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Pharmaceuticals and Medical Devices Agency

harmonisation for better health

)’ ICH

ICH E6(R3) GCP Principles

Overarching Principles that Apply across the Board

Draft Principles
published in April 2021

Annex-1

Considerations .,
Interventional for non-traditional @
clinical trials\ interventional
clinical trials

Annex-2
Additional considerations for

non-traditional interventional

clinical trials not addressed in
Annex-1

Annex-1
Reflects the concepts in

E6(R2) (with updates and
refinements as needed)

Source :The 43rd ICH Immediate Report Meeting (July 7, 2021)
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Decentralized Clinical Trials evolved with COVID-19 pandemic

Sponsors _ _ Patients
Refrain from any nonessential

and non-urgent outings ® Limit visits to
medical institutions

Restrictions on visits
to medical institutions

‘ tiIize ICTti);Is ‘-V

Telemedicine
(Source Document Verification) Wearable devices

R
E
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Pharmaceuticals and Medical Devices Agency

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

Initially published on 27 March, 2020 * Protection for safety of the subjects
Whant {42 8NSCMETTORAA. RERELTTARRSAAC * Decision to continue trials

BEREPOEER, ERRSRUBLERBNSOABICEVT, HEI0T V1 LABRE

OBMIZE Y ARRENESORTRUAROFNERESHBERS £ 5 EMRLRAIL, B L] E N s u ri ng re | |a b | | |ty Of d ata

BEORERALRMEL LLT HARUVHTORRERL, TORYECOVTRETES
FIELTCEEY, F, REERBMICSOTURNE L SRBOHBITOVTR, FTRiE
BEEE R - MELT S,

o amecr e, srccen s * Quality assurance and Delivery of
Investigational drugs

e Contracts of outsourcing

* Obligation of Principal Investigator and
Responsibilities of medical institutions

* |nstitutional Review Board

* Monitoring and Deviation

FL, BRESOSKEECEREORANASORE & 50 L RENE L EDIR

https://www.pmda.go.jp/files/000235164.pdf * Record of circumstance and response
https://www.pmda.go.jp/english/int-activities/0002.pdf
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Pharmaceuticals and Medical Devices Agency

Enables Shipments of investigational medical products directly
to patients' homes

gh S~

Clinical trial medical N
institutions

i

Patients’ home

/ Delivery companies

Outsourcing contract required
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Enables investigational administration and blood collection for
testing on Satellite medical institutions

ﬁ~

E—
E—
E—

’

Clinical trial medical institution \
Contract with sponsor required \
00

\

h

Satellite medical institutions
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Enables Clinical Trials with telemedicine

ﬁ\ \

Clinical trial medical institution \

dho E fh

Telemedicine
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I Remote SDV (Source Document Verification)

a2

Restrictions on visits \
to medical institutions \

~
Risk t of not \\
ISK assessment or no ‘

conducting on-site monitoring

Records of the reasons and O
correspondence ,
- .'_'_

Remote SDV
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Pharmaceuticals and Medical Devices Agency

Electronic-Informed Consent in Clinical Trials
will be an option in clinical trials soon

To accerelate subject enrollment to clinilal trials
* Informed consent by video conference system

e Obtaining a signature to Informed consent forms
by electronic methods (e.g. Digital sign by tablet)

0

Notification will be issued, and the following
points will be explained:

e Basic concept (securing subjects’
human rights and safety, scientific
quality, and reliability etc.)

* Points to consider (Identify verification,
procedures etc.)
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Pharmaceuticals and Medical Devices Agency

Ensuring Data Reliability on DCT

Additional considerations

Expansion of involved stakeholders

System vendors, satellite medical institutions/home-visit medical treatment,
delivery companies, administrators of self-testing devices, etc.

Responsibilities

Responsibilities of Investigator and medical institution, Ensuring
patients’ compliance, etc.

Grasp of implementation status, Information flow, Information security,
contract/arrangements between stakeholders, availability of vender services
in participating countries/regions, etc.

