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Managing Commercialization Uncertainty

+ Rarely do actual outcomes match one extreme possibility or
another
- Prepare for a reasonable range of likely outcomes
+ Donitignore extremes
+ Consider making at-isk investments to blunt or leverage resulting
impact of important potential events.
+ Geta head start on dealing with likely outcomes

+ Have a strategic Plan ‘8"
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Global Commercialization Strategy
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Executive Summary

Large patient population increasing at 8% CAGR
26 mil s, =285 mil worldwide:
$116 bl direct U, medical costs in 2007

Metformin, sulfonylureas mainstays of oral therapies
PP, GLP1, long-acting nsulins dominate combo therapy
525 bil U, therspeuticsmarket by 2015

Risk-factor reduction
Benefits in vulnerable patient populations
Delay or prevent disease progression

Nor-systemic,new MOA may be stractive to FOA, physicans
Potentia positve effects on co-morbidities (.5 Ipids)
Potentiafor weight reduction and delay of disease
progression
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XXX-001 TPP (cont.)
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Comparative Profiles
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IRISYS

Concept to Commercial: A linical and Regulatory Outlook
BIOCOM CRO Committee Serminar

October 1, 2017

Louis Scotti
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IriSys:
From Preclinical to Commercial
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Why is Commercialization Planning Important?

+ Success is difficul to achieve and depends on early key decisions
+ Product launches are complex and require preparation starting
early in development

+ Successful partnering requires more than good clinical data; value
to diverse stakeholders must be convincingly demonstrated

+ Successful commercialization planning is a key component of a
strong and compelling BATNA®
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Commercialization Uncertainty is Multi-focal

+ Product uncertainty
+ Commercialization preparation must start long before clincal trials labeling
claims, pricing & reimbursement are fialized
+ Market uncertainty
+ Shifing medical practices
+ Compeitor response
+ Partnering inerest
+ Organizational uncertainty
+ Available resources.
+ Financialhealth
-+ Investor, equily market pressures
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Below Forecast is the Norm

Exhibit 1: How launches perform against expectations.
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