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Discussion polnts 1n the Panel

 Whatis the implementation status of DCT?

« |s DCT going well/not going well?

 What are challenges/issues regarding DCT implementation and

reliability assurance?

In your region/regulatory landscape

RQA International QA Conference 2024
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Background of the Study by JSQA Study
Group and purpose of discussion

While Decentralized Clinical Trials (DCTs), which minimize patients visits medical institutions when
participating in clinical trials, are becoming popular mainly in Europe and the United States, active
discussions on DCTs in Japan started between 2018 and 2019. We discussed challenges in promoting
DCTs from the perspective of minimum requirements for quality assurance in order to ensure that DCTs
would be common practice in Japan and all stakeholders involved in the clinical trials can benefit from
them.

We, the JSQA Study Group, have compiled a checklist of items to consider when auditing/being audited
studies in which a typical DCT solution is applied.
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https://kouseikyoku.mhlw.go.jp/kyushu/000342477.pdf

Japanese guideline for eConsent CZA.

Japan Society of
Quality Assurance

Points to Consider for InNformed Consent Using Electromagnetic Means in Clinical

Trials and Post-marketing Clinical Trials

Basic principles

1.

2.

On the premise that an explanation, questions, and answers, etc. related to the clinical trial are provided at the same
level as a conventional face—to—face setting under the responsibility of the investigator and sub—investigator, it is
possible to explain/obtain consent using electromagnetic means.

An explanation/obtainment of informed consent using electromagnetic means should be conducted after establishing a
necessary information and communication system, operating procedures, etc. based on the following points.

Points to consider

S0 hwd=
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Method of identification (identification, authentication)

Places and conditions for explaining/obtaining informed consent

Procedures for explaining/obtaining informed consent

Requirements for electronic signatures, etc.

Provision of written information/informed consent form and related matters

Handling of documents foundations first:
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https://www.pmda.go.jp/files/000263504.pdf
https://www.pmda.go.jp/files/000263504.pdf
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https://www.mhlw.go.jp/content/000895907.pdf
https://www.jpma.or.jp/basis/guide/lofurc0000001z4t-att/information_20231115.pdf
https://ja-pro.jp/pdf/%E3%80%90JAPRO%E3%80%91%E8%87%AA%E4%B8%BB%E3%82%AC%E3%82%A4%E3%83%89%E3%83%A9%E3%82%A4%E3%83%B3.pdf
https://www.pmda.go.jp/files/000270881.pdf

Japanese guilideline relating to
Telemedicine

Points to consider for the evaluation of efficacy and safety using information collected as electromagnetic
records by information and communication devices in clinical trials and post-marketing clinical trials  September 20, 2024

Positioning of this guidance

In clinical trials, it is possible to collect data from subjects and evaluate efficacy and safety using information
collected as electromagnetic records by information and communication devices.*

This guidance summarizes the points to keep in mind when doing so.

*Information and communication devices: Devices capable of collecting information as electromagnetic records and transmitting
information through telecommunications lines. There are devices that are solely used for communication and devices with
communication functions, such as video chat systems, mobile devices, and wearable devices.

Points to consider

Efficacy and safety evaluation via video chat system
Collecting data using mobile devices, wearable devices, etc. and evaluating efficacy and safety
Ensuring the safety of subjects

Reliability assurance for information and communication devices
Security measures

Instructions for use

foundations first;
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2 Organize issues and points to consider when implementing DCT, focusing on eConsent, Televisits,
collaboration with Satellite Sites and Home Nursing.
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DCT Checklist

eConsent

foundations first;
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Polnts to consider when
auditing/being audited in the study
of applied eConsent

- <Sponsor>

Confirm that the IRB reviewed and approved the informed consent process in using
eConsentincluding all materials related to eConsent, such as videos, etc.

Check the specifications whether the device to be used complies with applicable
regulatory requirements.

Discuss in advance with the service provider about the procedures and documents that
need to be prepared, such as manuals for medical institutions and study subjects, and
how to deal with system troubles.

When explaining and obtaining consent remotely, it is necessary to prepare appropriate
communication methods, such as video calls and confirm any measures for obtaining.
consent after confirming that the subject sufficiently understands (
understanding degree test, etc.) foundations first:
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Poilnts to consider when CZA.

Japan Society of

auditing/being audited in the study s

of applied eConsent

<Medical Institution> <Common by Sponsor and Medical Institution>
Itis necessary to establish - itis necessary for both the investigators and
procedural documents for the subjects to confirm each other's identity

electromagnetic records (handling of
the original consent form) to enable
the use of eConsent.

using the identification documents.

