Siplels@ @NE Elilic Proposition

By integrating value assessment into your portfolio
strategy & clinical development journey, we help you
pick the winners & get them to patients

Value and Impact Strategic Trends Assessment (VISTA)



So, a more integrated approach is needed, with Medical Affairs strategy playing a
key, cross-functional role in value creation throughout the development cycle

Portfolio prioritization and value assessment Clinical trial shaping Eliminates silos

- Is there an unmet need in key markets for a new product? - Are the active comparators in your trial appropriate providing end-to-
- Is the burden of illness recognized? Is further work needed across key launch markets? ~Yale ViSibility
to fully define? + Are outcome measures relevant and meaningful for
; : through an
- Are the key markets identified and how big is —6— patients, as well as regulatory bodies? . 9
the opportunity? * Are patient-reported outcomes validated lﬂtegmted
- How will the product be differentiated? and acceptable for HT,A assessment o/&f offering, led by
- What are the potential barriers to — LS mgrkets. ) I:I senior in—house
adoption? * Has a robust evidence generation plan |:||:||:| el ith
been created to maximize opportunities? SpeCK] Ists wit
/ Y/ diverse and deep
S expertise
Uptake and maintained life-cycle access Preparing for access and launch N
Under unified
* Has the product been approved at national + Does the proposed product label align with the value Ieodership we
and local level and is reimbursement in line with story and evidence being submitted in key markets? deli (,j
expectations? + Are the planned publications and communications =l .ence
« Are the data publications appropriate to maintain aligned with the access strategy? based, patient-
access? —e— + Do any of the key markets have special communication focused solutions
+ Are real-world data being collected and utilized to requirements? that optimize
demonstrate sustained value? - What would the value story look like for I
* Is the value proposition delivering on the different target profiles? audience
promise to patients and payers? —h - Has the landscape changed since the engagement and
= early stages of your value story concept impro\/e access
and design?
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Value-based strategy: We offer a framework for applying an ”
integrated value optimization approach across the entire lifecycle cssessment

VISTA

Value and Impact Strategic Trends Assessment

-2  Multiple portfolio assets * Right outcomes » Changing competitor * Delays in access
‘o to prioritize in pivotal studies landscape and uptake
Q. * Picking the winners + Competitive TPP + Regulator pushback + New indication timing
g + Assessment of clinical * Inclusion of right PROs on endpoints » Field training
S development plans « Country/regional * Evidence gaps « Price erosion
g * In-licensing due variability in treatment + Timing of launch impact - 2nd indication
g diligence assessment pathways « Reimbursements delays « Variation in stakeholder
_g * Value forecast — ROI » Timely RWE plans « Price discounts perception of value
JQ Phase 2 é Phase 3 g Launch 4} LCM
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framework . .
Integrated evidence planning Patient preference research

LCM, life cycle management; PRO, patient-reported outcome; RO, return on investment; RWE, real-world evidence; TPP, target product profile.



VISTA Decision 1 Portfolio prioritization + value assessment

Our framework to rapidly assess the opportunity of an asset and inform
internal strategic decisions on portfolio prioritization (e.g. clinical trial

VO | U e O SS e S S m e ﬂt fI’CI m eWO rk design, Go/No-go investment decisions, pricing strategy, integrated

evidence generation plans)

Value Story Comparator Framework output

Pre-determined criteriafor assessing launch prioritization | Ranking

Target Product Profile: Staralumab (brand name Argentag)

Staralumab SWOT analysis
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We work with you to identify We utilize a combination of The research is used to The output is a comprehensive
critical success factors relevant primary research (e.g. surveying generate for each asset, a value assessment, enabling
to your asset’'s development local affiliates) and secondary comprehensive SWOT with decision-making on asset
stage, such as market size, research (ranging from TPP and competitor & environment investment & prioritization,
competitor landscape, clinical market research, to industry analysis, which inputs into the value story development, and
differentiation, and reports, congress reports, and value assessment framework evidence generation strategies
reimbursement potential company press releases)

C.).



Portfolio prioritization + value assessment
We have experience supporting portfolio investment decisions
by considering multiple factors which drive value

Key assets and value drivers to be aligned with company priorities

Criteria for early value assessment (examples)

#1 #2 #3 #4 #5 #6
Is burden of |Is target Is position |Is Are Are other Need for
Burden and Development |disease and [ population |in Tx diagnostic | primary assets in additional
unmet need Asset unmet need | identifiable? [ guidelines | available [outcomes | development valicljclxtion
identified? clear? inroutine [and PROS | for indication?
HTA practice? | validated?
/
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reimbursement prevalence A
conditions o
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Differentiation (6 e Treatment
vs alternate algorithm
treatments e o position A
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clinical Diagnostic
outcomes available
incorporated F
Illustrative worksheet Meets criteria @ some gaps Significant gaps



Portfolio prioritization + value assessment
Incorporating burden and unmet need assessment early will
ensure a platform for value creation

Structured and pragmatic approach to evidence review

Contents A Most relevant topics/outcomes for
guidelme section

Gap analysis and [ Objectives and 14
recommendations _} methodology
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Executive summary
‘ Targeted literature review results: Overview
Results: Epidemiology
‘ Results: Clinical burden
‘ Results: Humanistic burden
Results: Economic burden

Limitations
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OVERALL, THERE ARE QUALITY STUDIES IN PROSTATE CANCER IN EPIDEMIOLOGY,

MORTALITY, AND TIME TO DISEASE PROGRESSION, EVEN THOUGH GAPS EXIST

Overall Strength of Evidence by Value Domain

g the established burden and levels of
O prioritize additional requirements
ence planning




VISTA Decision 1 Portfolio prioritization + value assessment

An integrated approach to value asses

Medical Affairs HEOR and Market Access
M v
Burden and
unmet need ’
(\)/3*::;%?:16903' Incidence &
incorporated prevalence
Diagnostic Treatment
2l algorithm
available -
position




VISTA Decision 2 Clinical program for value optimization

Landscape

analysis

Country | :National HTA dutcomes : > Payer decisions on pricing and coverage

@ Australia

England

deral Timent M H r manufatturer

Non-binding

Non-binding

Binding

Binding

Identification of payer and HTA archetypes

Situational summary

Device [ d 1/
connectivity

Sustainability

Medical benefit versus
pharmacy benefit

Innovative
contracting

- Regulatory, competitive landscape, access or reimbursement/coverage status

« Perceptions on devices, digital applications and/or application connectivity to
self-administered injectables, e.g, improvement on adherence

« Are there sustainability initiatives associated with self-administered injectables?

