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IEP Toolkit

Stage A

Market need & product
benchmarking

Market need evaluation

Product benchmarking and
target product profile (TPP)

Competitor analysis

Stakeholder mapping, value
proposition, and needs
assessment

Develop an initial business
model and explore GTM
strategies

Early engagement plan with
downstream decision makers

If your results are
not confirming your
strategy, you may
need to go back to
Stage A to refine
your value
proposition and
assess market
needs.

Stage B
Evidence strategy &
planning

Define purpose and
strategic objectives

Plan evidence roadmap
development

Determine evidence requirements

Develop evidence
generation strategy

Test evidence plan and
conduct gap analysis with
target stakeholders

Implement the evidence
plan and strategy

Generate robust evidence, monitor
risks, and optimize outcomes

If your results are not

confirming your
strategy or you
need additional
confirmatory
evidence, you may
need to go back to
Stage B to
refine/expand your
evidence and
regulatory strategy.

If you add new product features, make major product modifications, plan label expansion, or any other
activities that require a (re)evaluation of the value proposition and evidence generation strategy.
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Stage C

Commercial strategy &
market access

Assess the landscape of
reimbursement for DHTs

Refine target customer and needs

Craft targeted value story

Analyze successful DHT
commercialization strategies

Revise business model

Implement a go-to-market
and awareness plan

[ Long term ——

Secure long-term market
access and reimbursement

Foster adoption through
education, advocacy, and
evidence dissemination



IEP Toolkit

Stage A

Market need & product
Market need evaluation

benchmarking

Product benchmarking and
target product profile (TPP)

Competitor analysis

Stakeholder mapping, value
proposition, and needs assessment

Develop an initial business
model and explore GTM strategies

Early engagement plan with
downstream decision makers
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Stage B Stage C
Evidence strategy 629 Commercial strategy
& planning & market access

Your work in Stage A should allow you to answer the following questions:

Reimbursement

r rioriti

Regulatory strategy PTEYS Business priorities
e What are the target e What does the purchasers' e What are the current

markets and regulatory landscape look like and market trends, policy

jurisdictions for this what are the applicable influencers, and business

product or service? reimbursement pathways? drivers relevant to this
e How can we build a e Which stakeholders to effort?

regulatory strategy that engage with and when to

aligns with classification, explore potential

pathway, and evidence reimbursement

requirements? opportunities?

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 3
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Market need
evaluation

Objective

To thoroughly understand
and validate the market need
by identifying unmet clinical
needs for both patients,
health professionals, and the
healthcare market.

1. Define the unmet need

@ & P> ©

Is there a clear unmet need in
the market for your solution?

How urgent is this need in the
market? (Quantify it)

Why is this unmet need a
problem in the first place?

Is a digital health technology
the best approach to address
this need?

What is the market size for
addressing this need?

Who would be willing to pay
for this solution, and at what
price?
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2. Quantify the unmet need

TAM: Total addressable market
TAM = Total # of potential customers x
average annual revenue per customer

SAM: Serviceable addressable market
SAM = TAM x Percentage of customers
you can serve

SOM: Serviceable obtainable market
SOM = SAM x Percentage of market you
can capture (based on your business
model)
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Market need
evaluation

Example

A health-tech startup in Boston
developing a virtual reality (VR)
therapy program designed to
reduce chronic lower back pain:

the program offers daily
30-minute VR sessions for 6

weeks. This service is targeted at

adults aged 18 and older
experiencing chronic pain,

focusing on Massachusetts as

the initial launch market.

Div|

VR-based digital health therapy (DHT)
for chronic pain

TAM: The total potential market for VR pain therapy
globally.

TAM = 60 million individuals experiencing chronic pain x
$1200 annual therapy cost per user = $72 billion (global)

SAM: The subset of people with chronic lower back pain who
are actively seeking solutions.

SAM = $72 billion (global) x 8% (% of individuals with chronic
pain experiencing chronic low back pain) x 10% (US market
share) x 1.5% (Massachusetts market share) = $ 8.64 million

SOM: The share of SAM that the startup can realistically
capture (Assumption: 5% adoption).
SOM = $8.64 million x 5% = $432,000

Realistic initial market capture based on
competition and resources is $432,000 annually

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 5
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Product
benchmarking
and TPP

Objective

Clearly define the DHT’s
characteristics, its target
disease, patient population,
clinical setting, and
comparison benchmarks

What is a target product
profile (TPP) and why is
it important?