It is desirable that specifics to authenticate the identity
of the person signing the electronic signature will be

- When explaining and obtainin , , , ) .
P g g established in the information communication system

consent, secure a location where the
privacy is protected without any
problems in the internet environment.

foundations first;
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eConsent: JSQA Study Group’s opinion QA

Japan Society of
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eConsent can be applied when established guidelines are followed! Furthermore, it is recommended that both
processes for providing and obtaining informed consent be performed remotely. However...
*Thorough advance preparation is needed, and prior sufficient consultation and confirmation is needed especially
when dealing with service providers.

- Facility protocol and proper infrastructure must be established, and an understanding on the use of eConsent s
mandatory.
*Paper versions of all consent forms must be prepared for times of system error and for when requested by subjects.

*Itis also perceived that use of electronic explanations (via video) can result in a weaker understanding, therefore,
supplementary accommodations must also be made available as needed .

- Extensive and careful attention to detail is necessary for confirming the subject’s identity, level of understanding,
and their current situation when using fully-remote eConsent.

While it is considered possible to acquire eConsent remotely from the first encounter, preparations must be made
to have methods ready for directly communicating with subjects, including video calls and excluding vmce,gnly X l-

time communication.

foundations first;
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DCT Checklist

Telemedicine

foundations first;
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Polnts to consider when
auditing/being audited in the study
of applied Telemedicine

<Preliminary consideration by both the sponsor and the medical institution

conducting the trial and provisions in the study protocol >
*When planning study protocol, thoroughly consider whether endpoints for safety and efficacy
can be appropriately evaluated by reflecting the limitations in telemedicine.
- Stipulate in the study protocol how to document clinical trial related medical records at the
medical institution conducting the clinical trial (items observed through telemedicine,
including records of deviations, etc.).
*Determine how to manage the subject’s visit when requiring any medical treatment due to
AVSVASTA =S

- Stipulate the benefits of telemedicine and the handling of the disadvantages that mayTest

from it for patients and their families, etc., in the study protocol an L,CF pe]:orehand.
foundations first:
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Telemedicine: JSQA Study Group’s opinion (@)Y

 Thorough analysis is to be performed for each individual clinical trial, and it
Is thought that revisions will be necessary, as proper countermeasure review
will be needed for stakeholders and regulatory authorities when issues arise.
In that event, individuals will also refer to related notices for telemedicine
with regard to standard medical treatment.

* [tisrecommended to refer to case studies as they relate to telemedicine.

« [tisthought that there will need to be a feasibility analysis, and both
sponsors and medical institutions participating in clinical trials will have a
mutual reconciling regarding cost of compensation/reimbursements for
expenses incurred, telemedicine medical itemization surcharges, and
infrastructure cost burden necessary for telemedicine.

foundations first;
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DCT Checklist

Satellite Sites / Home Nursing

Satellite site: A medical institution located close to the patient’'s home that
performs clinical trial-related practices for the patient based on the instructions of,

or in cooperation with, the clinical trial site.

foundations first;
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Points to consider when auditing/being

audited 1n the study of applied Satellite
Sites/Home Nursing

<Common items among Sponsor, medical institution and satellite site>

Clarify the clinical trial implementation system and the scope of work whether the contract between sponsor
and medical institution is executed in accordance with J-GCP

Select and confirm the selection records of home nursing stations. If the home nursing vendor is not involved,
consult with the medical institution if their cooperation is available.

Establish appropriate structure of clinical trial implementation that utilizes satellite sites, home nursing, home
nursing vendors, etc., and to clarify the roles and responsibilities of each party.

Consider and develop procedural documents (e.g., emergency procedure, procedures for home administration,
procedures for receiving and storing investigational drugs, etc.) that need to be supplemented with the current
procedure.

The sponsor provides necessary training and ensures that staff in home nursing station* receive training by the
sponsor or medical institution or satellite sites. =

foundations first;
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Satellite Sites/Home Nursing: JSQA Study
Group’s oplnion

« Clarify the scope of business and the DCT implementation system. Confirm
whether the trial falls under a contract based on Article 13 of the Contract for
Clinical Trials or Section 2 of Article 39 of an Outsourcing Contract.

 Thorough analysis is to be performed for each individual clinical trial, and it is
thought that revisions will be necessary, as proper countermeasure review will be
needed for stakeholders and regulatory authorities when issues arise. Furthermore,
refer to the Health Insurance Act, the Long-Term Insurance Care Act, and related
notices.