+ What are the implications of having an HCP-administered product (medical
benefit) to self-administered product (pharmacy benefit)?

» Do health insurance providers (by number of lives covered) differ in their
approach?

= Are innovative contracts in place for selected analogues? Potential link to
adherence menitoring

- Are there potential cost savings associated with self-administered injectables
(at home)?

Review of patient access mechanisms

A comprehensive review of the landscape across relevant markets, to capture
Market Access challenges that can impact commercialization and ROI

KEY OUTPUTS

Average time from HTA ment to reimbursement in Europe

France'

Germany
haty HEEEEERER
uK!

Belgium®

Ireland®?

Review of time between market authorization,
reimbursement, and market access

n (EU4+UK)

What s the range in % discount
(from 1+ to 2" indication)

Conlidantiol (at regional level)

Confidential discount

Review of asset pricing in original vs expanded indications



VISTA Decision 2 Clinical program for value optimization

We research analogues in other therapy areas to generate detailed insights into

A ﬂ O |Og U e reSGCI rC h country hurdles, clinical trial design, price potential & access strategy

Key considerations:

market access strategy, including economic, clinical, quality of

‘H Evidence package including specific data supporting the
life, patient-reported outcomes and real-world data

E Time between market authorization, reimbursement, and
market access (at the national, regional/state, and plan level)

Price including list price, reimbursement, and co-pay at
launch. Understand price evolution and provide insights on
pricing, discounting and contract arrangements

<

Budget impact of the analogue in ‘real world’ treatment
setting and assessment of relevant technology appraisals

(NICE, IQWIG)
¢
.(_* Determine the funding flow and key decision-makers



Clinical program for value optimization
C | Hv- | t t We guide your outcomes selection to ensure robust evidence which
InICO OU COmeS Ossessmen demonstrates value and meets market and regulatory demands

The importance of a strategy for demonstrating value throughout R&D program

Guiding development: Understanding the clinical outcomes landscape informs st g s
trial design, endpoint selection, and the evidence needed for regulatory/HTA o m———
success

Differentiated value: The clinical outcomes assessment will ensure meaningful
outcomes for patients, clinicians, and payers, demonstrating product
differentiation from early development

Our Approach: Evidence-Driven COA Selection & Validation

1. Landscape analysis 2. Instrument evaluation & 3. Robust evidence generation
We analyze competitor outcomes evidence gap analysis We provide strategic consultancy to
strategies, historical precedents We assess if the chosen outcome is address evidence gaps. Our services
with regulators/payers, and validated for the target population include designing tailored validation
systematically search trial and identify any gaps in studies (quolitotive, quantitative, RWE)
databases and literature for psychometric evidence or real-world and defining the clinical relevance of

relevant outcomes and validation. This includes “minimal outcomes/scores to ensure instruments
performance data clinically important difference” meet payer, regulatory, and clinical
MCID) evidence requirements



VISTA Decision 3 Value strategy for launch and life cycle management

Utilizing cross-functional expertise, market insights, and analogue research, we

Sce NAad r|O andad |YS|S generate a dashboard of factors influencing successful launch for alternate

scenarios. This can be validated with external stakeholders, including payers & KOLs

Time to reimbursement and other

. . Price recommmendations per country Final strategic recommendations
Examine scenarios that market factors are accounted for, and ) - - . i
. - . include a launch price corridor consider specific local challenges
are likely to be accepted country-specific payer insights are . : : : . . -
. . ) accounting for international price to implementation and risk
in each country interpreted to inform the market , S ;
referencing mitigation tactics

access strategy

m Achievable pri

2 Scenario 1 | Pre-determined criteria for assessing launch prioritization | Ranking
1
Pricin Factor Factor  Factor  Factor  Factor  Factor
Burden and benchmgark Country 4 #2 #3 #4 #5 #6
unmet need
(analogue) o/
3 4
. Treatment
Incidence & q -
revalence algorthm ]
P position
. 6 ] ]
HTA &
Regulator .
9 Y reimbursement -
approval & conditions
indication -




VISTA Decision 3 Value strategy for launch and life cycle management

Payer research enables testing of pricing scenarios, launch sequencing, and overall

POyer In Slg htS reseo rC h value perception of current and future treatments

Stakeholder identification —® Insights research via interviews e

|

Payer interviews cover all

Example Suggested payer sample -
countries 9 pay P pricing and launch

scenarios, to provide
- ; — comprehensive insights
- MR on value perception
v ccross markets

Output:

e Virtual advisory panel ]
robust, validated

insights on value
perception, to

inform pricing &

launch strategy

Building on research findings, a
panel will:

« Assess reaction to the

Recruitment criteria includes payers, payer advisers, 5
proposed strategy

or experts in the assessment/approval of relevant

therapies holding budgetary responsibility + Identify further evidence

requirements to support
pricing

+ Assess the potential for
innovative contracting or
outcome-based
agreements

@.
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Thank you

Valerie Moss, Chief Science Officer
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