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Clinical Trials Charter “E&g R 8 2% R

1.

“To avoid the proliferation of trials that do not
contribute to valid or actionable scientific
evidence, we will prioritise support for
randomised controlled trials that address key
public health and clinical needs, are well
designed and sufficiently sized to generate
reliable evidence, are consistent with good
clinical practices and ethical principles and
engage our citizens to strengthen confidence in
science.”

https://www.gov.uk/government/publications/g7-health-ministers-meeting-june-2021-
communique/g7-therapeutics-and-vaccines-clinical-trials-charter
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Agenda item 16.2 24 May 2022

Strengthening clinical trials! to provide high-quality
evidence on health interventions and to improve
research quality and coordination

Draft resolution proposed by Argentina, Peru,
United Kingdom of Great Britain and Northern Ireland

https://apps.who.int/gb/ebwha/pdf files/WHA75/A75_ACONF9-en.pdf
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Human security and universal health coverage: Japan’s vision

forthe G7 Hiroshima Summit

The COVID-19 pandemic has made an unprecedented
impact on the international community and exposed
the wvulnerabilities of the present global health
architecture. Better governance and finance measures
are urgently needed to strengthen pandemic prevention,
preparedness, and response (PPR) for global health
threats and to create more resilient and sustainable
health systems that lead to universal health coverage
(UHQ).

-l . * t 1 *a ] 1 1]

Based on the lessons learned from gaps and vulnerabilities
exposed by the COVID-19 pandemic,* the international
community needs to furtherwork on policies, governance,
and financing to enhance the global health framework
with a focus on PPR for health emergencies.

More specifically, an integrated and holistic approach
is needed to improve international governance and
ensure sustainable financing to rebuild PPR within
the global health architecture. This approach reqmres
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* Pandemic Prevention, Preparedness and Response

(PPR)D 5% 5
* “100 Days Mission”Z& £ & [CR&DZEDH S ZE

Kishida F. The Lancet. 2023;401(10373):246-247.
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® Randomized (S >4 /nfb)
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Adaptive Platform Trial (APT)

Randomized controlled trials

Master
protocols

Adaptive
trials

Adaptive
platform
trials

1. APT is a prospective experiment — a trial — of alternative care strategies.

2. a platform, with a master (or core) protocol, upon which multiple questions
can be asked about the effectiveness of interventions for a particular disease
or condition

3. ‘adaptive’, distinguishes this class because, it uses information generated
during trial conduct to alter subsequent operations in a pre- specified way

Nat Rev Drug Discov. 2019;18(10):797-807.



Platform trial

Adaptive = “New Normal”?
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Flexibility to add new arms

Interim analysis

Standard of care
>4

Intervention 1 Arm dropped
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Lancet Global Health. 2021;9(5):e691-e700.



Adaptive = “New Normal”?

Superiority
>99% Pr OR>1

Prior Probability
Inferiority
>99% Pr OR<1

Posterior

Probability Futility
>95% Pr OR<1.2

Equivalence
>90% Pr
OR delta <0.2
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® Randomized (>4 Izfb)

® Embedding (BHEZZEANDIEHAF)

® Multifactorial(EIRFEITI DEZND R A-12)

® Adaptive(ZERE)
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New Normal &Cllnlcal Trial
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* Conventional <-> Pragmatic

* Small, strictly defined <-> Large, simple

« FTIRE <> BEEE

* Double blind <-> Open label

* Fixed ratio randomization <-> Response adaptive randomization
* Non-concurrent control <-> Concurrent control

c BEEXFB <> EMER

« BER <> HERKMAR

etc.
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