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Module 12:
Market Access

How to develop a market access strategy for your

medical device



H Ith
Innovate nnnnnnnn
u N etwo k
ooooooooooo
O t I .

This module will cover:

e What a market access strategy is and why it is needed

e The key elements to consider when developing your strategy, including:
o Market
o Product
o Access

e The main takeaways from the module

e Multiple choice questions to test your understanding



Market Access Strategy

Developing a product that is safe and effective is not enough to drive adoption

and market success.

Understanding your market, how your product fits, and what is needed to

access that market and begin selling is very important.

solution to market.

Creating your market access strategy early in the product development process

| The market access strategy is the comprehensive plan to bring a new product or

IS critical to success.
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Market Access Strategy in practice

e A clear market access strategy helps reduce risk and maximise the likelihood of a successful

product launch.

e Begin planning early and ensure that market and customer insights shape the product strategy

from the outset:

o Define the target market with precision.

o Clearly articulate the product’s value proposition.

o Develop a focused stakeholder engagement plan.

o Build a robust route-to-market and access strategy.

o Understand who will pay and how to price the product.



Market Access Framework

WHO? WHAT? HOW?

Market Product Access

Pathways, market Problem definition, Partnering, evidence,
Sizing, competition, solution, value pricing, promotion
influencer network proposition

Business

Business case,
portfolio, M&A
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Define your target market:

ldentify the condition(s) and their epidemiology.
Understand current management: specialty, care pathways, unmet needs (diagnosis and

treatment).
Analyse available and future products/solutions to understand the competition

Determine decision makers (buyers and users), key stakeholders and influencers.

With this information mapped out, you can start to develop your Value Proposition and Market Model
& Business Case based on the impact you think your solution will have on the target market as it

exists today.



Epidemiology & Unmet Treatment & Care

Need T Companies Influencer Ecosystem
e Understand disease e Determine the e Identify current and e Identify organisations,
dynamics, size of diagnostic, therapeutic future competitors individuals,
populations impacted and follow-up publications & events

e Complete competitive

and drivers of disease pathways and regional . . . that shape the market
- variations analysis to identify

e Identification & strengths & e Review includes KOLs,
prioritisation of unmet e Identify where the weaknesses professional & patient
needs and customer technology will fit and o Analvsic of evidence organisations,
pain points to create a improve the pathway basey KOLs. GTM journals, guidelines,
compelling value . ' o and digital influencers

. e Identify future strategy & pricing
proposition
pathway changes

e Identify other
companies in the
ecosystem as potential
partners and
collaborators

driven by emerging
technologies
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Innovation is driven by finding and fulfilling customers' unmet needs and helping them solve their
problems. Identifying pain points and articulating these needs are critical in defining a product and form
the foundation of your intended use statement and your value proposition.

The intended use statement is not just a regulatory statement but the foundation of your product, how
you develop and position it.

Your value proposition is the promise of value: how you are going to solve a specific problem better than
the alternatives, and how you prove that.

What specific role are all the stakeholders playing and how can you get input from the critical
decision-makers and stakeholders?



Product Strategy Components

Intended Use Value Proposition

e Outline the solution’s intended

use.

Medical indication
Patient population
User group

Part of the body

O O O O

This is the foundation for
regulatory strategy and
documents, development
program and value proposition

e Thisis the compelling promise
of value

e Which problem is your solution
going to solve?

e |s this the customers biggest
unmet need?

e How is your solution going to

solve the problem better than
any alternative solution?

Stakeholder Map

e Which healthcare professionals
are involved in caring for this
patient population?

How do they work together?

Who are their partners and
influencers?

Laying this out in detail is
critical to selecting the right
KOLs and partners and
developing your launch
strategy
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e Gaining regulatory approval for your product is just the start of the access phase of your
Go-To-Market.

e Ensuring reimbursement, inclusion in guidelines and formularies and a positive NICE
recommendation are all likely to be instrumental in gaining adoption in clinical practice and
becoming commercially viable.

e To achieve this you need to understand healthcare system priorities, adoption pathways and
evidence requirements to ensure you have the necessary data as you launch your product.

e Your access strategy needs to be defined early on for engagement with the right KOLs and
partners to make your commercial launch impactful.

e Your launch plan will activate the market and drive awareness and adoption of your product.



Access

Health System Adoption Pathways Evidence Requirements

e Understand strategic
priorities, funding
strategies, system
structure and
technology focus

e Identify alignment
opportunities

e Identify key bodies
and organisations
requiring future
engagement

e Document complete
“end-to-end” for
technology adoption
centrally and locally

e |dentify key bodies
requiring
engagement

e Understand
structure and
membership of
approval bodies

e Understand level &
type of evidence
required to secure
health system
endorsement and
adoption

e Detailed analysis of
evidence needed to
secure
reimbursement,
guideline inclusion,
local uptake

Health
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Determine most
appropriate pricing
strategy to maximise
profits & access
based on market
conditions, costs &
anticipated value
delivered

Deep competitive
pricing analysis

Guidance on
deployment,
monitoring & price
adjustment
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Go To Market Strategy Launch & Activation

e Develop comprehensive
reimbursement plan to
facilitate successful
commercialisation

e Deep analysis of
reimbursement systems and
processes

e Consideration of data
requirements to secure
reimbursement

e Implementation of
reimbursement strategy

Develop a comprehensive plan
for product introduction
addressing requirements for
marketing, sales, distribution
and installation

Key components:

e Target market and customer
definition

e Promotional strategies

e Definition of sales &
distribution channels

e (Customer onboarding

Ensure product readiness for
launch and sales activation

Key elements:

Sales and distribution
channel activation

Demand generation activities

Activation of influencer
ecosystem

Customer on-boarding

Key success metrics and
post-marketing surveillance
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Key takeaways

e Start early: market access strategy should be developed alongside the product, not after regulatory
approval; market and customer insights must drive the product strategy.

e The pillars are interdependent: market understanding feeds product definition, which shapes access
strategy, which informs the business case; skipping any pillar creates risk.

e Value proposition is the cornerstone: it connects every element. It is rooted in market insights,
defines the product promise, justifies pricing, and drives the launch narrative.

e Stakeholder mapping is essential: healthcare decisions involve complex decision making networks;
understanding who decides what (and when) is critical for commercial launch.

e Evidence is a strategic asset: the type and level of evidence needed for reimbursement, guidelines,
and local adoption should be planned early to avoid costly gaps at launch.
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Question 1

Why is developing a safe and effective product alone not enough?

A. Because regulatory approval is always the B. Because success also depends on early,
main barrier deliberate strategic planning across market,
product, access, and business factors

C .Because pricing matters more than clinical D. Because investors only care about

value commercial forecasts
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Question 2

Why is the value proposition described as the cornerstone of the framework?

A. It replaces the need for market analysis B. It is mainly a branding exercise for launch
campaigns

C. It connects market insights, product D. Itis only relevant once reimbursement is

promise, pricing justification, and launch secured

messaging



Question 3

The main purpose of stakeholder mapping is to select a global distributor



Contact:
annemijn@hardianhealth.com
hin.mindset@nhs.net

Hardian Health

Clinical | Digital | Consulting

I www.hardianhealth.com

I @HardianHealth
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