Accumulus
synergy

Keeping Pace with Change

May 4th 2023



& Accumulus
synergy

CONTENTS:

The Need: An Industry Paradigm Shift

The Considerations: Cost Increases and Drug Lag
The Catalyst: Evolution of Evidence Generation
The Vision: Next Generation Data Exchange

The Collaboration: Responsible Innovation

The Impact: Global Convergence

The views and opinions expressed in the following slides and presentation are those of Accumulus Synergy Inc. and should not be attributed to any

particular member company or individual, any health authority, or any other organization with which the presenters are affiliated.



The Need: An Industry Paradigm Shift & Accumulus

o

Shifting from a document-centric
mindset to a data-driven approach

* Moving from a document environment to a data-
driven environment
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The Consideration: Cost of Drug Development & Accumulus

2003 2023

$800 Million

Annual Cost

$2.3 Billion

Annual Cost




The Consideration: Drug Lag "\Accumslyjnlelr{a‘;s

Imagine a world where global regulatory collaboration becomes the norm, rather than the exception.
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Japan: Australia: Brazil: China: Africa:
133 319 441 930 4-7 years

Drug Lag of Major L L L L L
Pharmaceutical Markets? 2 ? ? $ ? $
EU:

us Canada: Russia: India:

Leading in approval 145 366 902 ~4.5 years
of most drugs

1: EvaluatePharma, Deloitte analysis; 2: China, India, sub-Saharan Africa; ©2023 ACCUMULUS SYNERGY. EXTERNAL. 5



https://app.evaluate.com/ux/WebReport/welcome2.aspx
https://globalforum.diaglobal.org/issue/april-2018/reducing-the-china-drug-lag-2017-cfda-metrics/#:~:text=%E2%80%9CDrug%20lag%E2%80%9D%20has%20long%20been,China%2C%20was%20around%204.3%20years.
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2013.1307
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5691122/

The Catalyst: Evolving Evidence Generation & Accumulus

Digital Health
Technology

Databases

Wearables

Health Economics &
Outcomes Research

Medical
Records

Academic Biomarkers

Institutions
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The Vision: Next Generation Data Exchange synergy

Ingest

Ingest structured data and support
convergence of data standards
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Analyze

Analyze data to gain insights for
further knowledge management of
a drug product

©

Exchange

Exchange real-time structured data
between life sciences

organizations and regulators
o
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The Collaboration: Responsible Innovation & Accumulus

Accumulus Synergy is a nonprofit trade association working on behalf of industry to address the global need for digital transformation. To
help solve for this need, Accumulus Synergy is developing a transformative data exchange platform to enable enhanced collaboration and

efficiency between life sciences organizations and health authorities worldwide.
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SPACE and data exchange,
ultimately benefiting

LIFE SCIENCES-ONLY patients around the globe.
SPACE
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Our platform aims to
enhance the current
methods of information
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The Impact: Global Convergence & Accumulus

To transition into the future, all stakeholders in the regulatory ecosystem
must work together to drive towards harmonization.
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