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IntroductionitolDigitallClinicalilrial

During COVID-19 Pandemic...

| cD
Return visit of QD

trial participants

v P
ch
Administration of

Investigational drug r_‘D

Reports of SAE and
protocol deviations

Sponsors should on conduct
of clinical trial and make the amendment of protocol.

Sponsors must follow the procedure approved by of
original site if to
another qualified site approved by TFDA.

Administration and delivery of Investigational drug
should be in compliance with Pharmaceutical Affairs Act
and GCP.

Trial participants could access investigational drugs
delivered by authorized study nurse or by the logistics
company qualified for GDP.

Establish standard protocol for administration and
delivery of investigational drugs, and record all works
for inspections.

To assure right of trial participants and maintain quality
of trial, TFDA recommend that sponsors and
investigators
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IntroductionjtolDigital[Clinicalllrial
Limitation of Traditional Clinical Trials

B S O &

Information Poor Long timeline  Limiting the
not easily compliance diversity of
accessible participants

e.g. only about 8% of cancer patients enroll in cancer trials

I
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IntroductionitolDigitallClinicalilrial

Decentralized Clinical Trials (DCT)

Decentralized

- All conducted
virtually

- Enable by digital
technologies

- Supply delivery

. Eully,

- Complex procedures - All conducted
(Injection, Cell therapy, MRI...) at a research
at a research site or local site

hospital

- Less complex procedures
(Vital sign, ECG monitoring ...)
via telehealthcare, remote
data collection, and direct-

to-patient therapy
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Introductionfto]PigitalClinicaljTrial

Emerging Digital Tools May Help

Real World Data Analysis Real-time Data Capture
0
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Remote Operation
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Introductionfto]PigitalClinicaljTrial

Digital Health Technologies in DCT

Digital
IAnalytics

E patient report outcome

NS ite Digital

CGollection

« Remote site « Social media

monitoring engagement Electronic data capture

Software as a medical device

« E-submission -+ Electronic
to HA/ethnics informed

Remote patient monitoring
consent « Telemedicine

« Real world data/real world evidence
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*COA= Clinical Outcome Assessment: PRO= Patient Reported Outcome
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O Digital Site Activation & Recruitment
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DigitallSite]Activation/&|Recruitment

E-submission to TFDA & IRB

NEDA MRCT cases were required to
be submitted by ExPRESS
system since 2020.

Q

All clinical trial cases needs to
submit using the ExPRESS
system since 2023 .

E-PRESS

FDA E Platform for Review & Submission

COVD-19
Outbreak

I]EB IRB have their own protocol tracking &
management systems (PTMS).

- ____________________________________________________________________________________N
* EXPRESS= E platform for Review & Submission MRCT = Multi-Regional Clinical Trial 9



DigitallSiteJActivationl&|Recruitment
Social Media Engagement

Taiwan
b(h‘uﬂmls INTRODUCTION  TAIWAN SPOTLIGHT  CLINICAL TRIAL CENTERS  TCTC  ¢'RB RESOURCES e

Home > News

News

Patient Recruitments
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Digital|SiteJActivation|&|Recruitment
Vaccine Trial Recruitment Platform
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More than 10,000 people
mmE ‘mmEcn| | was | registered on the 1st day.
| More than 30% patients
in the trials were from
the recruitment platform!

Taiwan Food and Drug Administration
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Digital|SiteJActivation|&|Recruitment
Recruitment Platform of Hospitals

Health Volunteer Recruitment Platform




DigitallSiteJActivationl&|Recruitment
Taiwan Clinical Trial Database

« Patients and sponsors can find...
Find a Trial Find a Doctor/Indication/Hospital

G BREASBATUDY
SREYRASIRE RS

TAIWAN PRINCIPAL
INVESTIGATOR DATABASE

-

Enter keyword...
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Database from ExPRESS

E - PRESS
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Electronic Informed Consent
ideo \ iew
[Exp\llanation] @ / 6 [ Di\;gram ]
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Electronic

Knowledge = .
Review © Signatures

(onsite/remote)
Improved
ComprehensionMlRecallfofiICEMEAdherence R
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Digital|SiteJActivationl&|Recruitment
Electronic Informed Consent
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According to § Medical Care Act/ §
Human Subjects Research/ § Act
for Good Clinical Practice

“...When conducting human
research, medical care institutions
shall ... first obtain a written consent
from the research subjects ..."

