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DTP-IP : % H-#p A ™S 44 70 0%

Country/Health Authority Alternative Means of Drug Delivery — Permitted?

Australia Permitted. No notification required.

Belgium Permitted; Additional notification/submissions
considerations.

Canada Permitted. No notification required.

European Union (EMA)* Permitted; Additional notification/submissions
considerations.

Germany Permitted; Additional notification/submissions
considerations.

Japan Permitted. No notification required.

UK Permitted. No notification required.

United States Permitted; Additional notification/submission
considerations.

Source : DIA Global Forum Aug 2021
Urgent Need for a More Aligned Regulatory Approach for Clinical Trials
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Home Healthcare Nursing (HHN):
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Remote access to patient data for source data
review / verification (Remote SDx)
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Remote SDx IR 7 /%
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Remote SDx % 58 B & A3 (7,80
IRPMA/TCRA F* % % %

> 11/31/FF % * & 8P FF 3¢ i7 remote SDx

ALK B (WebEx, MS Teams, Skype for Business, Site
Vault)

Fde 3o P gt 4F 2 T 5 (Site Vault, Amarex in-house
developed EDC platform, ClinTrak (CTMS))
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Remote SDx P = H 8 & AT/

Source: Internal Data from One company during COVID-19

AR R 0 T R R

» Australia: 50% sites grant remote access. Part of them request guarantee letters complying with site
confidentiality policy

» New Zealand: Allow remote EMR access

» Japan: No Regulatory Guidance and No restriction for remote data review. Some sites allow remote
access to EMR.

» EU: Only when in line with national law, only during COVID-19 crisis. Options fore remote SDV:
Sharing pseudonymized copies of trial related source documents with the monitor (e.g. electronically);
Direct, suitably controlled remote access to participant's electronic medical record; o Video review of
medical records with clinical site team support, without sending any copy to monitor and without the
monitor recording images during the review.

» North America: Remote source data available at 95% sites and 60% in Canada. (additional agreement
need to be signed)

S ETONCT LN RN EES
» Korea: Direct access remotely to site’s EMR system isn’t allowed. Confirm with site for using portals,
video conference or teleconference.

» Malaysia: Direct access remotely to site’s EMR system isn’t allowed in general. But some sites allow
CRA to take control via WebEx using CRA log in.

» Singapore/Hong Kong: Not allow to share EMR directly. Certified copies are used.
»; Thailand: Only one site allow CRA to take control via WebEx. Certified copies are used in general.é87
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Remote SDx:#E 3k % 3134
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Taiwan Clinical Research Association
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3. ERMAREBRIESE

a. Patient centralized in Medical Centers, but also with many
competitive studies

b. Difficult subject recruiting for studies with limited patient pool in
Taiwan

c. BETEANES (HIUNERE 2P - investigator personal
networking - Taiwan Clinical Trial Consortium) - HE A%
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Taiwan Clinical Research Association
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https://www.taiwanclinicaltrials.tw/tw
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TaiwanClinicalTrial.tw is an informaﬂon platform that provides the public, TC.%JS\ ﬁ ﬁ M ﬁ ﬁ Eﬁ 1& =

academic, and industry with compwe information about clinical trials in Taiwan. Taiwan Clinical Research Association
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(Potential Solution for the future) Thide trial:

. : . . Enables the user to hide the
Designed with Patients, For Patients trial from the grid view. Hidden

Bookmark trial: trials can be recalled using the

Enables logged in users filter pane
to bookmark the trial

snowing: 1 -10 or ZZ tnals I NgIS per page Rl v
DISTANCE COMMITMENT  SYATUS ACTION Mark as
Interested:
Astudy Of DIUGABC N (100t canear 39 - Visits Seeking B = Save the trial
patients with advanced o 52 dGr Drug ABC 12 Mi 18 - Months Participa
solid tumors * F—asa high
priority
Astudy of Drug IRXin (o oo o oonar 32 - Visits Seeking 2 bookmark

patients with advanced

= iaiaiittatic Colon Cancer ':,0 Drug 1RX 13 M 16 - Months Participants 'ﬁf . Notes .
\ Shows the

A study of Drug 123 in .
user which

+ @
patients with advanced < O10rectal Cancer, 38 - Visits Seeking fF

123 15 Mi
Colon Cancer (’O Drug 18 - Months Participants v
solid tumors ﬁf

trials they
\ New Trial Indicator: have written
Gold bar next to trial number 3 and shows the userthe | | personal
trials that have been posted since their last search notes about

Source: https://www.transceleratebiopharmainc.com/assets/clinical-research-access-information-exchange-solutions/
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p “Improving Investigative Site Contact Options on Clinical
Trial Registries: Making It Easier for Patients to Find Clinical
Trials” (Link to paper)
—— Request a demo of the "Registry of the Future” from Jeneen
‘% Donadeo (TransCelerate Program Director):
— Jeneen.Donadeo@transceleratebiopharmainc.com

Demo video: What is the Clinical Trial Registry of the
Future? (Link)
¢ | Demo video: Searching for Clinical Trials (Link)
<+—— Demo video: Evaluating a Clinical Trial (Link)
eBook: Clinical Trial Registry of the Future (Link)
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