* |tisrecommended to refer to prior existing case studies as they relate to

foundations first;
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Summary of JSQA Study Group's opinion QA

[Why DCT] e
Has the potential to create ideal clinical trial implementation environments for both
subjects and sponsors.

[What DCTJ

The extent to which DCT is used may also depend on the specialization of the clinical
trial (disease, protocol etc.).

[How DCTJ

Consider how each trial and investigator site can respond by referring to existing case
studies.

[Shape DCT]
Implement feasible components found via accumulated case studies.
[ Future DCTJ

Create better policies and guidelines by learning from accumulated case studies —
(including Trial & Error).

=¥
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Next step in JSQA Study Group QA

Japan Society of

With the introduction of DCT, patients will have more opportunities to participate
in clinical trials, and both sponsors and clinical trial sites can expect an
acceleration in the trial process.

We will continue to explore and implement feasible measures step by step!

« Refine the DCT checklist to make it more user-friendly and suitable from an
audit perspective.

« Conduct user evaluations when using the DCT checklist and performance
assessments of DCT to incorporate the results into the checklist.

foundations first;
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Domestic Clinic DCT Model CRC1 F QA

Japan Society of
Quality Assurance

(COVID-19 Investigational PI/SI , CRC2
Drug Clinical Trial) I L = b
I S o Il

Home-visit g& @ Subject
Nursing Care o

y \

y \

Y, =
’ \
5 Investigational Drug

1. Subject home-visit via DCT car Management Support
= 2. Online Conference System:
) 2-1 Provide & Obtain Written Informed Consent
ttttttaad 2-2 Specimen Collection
. A 2-3 Perform Observation & Recording
« o) o ! 2-4 Confirm Investigational Drug Administration
= — N
Results are recorded in a timely manner in cloud-based e e e

electronic clinical records

foundations first:
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Refer to Tokyo center clinic website
https://www.youtube.com/watch?embeds_referring_euri=https%3A%2F%?2Ftokyo-center-
clinic.studio.site%2F&source_ve_path=Mjg2NjQsMTYONTAz&feature=emb_share&v=mYAA51g4144
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Patients

. - -
Telemedicine “.‘ Patients ‘ Visit .’ isi
"‘ Visit

Visit Primary institution Satellite institution
Primary institution Contract on Satellite institution investgator 8 ? :
assignment of . e =
Eﬁﬁf;ﬁt‘—’?- trial-related (*) OsakaMedicaland ' Telemedicine ¥
ﬁéﬁ _ activities omru Pharmaceutical University Hospital - -‘ .
* National Cancer Center Hespital - i ~ f—a
- Obtaining informed consent * Assistance with study assessments S ) T
Pu »  Some tests for clinical trial e R : through MIROHA* *
«  Assessment of eligibility . Assist th " t BT DTS Liatson
» Investigational product administration ‘ S'SE. a.nc?t“f' | reng_o € {Ie-corgsen L
. Tests for clinical trial or clinical trial continuation etc. eConsent on Mi

Assessments for clinical trial etc.

*CRC : Clinical Research Coordinator
**MIROHA : DCT platform
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Refer to National Cancer Center Japan website
Chugai, NCCH, OMPU and MICIN Start Company—Sponsored Phase I Study in Oncology with a
New Decentralized Clinical Trial Structure | National Cancer Center Japan foundations first:
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https://www.ncc.go.jp/en/information/press_release/20200508/index.html
https://www.ncc.go.jp/en/information/press_release/20200508/index.html
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https://www.jpma.or.jp/information/evaluation/results/allotment/gbkspa00000017ol-att/DS_202208_DCT_f01.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/gbkspa00000017ol-att/DS_202208_DCT_f01.pdf

Thank vyou!

Contact:

terumi.mitsumori@ppd.com

foundations first;

RQA International QA Conference 2024


mailto:Terumi.mitsumori@ppd.com

	スライド番号 1
	スライド番号 2
	スライド番号 3
	スライド番号 4
	スライド番号 5
	スライド番号 6
	スライド番号 7
	スライド番号 8
	スライド番号 9
	スライド番号 10
	スライド番号 11
	DCT Checklist 
	スライド番号 13
	スライド番号 14
	スライド番号 15
	DCT Checklist 
	スライド番号 17
	スライド番号 18
	DCT Checklist 
	スライド番号 20
	スライド番号 21
	スライド番号 22
	スライド番号 23
	スライド番号 24
	スライド番号 25
	スライド番号 26
	Thank you!

