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610

Adults in the US
have a chronic disease

4,10

Adults in the US
have two or more

Source: CDC website



THE LEADING CAUSES OF DEATH AND DISABILITY
and Leading Drivers of the Nation’s $3.8 Trillion in Annual Health Care Costs
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Challenges: Duration and Costs are Increasing

Historical Clinical & Regulatory Durations
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Challenges: Increased Complexity of Trials and Investment Areas

Complexity and Customization

Phase Il Pivotal Trials 15-Year CAGR
(means per protocol)

Total Endpoints 6.9% IPO’s by Therapeutic Area

Total Eligibility Criteria 31 34 30 -0.2%

Total Procedures e 17 263 i THERAPEUTIC FOCUS 2021 2020 2019 2018

Number of Substantial Amendments 2.0 2.3 3.4 3.6%

Total Countries 6 2 15 6.3% -

Total Investigative Sites 40 65 87 5.3% Cancer 9 34 15 17

Number of data points (in 000s) 494 924 3,560 14.1%
Rare 1 12 3 8

Source: Tufts CSDD SR e et e

ource: Tuftscsbp——— Al sudoiDughedemey Immune 1 6 4 5
CNS 0 4 6 1
Infectious 0 6 0 5
Other 3 8 10 8

"Other" includes liver, eye, heart, gastrointestinal, metabolic, ear, skin and kidney.

Source: Biopharm Dive



Challenges: Lack of Diversity in Clinical Trials and Growing Disparity
in Health Equity

FDA STATEMENT

FDA Offers Guidance to Enhance Diversity in
Clinical Trials, Encourage Inclusivity in Medical
Product Development

f Share in Linkedin % Email =~ & Print

For Immediate Release: ~ November 09, 2020

Statement From: Commissioner of Food and Drugs - Food and Drug Administration ( December 2019 -
January 2021)
Stephen M. Hahn M.D.




Opportunities are Many: $, Tech, Regulatory Flexibility and COVID learnings

>

BIOBUSINESS BRIEFS - 20 JANUARY 2021

2020 biotech IPOs shatter all the records
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harmonisation for better health
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Accelerate Global Regulatory
Transformation
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A global crisis the of di 2019
(COVID-19) can transform drug development and review. It has
d ilities and inad ies in the global healthcare
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Focus Areas for Progress in Chronic Disease

1. Collaborative Investments: Technology and Biopharma improving lives together, partnering with
regulators on frameworks

2. Early Disease: Clinical Trials and Regulatory Frameworks targeting early disease treatment -
novel trials and endpoints leveraging strong regulatory framework for decision making

3. Diversity: As sponsors and regulators - we must take action now

4. Innovative Trial Approaches: Industry and regulators are partnering to enable novel, valid
approaches for regulatory decision-making

5. Incorporate Patient Voice: With a patient focused approach, we can run more patient-centered
trials, measuring outcomes that matter for their health



Doing now what patients need next



