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presenter and should not necessarily represent the views and opinions of the PMDA.
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PMDA’S ACTIONS AGAINST
COVID-19 IN 2021
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Close Interaction with Sponsors

Many different types of meetings with products developers

SUCh as... From 1st October, 2020
Free Scientific Advice
for COVID-19 Vaccines Development

Discussions on ....
development
strategies

clinical trial
protocol

Sponsors
necessary trials

\\J/

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

Publishing Principles on Evaluation of
COVID-19 Vaccines

Published on 2 September, 2020

Principles for the Evaluation of Vaccines Against the Novel Coronavirus SARS-CoV-2

September 2. 2020
Office of Vaccines and Blood Products,

Nonclinical

Pharmaceuticals and Medical Devices Agency

Study

1. INTRODUCTION o,

® Infectious disease preventive vaccine is a medical product to activate the immune system against specific

antigen. For general considerations regarding nonclinical and clinica a -
Pharmacological
Study

C

preventive vaccines for infectious diseases, Guideli

for Infectious Diseases (PFSB/ELD Notification N7
Clinical Studies of Preventive Vaccines for Inf:ct'BusOise
dated May 27. 2010)* can be used for reference.

®  Asaresult of the recent pandemic of SARS-CoV-2 infectious disease (COVID-19). more than 20 million

people have been affected to date worldwide. Vaccines to prevent SARS-CoV-2 infectious disease

(SARS-CoV-2 vaccines) are bgin=— a 5 dalities such as inactivated virus vaccine.
recombin Eval u at| on Of dcles (LNPs) as a carrier (LNP-
mRNA va I mmuno g en | c | ty ecombinant virus vector and so

® This document presents basic principles conceming the eQx@acy and safety evaluation to develop a
SARS-CoV-2 vaccine in Japan. based on the situation as of August 2020. It should be noted. however.

that although the principles presented in this document are based on our knowledge

Evaluation of
Efficacy/Safety

been developed after discussions with experts on infectious diseases and vacg”

accordance with new findings and the status of SARS-CoV-2 vaccine ARl g

etc....
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Strong tools to help
vaccine developers
advance their

development faster

% Guidance on the COVID-19
Vaccines (PMDA)
https://www.pmda.qo.jp/files/00023

7021.pdf



https://www.pmda.go.jp/files/000237021.pdf

Allowing Quick Start of Clinical Trials

Submission of

Initial Clinical Trial Start of
Notification Clinical Trial
v
Normal [ 30days requi ]
uired
product y 9

«_—_—_—_—»

Administrative Notice

issue
) _Pharmaceutical_Evalalation Division )
and the Medical Device Evaluation Division of the Pharmaceutical Safety and
Environmental Health Bureau of the MHLW on 19th March, 2020

From 19t March, 2020

COVID-19 Y
candidate <30days

product

Early
Patient
Access

https://www.pmda.qgo.jp/english/int-activities/0001.pdf

'H'l’l“ Pharmaceuticals and Medical Devices Agency >



https://www.pmda.go.jp/english/int-activities/0001.pdf

Speedy Approvals of COVID-19
Products

Administrative Notice issued in 12 May, 2020%! | Publishing Approval Information in English

URL: https://www.pmda.go.jp/english/about-
FEMER 0512 7 1% pmda/0002.html

FM245H4 128

EEFREEEES (B) R
o The number of approved products (as of 5 october, 2021)
A WEEE - ‘f-r.'.;m'rh;l'f"«l)éui HEHRR

,9_‘;7;5,)“«,»,5,': . ;:‘.‘;E’;“#Z[’(.’;&k‘sf HERARR

b Drugs Vaccines  Medical Devices IVDs

FRlao oA A ARBEICHT SERLSD
KREFE LORBVIZONT

KM TR =t IA N ARBIEOREINED YinORKS, KRG, K
OWHEERSRUHEESSRLOKEFEICH T I0BVIco0nT) (§
12464 13 AEEGEGEE) IRy, = o) oA L ZRRRE BT 5
REex@l T IEERFICOVTIE, MOERLSOFE UTWMAEICHEL
T eeBRbRLEE 25T, IO A A Z2BEIES O
AR EE) (FRM2E3A28H (FRZ2ESHA4BEE) Fliza )y
VA RBRSE S MARRE) TIX, ADLREFESOMBLMET 5 = &40k
BRTWSZ e, Ffao T YA AN ZAMBIEDOERICET 2RI N T
MoENTEHEY, RHET NETFROBEIZHVT, EOMITEALLE
DLV EENRHDZLH B, Tl =oAL AR T SERE
. ESRE. RADRAERLRUHEERSERS (UTF EXRLS) v
) ORRTFE LOBPVICHONWT, FTROBYBRVES ZLic&kLETO

