non : :
product reimbursement prices
MD
MHLW, Compliance and PMDA, Office of SaMD MHLW, Economic
Narcotics Division Newly established Affairs Division
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SaMD : Software as a Medical Device 7



Introduction of an approval pathway based
on properties of medical devices

O Introduction of an approval review system that enables continuous improvements of medical devices with improvements
expected* by checking a change plan during the review process and approving partial changes in approved items within the
predetermined range promptly

*Medical devices of which performance consistently changes after launch such as medical devices with Al, improvements of medical devices
using post-marketing real world data (RWD, data from clinical practices), addition of option parts for improved usability, etc.
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- Change of sizes, components, performances, etc.
- Improvement of diagnostic accuracy by using post-marketing RWD

— Improvement Design within Approval for Timely Evaluation and Notice (IDATEN)
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Work together with transparency
for patients/citizens needs




