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* Allow timely access for patients to =)+ Allow only well-studied drugs on the
address urgent medical need market

* Enable precision medicine, ‘difficult’ 4=+ Rely on robust study methodology and
indications end points

* Ensure sustainability of the innovation 4=)+ Ensure sustainability of health care
engine systems

Source: Eichler H. EMA - Medicines Adaptive Pathways to Patients (MAPPs). e O
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“MAPPs seeks to foster access to beneficial treatments for the right patient groups at the earliest
appropriate time in the product life-span in a sustainable fashion”.
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from the mission statement for -+
Accelerated Development of Appropriate Patient Therapies
a Sustainable, Multi-stakeholder Approach from Research to Treatment-outcomes
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Source: Eichler H. EMA - Medicines Adaptive Pathways to Patients (MAPPs). L A e A A

Conventiona scenario
“Flexible development and access pathways within .
the current regulatory framework that balance '
early patient access, public health and societal S

benefits”. RS

How is MAPPs different from Current Pathways? : M’_

* An early authorization of a product in a well-defined
and targeted patient population with a clear safety Emergingscenanc
and efficacy profile v
e The target population is adjusted as additional |
evidence becomes available :
At
* MAPPs relate to the entire life cycle from Fysve
development, through licensing to patient access !
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Source: EFPIA - Medicines Adaptive Pathways to Patients (MAPPs): Saving Time, Saving Lives
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Earlier revenue
stream & staggered
development costs
Decrease risks of
(costly) late stage
failures and post-
market withdrawals

Continuous
reduction of
uncertainty
throughout product
lifecycle

New risk
management
paradigm that may
restore public
confidence

@ Regulators

@daptive
reimbursement to
align value with
price and utilization
Continuous
risk/benefit
information flow to
better support
coverage decision:

Earlier access to
promising new
D medicinal
D products

Lower realized
harm

Source: Eichler H. EMA - Medicines Adaptive Pathways to Patients (MAPPs). L A e A A
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e from a “silver bullet”

* from RCTs only

* from big populations

* from focus on licensing

* from open utilization

mm) to a life-span management

mm) to a toolkit for evidence generation
m=) to small populations

mmm) to focus on patient access

=) to managed utilization

Source: Eichler H. EMA. Medicines Adaptive Pathways to Patients (MAPPs). e A L A AL
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Evolution of the MAPPs “Ecosystem”
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Indastry delivers A tegulatary
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Muitiple sources
of data and information

More timely access o Ly
needed new medicines e'p 1a
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The Drug Innovation Paradox
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Survival in 2L-CT MCC patients is poor (mOS: <5.7m
trials underway. These checkpoint blockers are and 12m OS: 0%) with low and short lived response
s o s e
lt::ittg';e's‘?;i:;:;ﬁb'e EXUERY? (EOREES Wi still alive at 1-yr with ORR of 33% and DDR >6m: 31%

Check point antibody inhibitors have over 1,000

Source: Alsaab H. et al: PD-1 and PD-L1 Checkpoint Signaling Inhibition for Cancer Immunotherapy: Mechanism, Combinations, and Clinical Outcome. (2017)
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Source: Beishon M. Approval rating: how do the EMA and FDA compare? (2014) & Liberty L. et al. The changing regulatory environment in Latin America (2015)
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Obtaining registration for a new product takes on average 22 months Cancer drugs take the longest time (26 months) because of the pharmacological evaluation

==

Source: IMS Consulting Group - Colombia’s access to medicines within the OECD countries’ context (2016) F I FARMA
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Few NMEs in OECD countries require 218 months for inclusion — in Colombia the average is 2.7 years

Only 6% of the launched products obtained POS (Mandatory Health Plan) listing

FIFARMA | £

Source: IMS Consulting Group - Colombia’s access to medicines within the OECD countries’ context (2016)
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Source: Liberty L. et al. The changing regulatory environment in Latin America (2015)
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= Process map model — Step 1
Stop ¥ - This model ndicas
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e Proocss map model Step 3
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