) 4 product 3 product 23 products 75 products

L. e F I A ARBEIC T 5 EELSIE, REETFELIMEL . . . H
o toeraet ' Priority review for COVID-19 candidate products ]

L. RAEZBRTIHARMHEFOLNHLHRAERICL Y EESHIHFROR

X1
https://www.pmda.go.jp/files/000235010.pdf

'H'l’l“ Pharmaceuticals and Medical Devices Agency



https://www.pmda.go.jp/files/000235010.pdf
https://www.pmda.go.jp/english/about-pmda/0002.html

Q&A on Management of Clinical Trials
during COVID-19 Pandemic

KRA0FIANZBREOEETTOERE. ERNBRUNLESWRRD
ARRNIESQLAIIONT

. SOEBBVT HEI0T I NABRE
OERIZEYABRENESORTRUAROFRLRUIHTERS S EREVHREE, &
BEORERALBMEL L1 LT HRARUHTORBERL, TORMIEOVTRETED
EFELTCEED, F, REERRMICSVTHRNE L SREOHTITOVTIL, FFIE
BEEE SR BELT S,

CAFETEVLLVEBAVEDY AT IEEE. UTLCRALETOTEHLLTCES

V. BB, ABITOLTIE, SROBMUEDEGLTRHEVLLET.
2020F3A27 AR
2020F4 A 2BEH
20204821 B8
L T oY) & (T4
A RN R L N2, ERHEGC
. 5 DAl CERIERE &

Provides alternative measures that can be
taken when the process predetermined in the Study

protocol is not deemed feasible due to
the COVID-19 situation.

Initially published on 27 March, 2020

https://www.pmda.qgo.jp/english/int-activities/0002.pdf
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https://www.pmda.go.jp/english/int-activities/0002.pdf

COOPERATION WITH
ASIAN COUNTRIES
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APEC-LSIF-RHSC

(Asia-Pacific Economic Cooperation — Life Sciences Innovation
Forum — Regulatory Harmonization Steering Committee)

Japan as co-Chair with the United States.

PWAs

Champion Economies

Champion economies lead
activities for Priority Work Areas

MRCT/GCP inspection

Japan, Thailand

Pharmacovigilance

Republic of Korea

Biotherapeutics

Republic of Korea

Advanced Therapies

Singapore

Good Registration
Management

Chinese Taipei, Japan

Global Supply Chain Integrity

the United States

Medical Devices

Japan, the United States,
Republic of Korea

—\(PWAS).

Regulatory Harmomzatlon
Steering Committee

Life Sciences
Innovation Forum

PMDA is endorsed as Center of Excellences (CoEs) for “MRCT/GCP inspection”,
“Pharmacovigilance”, and “Medical Device” PWA to provide training seminars to promote
regulatory convergence, capacity and cooperation.
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Capacity Building Activities at PMDA

Asia Training Center for
Pharmaceuticals and Medical Devices Regulatory Affairs

» Established in April, 2016.
» Endorsed as Centers of Excellence (CoE)
of APEC-LSIF-RHSC

» Promote capacity building and human resource
Development through training seminars for Asian
regulators

‘ Action Policy of PMDA-ATC

Contribute to universal health coverage in Asia through developing a
foundation for regulatory harmonization in the Asian region.

Invites Asian regulatory representatives
and offers training seminars.

Visits sites and conducts lectures, case
studies and practical trainings.