Additional guidance are under consideration
- Investigate actual cases of DCT
- Collect information of guidance in overseas counties
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Remote GCP Inspections

Notification on Remote GCP inspections published in May 2020

https://www.pmda.go.jp/files/000235011.pdf

Notification on the method of remote GCP mspectlons published in Nov 2020

https://www.pmda.go.jp/files/000237602.pdf S
* Implementation policy
* Procedure

e Consideration for preparing evidence material
e Consideration for web conference system

AT B R S P e £ LT (M L4 30) 4. MESMAEORKE
BTG SMED ) b, B B U A PERE SRS 00 KEE N IR Ol O F D
RUG RI A, PRS0 PG, W AR T AR O TR
CGPS . et bntemtadibiiondiinvntiibiontiileithomt
UarEH EREREE 0525001 %
Revised SIS
essss——

Notification on the method of remote GCP inspections
published in May 2022

https://www.pmda.go.jp/files/000247964.pdf N

e Submission through the gateway system N ! S

e Points to be considered in preparation of
documentation
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GCP on-site inspection and document-based inspection

Medical institutions Sponsors
Implementation System Implementation System o )
B B Application Dossier

CSR

m h ..5: (Clinical Study Report)
< o "
- el i =

Data collection CRF, EDC, DDC
Data Management IRB: Institutional Review Board
) IRB g_ ! CRF: Case Report Form
Medical records Analysis EDC: Electronic Data Capture
DDC: Direct Data Capture

On-site Document-based

inspections inspections
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I Conventional GCP inspection

m Pre-submitted (as needed)
\L documents & HEE Inquiries/Reply l’
0

Il EN
4.8 - 7 6.3 A73 12
¥ (Months)
Site/study GCP inspection* Preparing reports
selection and meetings
Notification of Notification of
conducting inspection inspection results
to medical institution to medical institution
/ to sponsor / to sponsor

* Medical institutions (on-site inspection) —> Sponsor (on-site inspection)
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Remote GCP inspection during the COVID-19 pandemic

d

Submit site management records
kept by the sponsor

Pre-submitted (as needed)
documents &Inqumes/Reply ll
C s CT

A A
0 12
T ¥ T (Months)

Site/study GCP inspectloni Preparing reports
selection and meetings
Notification of Notification of Notification of
conducting inspection conducting inspection inspection results
to sponsor to medical institution to sponsor

(In the case of any critical issue is identified
in document-based inspection to sponsor)

By focusing to examine records (mainly site management records)
submitted by sponsor instead of visiting medical institutions
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Pharmaceuticals and Medical Devices Agency

New approach for GCP inspections for medical institutions
(in case of visiting medical institutions)

Not required additional documents
(site management documents)

m Pre-submitted (as needed)

\ll documents & Inquiries/Reply ll

! HER 5 (Months)
0 ¥ T A 12
Site/study GCP inspection* Preparing reports
selection and meetings
Notification of Notification of
conducting inspection inspection results

* Medical institutions (on-site inspection)
—> Sponsor (remote inspection, for the time being)
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Procedure for Remote GCP inspection

On-site inspection

(1-3 businessdays) o & o

Examine documents oY Yo
Identify concerns L/ \J
Issue inquiries, request additional documents
Examine additional documents

Pre-
examination of

pre-submitted : :
documents Remote inspection

PwnE

PMDA i PMDA PMDA
* Send requests  :: * Review documents uploaded to cloud * Discuss concerns A
I HE Issui inquiries ® —
: =] Video conferencing
>"< : CE Clou I: system
: i —_—d . » .
Applicant/Sponsor : Applicant/Sponsor Applicant/Sponsor :
* Upload requested ; : ¢ Respond to inquiries « Make detailed .
Connectivity documents(copy) : : ¢ Upload additional documents explanations for concerns -]
test of the .
cloud system Request for Pre-inspection Main-inspection

SmeISSIOH of (10 business days) (1 business day)

documents 1. Examine documents 4. Examine additional

(13 business days 2. Identify concerns documents
(CIO.Ud’ CD/DVD before Main- 3. Issue inquiries, request additional ->Reduce the number of staff
available) inspection) documents participating in main-inspection
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Image of a clinical trial utilizing ICT technology

Conventional

Clinical Trials

Chose best
combination

Decentralized
clinical trials

Finda

Information Consent

Face to face
informed consent

AY4

000

VAN

Visiting
a medical |nst|tut|on

m

+s

rnformatlon >'| Consent
-— s e - . I- —-— s = -

Electrical
informed consent

\_

\

/

_J

\_

V|5|t ‘@

Telemedlcme

when medical treatment
is not required

J
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Trends of MRCT-related Clinical Trial Notifications in Japan
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MRCT: March Regional Clinical Trail

10t Joint Conference of Taiwan and Japan on Medical Products Regulation
20t October 2022

18



Pharmaceuticals and Medical Devices Agency

I Expectations for efficient clinical trials by utilizing ICT tools

s, \%W

Home -visit
Wearable devices

medical treatment

y
aa )

Satellite medical institutions ‘f

‘ m O Data transfer D

.. e-consent
— * ePRO (patient report outcomes)

Telemedlcme
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Thank you for listening
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