A target product profile (TPP) is a
vital planning tool introduced by the
FDA to streamline the drug
development process. A TPP serves as
a strategic roadmap aligning
stakeholders by providing a
comprehensive vision for the final
product and ensuring unified efforts
toward a clear goal.

For drugs, a TPP streamlines clinical,
regulatory, and commercial objectives for
efficient development. For DHTs, it navigates
the complexities of development, usability,
and cybersecurity—ensuring readiness for
reimbursement while driving innovation.

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking
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Strategic guidance Regulatory planning
Ensures alignment Defines the pathway
of product for FDA, CE, and
development with global approvals,
clinical and market minimizing delays.

needs.

Benefits of a TPP for
digital health
technologies
Stakeholder Market
engagement differentiation
Ensures alignment of Provides a roadmap to
product development achieve competitive
with clinical and advantages through
market needs. unique features.



Determine your Define your intended use
00 0000 regulatory strategy and your indication for use

Defining a regulatory strate Building a TPP requires an
Product § a regu atory strategy punaing auires ar
b h Ki early ensures that evidence intended use and indications

enchmar Ing collection aligns with FDA for use statement for the DHT.
and TPP expectations, avoiding
. NYAl Review DiMe’s Quick guide on

Resources unnecessary hurdles later in S intended use and indication for use

development.
v/ Regulatory strategy

D @
v Intended use and indication .y Visit the EDA's Digital Targe produc profil (16P) templtefor
for use statement "_ Health Policy Navigator 5 3

v DHT TPP template

Ay Visit DiMe’s Digital Health
,\ Regulatory Pathways resources

NP Use the TPP template to craft your
< strategic product roadmap for your
DHT.

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 7


https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-policy-navigator
https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-policy-navigator?trk=public_post_comment-text#:~:text=The%20Navigator%20provides%20a%20user-friendly%20resource%20to%20help,answered%20for%20each%20of%20your%20product%27s%20software%20functions.
https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-policy-navigator?trk=public_post_comment-text#:~:text=The%20Navigator%20provides%20a%20user-friendly%20resource%20to%20help,answered%20for%20each%20of%20your%20product%27s%20software%20functions.
https://dimesociety.org/access-resources/digital-health-regulatory-pathways/all-resources/
https://dimesociety.org/access-resources/digital-health-regulatory-pathways/all-resources/
https://dimesociety.org/access-resources/digital-health-regulatory-pathways/all-resources/
https://dimesociety.org/resources/quick-guide-on-intended-use-and-indication-for-use-for-digital-health-products/
https://dimesociety.org/resources/quick-guide-on-intended-use-and-indication-for-use-for-digital-health-products/
https://dimesociety.org/resources/quick-guide-on-intended-use-and-indication-for-use-for-digital-health-products/
https://dimesociety.org/resources/target-product-profile-template-for-dhts/
https://dimesociety.org/resources/target-product-profile-template-for-dhts/
https://dimesociety.org/resources/target-product-profile-template-for-dhts/
https://dimesociety.org/resources/target-product-profile-template-for-dhts/
https://docs.google.com/document/d/1r2r-blusCSSo8uTjtNTAWDD2EQXxH55lSaH3Ns00sRw/edit?tab=t.0
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Product Who is the

. target population (age
benChmarklng group, demographics,
and TPP patient type)?

Best Practice

When collating information
for your TPP, ask yourself
the following questions to
start defining product
requirements.

Are there other
technologies or
products that this
solution will need to
integrate or connect
with (e.g., apps,
sensors)?

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking

What healthcare
setting will this
product be used in
(hospital, home,
clinic)?

Div|

What product
features or
functionalities are
necessary to meet the
unmet need?

Will the product
require a prescription,
or will it be available
as a non-prescription

or over-the-counter
solution?
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Competitor
analysis

Objective

Identify competitors,
assess market trends, and
benchmark products to
position yourself in the
market effectively.

Div|

To stay competitive, it's essential to analyze how other players in the market
operate, engage with their audience, and differentiate their products.
Competitor insights reveal market trends, customer preferences, and potential
gaps your product can fill. By identifying what makes competitors
successful—or where they fall short—you can refine your strategy, enhance
your value proposition, and position your product more effectively.

- 7

What makes Who are their target How are they building
competitors’ products customers, and how well trust with their end
unique? are they meeting their users?
needs?