Shares Japanese knowledge and

Provides trainings tailored to local Wit i PO experiences in the regulation of
needs for more people.
U

pharmaceuticals and medicaldevices
with Asian countries.
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Capacity Building Activities at PMDA

Asia Training Center for
Pharmaceuticals and Medical Devices Regulatory Affairs

Trainings provided in 2021 (Webinar)

Seminars (open to all regulators)

Multi-regional clinical trials Jan 18-21 8 Countries/regions
Pharmacovigilance Feb 1-4 15 Countries/regions
Quality Control (Herbal Medicine) June 22-24 13 Countries/regions
GRM (APEC GRM CoE Workshop) Sep 14-16 12 Countries/regions
Pediatric Review(with U.S.FDA) Sep 21-24 13 Countries/regions
Medical Devices Nov 15-17

GMP Nov 25-26

Pharmaceuticals Review Dec 6-8

Other Seminars (for specific members)

N S S

Regenerative medicinal products review Mar 19 NPRA, Malaysia
Pharmaceuticals Review etc. May, 2021- March, 2022  SFDA, Saudi Arabia
Regenerative medicinal products review June 3 CDSCO, India

Medical Devices Review (Reprocessed single-use medical devices)  July 16 Thai FDA

GMP July 27 FDA Philippines
Medical Devices Review Aug 25-26 AMDC member states
Medical Devices Review (Reprocessed single-use medical devices) Sep 1 MDA, Malaysia

GCP Sep 8 FDA Philippines
Pharmacovigilance Oct 4 NPRA, Malaysia
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Capacity Building Activities at PMDA

Asia Training Center for
Pharmaceuticals and Medical Devices Regulatory Affairs

Trainings planned in 2022 (Webinar)

APEC Center of Excellence Workshop

APEC Center of Excellence Workshop PMDA-ATC Pharmacovigilance
PMDA-ATC with National Cancer Center WEBINAR 2022
MRCT Webinar 2022
:irsgn;i:;;iyos::sif:;‘ La::ary 11,2022 14:00-15:00 _— Da.te
Q : (all ﬁme‘{n:f.n-uz].]a ;(Efdi:::t?rg e_ vg;io* Preliminary Session: January 25, 2022 14:00-15:00

Live Sessions: January 31- February 4, 2022 14:00-16:30*
(all time in JST; UTC+9) * Ending time varies
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PMDA-ATC E-learning Contents

Training Materials

| PMDA-ATC E-learning

The PMDA-ATC offers you viceos on the current 10pics, introduction 10 the main services of
PMDA and what we do 10 promote international regulatory harmonization

[“""'Qb E-learning Contents J

Measures against COVID-19 Last updated: 202141

Measures against COVID-19 FelrL L pilis
e 1. Review 2021.11.1 New
2. Safety 2020.10.31

L]
Measu against - o1
CO '19 4. Medical Devicg 2020.11.4

5. GXP 2021.9.1

6. PMDA Efforts 2020.10.31
83 B)Youlube

Videos related to review, postmarketing safety measures of pharmaceuticals and medical devices, the
relief systemn and other contents are available.
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https://www.pmda.go.jp/english/int-activities/training-center/0005.html

PMDA-ATC E-learning Training Courses

| E-learning Training Courses ‘

Ologin

I Training Courses for specialized fields

The PMDA-ATC offers you videos regarding some specialized fields in the regulator-only website.
PMDA-ATC E-leaming portal; hitps:iwww.pmda-atc-glearning.site/ ch

Learning Paq

] ; e ' Logn 1D
To start the training courses, please register by the following steps: Asna_ Tramlng Center for Pharmac_:eutmals and TIS01

o Medical Devices Regulatory Affairs y
1) Access to the application page, please fill in the form and submit it (PMDA-ATC) a 3 < Password

(hitps-/fwrwn1 2 webcas. netfformdpub/pmda-atcle-learningd1 chH)

2) Please select one course from the list on the application form and submit it

3) If you wish to take multiple courses, please submit the application form for each course. p oo
4) PMDA-ATC will send you Login ID and password normally within 5 business days. M
5) The viewing period of one course is two months. You can watch it for 2 months starting Asian comnliies

from the date you received the e-mail to inform you of the start of the course.

Please note that your login |D will become invalid after 2 months.

6) A certificate of completion of the course can be issued.

1. Quality Control (Herbal Medicine) 108 min 2021.04.15
2. Medical Devices Review 134 min 2021.08.04
3. Pharmaceuticals Review 98 min 2021.08.31
4. Multi-Regional Clinical Trial (MRCT) 85 min 2021.10.20
5. Pharmacovigilance 135 min 2021.10.29

Apply for E-learning Training Courses q l
(Regulator only)

'H'l’l“ Pharmaceuticals and Medical Devices Agency L




Thank You !

Hiroyuki Arai
Director of Center for Product Evaluation
Pharmaceuticals and Medical Devices Agency
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