RequirementifodeSignature

- With the consent of the subject

- Information presented in its

integrity

- Remain accessible for subsequent
reference
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DigitallHealth]DatalCollectionl&fAnalytics

Digital Health Data Collection
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* EMR= Electronic Medical Record/PRO= Patient Report Outcome/EDC=Electronic Data Capture
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CIECQuestionnaire
CIREdiary,
CAWAE/SAEreport
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DigitallHealth]DatalCollectionl&fAnalytics

ePRO Example

« Follow up the adverse events after COVID-19 vaccination:

01 02
4

Scan the QR code at Read and agree to

the vaccination site personal
to key in the time of confidentiality
vaccination. agreement

£ S m = 03 ] BEE m = 04

FE| Be notified

& TR & R ERER

B AWM

Key in basic

T — information | st ek by Line
ERRRAG RO RE in Taiwan account to
_____ - CDC official key in the
Line 1 health
I .
account % condition
I G

Reference: Taiwan V-Watch COVID-19& mizfE- MR - FEEFEMERESIZE (cdc.gov.tw)
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https://www.cdc.gov.tw/Category/MPage/ucz02Kh3_q28Jena2Z3AoA

DigitallHealth]DatalCollectionl&fAnalytics

Clinical Trial Management System
N VB o7 2

\
S‘é’[ NATIONAL HEALTH RESEARCH INSTITUTES

BIXEI £ AR ERAR S S S R SR

NHRI Clinical Trial Information Management System

- JBBIR
| New protocol buildup

A =i Download

V2022.05.01 National Health Research Institutes. All rights reserved

http://ctimes.nhri.org.tw/Manager/Login.aspx?ReturnUrI=%2fManager%2fdefauIt.asBx

LA\ Taiwan Food and Drug Administration
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DigitallHealth]DatalCollectionl&fAnalytics

Key Points for Computerized
Systems in GCP inspection

System SOP for .
Name and Maintenance SOP for Training of

Version and Utilization Data Entry Personnel

Refer to FDA Guidancce

2002 General Principles of SoftwareValidation
2007 Computerized Systems Used in Clinical Investigations

SOP and Sufficient SOP for
Record for Backup and Data Change to
Data Recovery Security the system
Transmission Procedures

C . @B RS
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DigitallHealth]|DatalCollection]8&JAnalytics

Remote Monitoring (NCKUH)

9 © =
® =
Before e After
o . Monitoring o .
Monitoring Monitoring
. Contact the Clinical « Use Elsco VT\c/tebex . « After tEe r?opit?rip% is
Research Nurse (CRN) and inete;]mé;Msg ware, Log In over, the ¢ |n|c.a|1I trlq
book the date of remote o the screen center team will review
N operated by CRN, and the recording of the
monitoring. ) .
lock the screen. meeting according to
+ Sign the confidentiality . the "Personal Data
affidavit. * Turnon the 2 \_"deo Security Management
cameras and video Procedures “ on the
. ijited to EMR, clinical record in §oftware all the same day.
trial pharmacy documents process with no .
and clinical trial materials background graphic.
N paper ShOUId. be « Paper medical records
monitored on site
or other paper
documents are not yet
available for remote
monitoring.
y y v
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DigitallHealthlDatalCollectionl&¥Analytics!
Challenges of Remote Inspection

[Postponed on-site inspections during COVID-19 pandemic K

Conducted 2
partial remote
inspections

Prioritized domestic on-
site inspections:
COVID-19 vaccines

« Technological problems: sound
is not clear, volume is too low,
audio latency...

« The amount of time would be
increased: preparation of
equipment, inefficient
communication

Facility tour of
pharmacy via video
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Future Prospects

L{Consolidate international regulations and
develop guidance on DCT/digital tools
(e.g. EDA/EMA guidance)

Develop clinical trial systems
(Ex. clinical trial recruitment platform)

J Mock Remote GCP inspection

Government Resources Integration AT
(e:g. department of: medical affairs) 4N
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