:

X &=
What existing solutions If similar products are
are available, and how already reimbursed, will
is your product your solution be sufficiently
different or better? differentiated and/or better

at the same cost?

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 9
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Competitor
analysis

Resources

Methods to assist in a
competitive analysis

SWOT
Porter’s Five Forces
Perceptual mapping

Competitive pricing
Analog analysis

SN~
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Growth Share Matrix (BCG)

SWOT analysis
Analyze strengths,

weaknesses,
opportunities, and threats.

Growth Share Matrix (BCG)
A framework that helps
companies decide how to
prioritize their different
businesses.

Porter's Five Forces analysis
Identify the five main factors
that influence a company's
competitive position in an
industry.

Competitive pricing
analysis

Analyze competitor’s
product pricing model and
strategies.

Div|

Perceptual mapping
Evaluate how consumers
perceive competing
products or services in
the marketplace.

Analog analysis
broadens the perspective

by studying products or
companies in adjacent
industries that solve
similar problems.

Select the method that aligns with your business goals, product
focus, and competitive landscape.

10


https://www.forbes.com/advisor/business/what-is-swot-analysis/
https://www.isc.hbs.edu/strategy/business-strategy/Pages/the-five-forces.aspx
https://www.researchgate.net/publication/334089201_Perceptual_Mapping_as_a_Marketing_Research_Tool_for_Brand_Positioning
https://www.bcg.com/about/overview/our-history/growth-share-matrix
https://www.forbes.com/councils/forbestechcouncil/2023/10/10/why-and-how-you-should-perform-a-competitive-pricing-analysis/
https://www.forbes.com/councils/forbestechcouncil/2023/10/10/why-and-how-you-should-perform-a-competitive-pricing-analysis/
https://accessinfinity.com/blogs/what-is-analogue-analysis/
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Stakeholder
mapping, value
proposition,
and needs
assessment

Objective

Map out and identify
various downstream
decision-makers who will
influence the DHT’s
development, adoption,
and market success.
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Stakeholder map: Key decision-makers influencing the
adoption of DHTs

Use these stakeholder maps to help you identify relevant decision-makers
and key influencing factors such as:

e Types of
decision-making
stakeholders are
responsible for

Stakeholder map: Key decision-makers influencing the adoption of DHTs

Dn =
IIVLL
seting. Advacacy roupe
rtanianons

e Examples of key o
decision-makers —

e Potential impact ,
to adoption (e — W
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https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#stakeholder-map
https://fpdtac9mhctc-u4418.pressidiumcdn.com/wp-content/uploads/IEP_Stakeholder_map.pdf
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Stakeholder
mapping, value
proposition,
and needs
assessment

Resources

v Stakeholder mapping
template

v/ Stakeholder needs
assessment template

v Value proposition template

Integrated Evidence Plans - Stage A:

Stakeholder needs assessment template

For each stakeholder group, identify: wants, needs, and fears.

Stakeholder

Specify what your target
customers aspire to achieve
with your DHT.

Value proposition template

Based on your stakeholder needs assessment, identify the value

proposition your DHT provides.

BENEFITS

to patients, healthcare providers, or other
stakeholders

UNIQUE FEATURES

Market Need & Product Benchmarking

Identify potential concems or

Identify and list the key advantages your DHT offers|

Describe the overall experience
users (e.g., patients, clinicians)

will have when interacting with
your DHT, focusing on the value
it adds to their healthcare

your
might have

Divic

SUBSTITUTES

List alternatives:
Detail existing options
customers might
consider instead of
your DHT, including
traditional care
methods, competitor

stakeholder

Interest of

Div|

Stakeholder mapping template

Keep completely informed Manage most thoroughly

Regular minimal contact Anticipate and meet needs

Tnfluence of stakeholder

Download the

12


https://docs.google.com/presentation/d/1fukPNLzpYLeBJJnxk2GtWOuaam2pG0Ww_AIkslJAHvY/edit#slide=id.g33364dee02f_0_11
https://dimesociety.org/resources/dime-resource-iep-stakeholder-mapping-templates
https://dimesociety.org/resources/dime-resource-iep-stakeholder-mapping-templates
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Develop initial

business model

and explore

GTM strategies

Objective
Establish an early

sustainable business model

and identify effective
go-to-market (GTM)

strategies to drive adoption,

commercialization, and
market success.
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Once you’ve defined and articulated your value
proposition, a critical next step is selecting the right
business model for your DHT.

