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Regulatory sciences?

A7 3o

- The science of developing new tools, standards, and approaches to assess the safety,

FDA
efficacy, quality, and performance of all FDA-regulated products.

- The science of predicting, evaluating, and determining, fairly and promptly, the quality,

PMDA efficacy, and safety of pharmaceuticals, medical devices, and regenerative medicine

products, based on scientific knowledge.

- A range of scientific disciplines that are applied to the quality, safety and efficacy
EMA assessment of medicinal products and that inform regulatory decision-making

throughout the lifecycle of a medicine

- Regulatory scientists use highly developed knowledge and skills from a range of
HPRG disciplines to make, or contribute to, risk-managed and evidence-based decisions about

health products.
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Regulatory sciences?

Regulatory Affairs vs. Regulatory Science

Regulatoryaffairs ™% | How to comply with regulations
s reactive nature

+ based on synthesis (integration) of
i rf:guiations ,
(i.e., how to comply with several
requirements at the same time)
+ strives to fit science into regulation

:

Mutual influence
_ ) 2
Regulatoryscience ™% | How to evolve and optimize regulations
' * proactive nature
* based on analysis of regulations
+ strives to fit regulationinto science

Science

Ref.

Torbjo"rn Callre’us ¢ Christian K. Schneide,

The Emergence of Regulatory Science in Pharmaceutical Medicine,
Pharm Med (2013) 27:345-351
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Ref. FDA Guidance (FDA-2021-D-1128)

S MY AArA|H (Decentralized Clinical Trials; DCT)

"UAMAIE BT U8 = I E ZE0| A" XEinvestigator) 2 £ E 22|E A0 XM O[O XK= AMAIE"
(A clinical investigation where some or all of the trial-related activities occur at a location separate
from the investigator’'s location.)

m Direct-to-patient
Wearable devices . —l ﬁ* < ShlmeHtS_ & *
> Bl - [
. , f \ Telemedicine
ePRO/eCOA

Home nurses
Bl
e-Consent @ \. Call center

Family doctors coordination

Ref. CMIC HOLDINGS Co., LTD

XFX o| ExI
(=2~ DCT2| %
2 Al HEAYAIEY
=] Xl 2 : — : —
‘/ I—l-xl- E H o Ol Recruitment Web based (social media) Hospital, Medical clinics
v QAFA|S RIsHo| oA _ _ —
O o 0 L-—_o—| ——l O Patient population No limits Local
2 SR ; ) -
‘/ Hl o -Q-J_I—I- —-II Pre-Screening Electronic questionnaire Telephone calls
o
v E” OI E‘I 'ITXI Study sites Few (site-less) Many
pafing I atient visits ess frequent (Home based patient, any (in person
v oA 2|AT ZA Patientvii Less frequent (Home based patient) Many (in person)
Informed consent E-consent In person
Data collection Mobile device Collected by study team
Cost Cost-effective Costly
QOutcomes Connected digital tools Collected by study team

[ ] A CHAEIII_.I‘!-'LH‘E.'EI
m =29XEaA

Z£3 modified Int. J. Pharm. Sci. Rev. Res, 2021




A record number of drug trials are expected to utilise
decentralised elements in 2022

Initiated worldwide drug trials identified as involving virtal/decentralised
components

1,408

1,208

1,000

200

2022

Trial categories by start date. Includes intervional drug trials which GlobalData identified as mentioning decentralised/virtual

companents in clinical registry protocols. 2021 figures include trials scheduled to bedin before the end of the year.

Source: GlobalData

CLINICAL TRIALS ARENA
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