Companies have experimented with a range of strategies to bring their products
to market and drive revenue. Consider exploring both traditional and emerging

payment models to find the best fit for your business. We will explore business
models in more detail in Stage C - Commercial strategy & market access.

. Business models that B2B-like business
Business models that
. rely on consumers (as models
rely on reimbursement
payors)
Fee-for-service Licensing
Direct to Consumer model
Tlmg—llmlted add-on B2C2B/Bottom-up Channel
reimbursements .
sales models partnerships
Rlsk—bas-ed Subscription-based Two-sided
contracting
model network

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 13


https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-c/
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Develop initial
business model
and explore
GTM strategies

Resource

v/ Nine key areas to define
your business model.

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking
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Define your business model:

© B
Key : Customer

3«%& activities @ relationships Q@\)

Customer Value Key )
segments propositions partnerships

Key Channels
resources

Revenue stream

Cost structure

Within the template, you will find key questions
to ask regarding each of the nine areas to help
guide the development of your business model.

Download the business {P

model template
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https://docs.google.com/document/d/1mN60BH3C9-p-aNyTW2nPXeohSdVqG7zvzKeL_SfaXjo/edit?tab=t.0
https://dimesociety.org/resources/dime-resource-iep-business-model-template-for-dhts/
https://dimesociety.org/resources/dime-resource-iep-business-model-template-for-dhts/

- ®
@ 6529 Market need

evaluation

000000

Develop initial
. Product
business model benchmarking
and explore
GTM strategies
Competitor &

Resource analog analysis

v 5 W’s approach to designing
your go-to-market strategy

Stakeholder
value assessment

Business model &

strategies

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking

Who?

What?

When?

Where?

Why?
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Led by market research teams, financial
analysts, commercial strategists, founders.

Design GTM plan for execution tailored to
current market needs, including target
identification, pricing models, and distribution
channels.

In the early stages of product development and

pilot testing. Refine the plan through evidence
generation and commercialization.

Engage through industry conferences, digital
channels, and direct B2B partnerships.

To ensure a competitive advantage, drive
commercialization, and adoption.

Use the 5 W’s approach to
design your GTM strategies

15
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Early engagement
plan with
downstream
decision makers

Objective

Establish early relationships
and communication
channels with downstream
decision-makers.

NS
Early engagement with key decision-makers ensures your DHT aligns with their D' v l“—
top priorities. For example, engaging purchasers early in Stage A helps align your
product with decision-makers' key needs, maximizing adoption and reducing the
risk of being replaced due to unmet need. Learn more in the PHTI 2024 State of
Digital Health Purchasing Survey results.

early bottlenecks. E.g., Setting early buy-in goals with payors ensures reimbursement

1. Define engagement success metrics: Set goals for engagement (initial buy-in, critical
@ feedback gathered, or co-development opportunities) that support identifying and addressing
pathways are addressed before market entry, reducing financial adoption barriers.

2. Establish regular communication and feedback loops: Set up structured communication
channels with your target stakeholder to gather insights and address pain points. E.g.,

=

Feedback loops with patients can refine usability and engagement, ensuring the DHT is
tailored to their real-world needs and improving long-term adherence.

3. Integrate early feedback into development: Proactively incorporate insights from
decision-makers and SMEs into the DHT’s design and evidence strategy. E.g., Early
discussions with regulators help shape evidence-generation strategies that meet approval
requirements, preventing costly redesigns later.

4. Build long-term relationships for advocacy: Cultivate connections with key stakeholders
@\A and SMEs who can become advocates, helping to remove barriers and drive the DHT’s
acceptance into clinical pathways and formularies.

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 16


https://phti.org/wp-content/uploads/sites/3/2024/10/PHTI-2024-State-of-Digital-Health-Purchasing-Survey.pdf
https://phti.org/wp-content/uploads/sites/3/2024/10/PHTI-2024-State-of-Digital-Health-Purchasing-Survey.pdf
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Early engagement
plan with
downstream
decision makers

Resource

Meet at least three key
downstream decision
makers as a part of your
product and market
benchmarking.

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking
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’\— regulatory engagement within

Regulators

Engaging early ensures
you align with
expectations, minimizing
delays and streamlining
authorization. By
addressing classification,
pathway, and evidence
needs proactively, you
can build credibility and
accelerate compliance.

Check out channels for US

EDA

&

Payors

By engaging early, you can
understand
reimbursement needs &
pathways, align your value
proposition, and shape
pricing and coverage
strategies, ensuring
market access and
adoption.

N2 Take a look at the US payor
N landscape map to identify who
to engage with

Div|
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ooo

Healthcare Providers/

Organizations
Engaging providers early
helps you align with their
workflows, build trust,
demonstrate value, and
foster advocacy to drive
adoption.

N View the US Provider Organization
'\— landscape map to identify who to

engage with
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https://dimesociety.org/wp-content/uploads/Regulatory-Engagement-Pathways-Map-for-Digital-Health-Product_DiMe_RegPath.pdf
https://dimesociety.org/wp-content/uploads/Regulatory-Engagement-Pathways-Map-for-Digital-Health-Product_DiMe_RegPath.pdf
https://dimesociety.org/wp-content/uploads/Regulatory-Engagement-Pathways-Map-for-Digital-Health-Product_DiMe_RegPath.pdf
https://dimesociety.org/wp-content/uploads/Regulatory-Engagement-Pathways-Map-for-Digital-Health-Product_DiMe_RegPath.pdf
https://fpdtac9mhctc-u4418.pressidiumcdn.com/wp-content/uploads/IEP_Payor_landscape_map.pdf
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-payor-map
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-payor-map
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-payor-map
https://fpdtac9mhctc-u4418.pressidiumcdn.com/wp-content/uploads/IEP_Provider_landscape_map.pdf
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-provider-map
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-provider-map
https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-a/#us-provider-map
https://dimesociety.org/wp-content/uploads/Regulatory-Engagement-Pathways-Map-for-Digital-Health-Product_DiMe_RegPath.pdf
https://fpdtac9mhctc-u4418.pressidiumcdn.com/wp-content/uploads/IEP_Payor_landscape_map.pdf
https://fpdtac9mhctc-u4418.pressidiumcdn.com/wp-content/uploads/IEP_Provider_landscape_map.pdf
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Case study
Explore these retrospective case studies, developed through a review
Examples of publicly available data and existing sources to provide an analysis
. Caption Health: of the companies’ approaches to Stage A - Market need and product
Expanding access to benchmarking.

cardiac ultrasound

C, AppliedVR: Virtual reality
(VR)-based home
therapy

Caption Health Applied\R

Explore how AppliedVR identified
key graphic regions, held
pre-submission meetings with
the FDA and prioritized payer
discussions to build a
reimbursement strategy.

Explore Caption Health’s journey
through Stage A highlighting the
process, key decisions, and
concepts that shaped their
success.

Download the AppliedVR &
IEP Stage A case example

Download the Caption Health

IEP Stage A case example

Integrated Evidence Plans - Stage A: Market Need & Product Benchmarking 18


https://dimesociety.org/resources/iep-stage-a-case-example-caption-health/
https://dimesociety.org/resources/iep-stage-a-case-example-caption-health/
https://dimesociety.org/resources/iep-stage-a-case-example-applied-vr/
https://dimesociety.org/resources/iep-stage-a-case-example-applied-vr/
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Your work in Stage A should allow you to
answer the following questions:

©

Regulatory strategy Reimbursement pathways

Business priorities

e What are the target markets and e \What does the purchasers' e What are the current market
regulatory jurisdictions for this landscape look like and what are trends, policy influencers, and
product or service? the applicable reimbursement business drivers relevant to this

e How can we build a regulatory pathways ? effort?
strategy that aligns with e Which stakeholders to engage
classification, pathway, and with and when to explore
evidence requirements? potential reimbursement

opportunities?

We encourage you to leverage the tools provided in this section at your own pace.
Think of this process as an evolving journey rather than a one-time task.
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Ready for Stage B? Double-check your work Dride

As a reminder, before you move to Stage B (Evidence strategy and planning),

your team should be able to answer all the questions for Stage A: Market Need
and Product Benchmarking.

If your results are not confirming your strategy, you may need to go back to
Stage A to refine your value proposition and assess market needs.

Remember: The goal is to
understand the unmet needs,
define benchmarks, and
identify opportunities for
differentiation. Don’t get lost
in analysis — stay focused on
I ) what will directly impact your
product’s market success.
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https://dimesociety.org/integrated-evidence-plans-for-digital-health-products/stage-b/

