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Digital Health (DH) is entering a decisive new phase 
– one where its value is no longer defined by pockets 
of innovation alone, but by its ability to improve 
patient outcomes at scale while strengthening 
the overall value of pharmaceutical assets. When 
deployed effectively, DH expands patient access 
through earlier diagnosis1 and remote monitoring,2 
reduces the burden of navigating complex treatment 
journeys,3 and empowers patients to take a more 
active role in managing their health.4 In doing so, it 
strengthens the overall value of pharmaceutical 
assets through improved outcomes, real-world 
evidence generation, and meaningful differentiation in 
increasingly competitive markets. The opportunity is 
clear: DH can simultaneously deliver better outcomes 
for patients and more sustainable, long-term value for 
the Pharma business.

 1 �Han R, Acosta JN, Shakeri Z, Ioannidis JPA, Topol EJ, Rajpurkar P. Randomised controlled trials evaluating artificial intelligence in clinical practice: a scoping review. 
Lancet Digital Health. 2024;6(5):e367–e373. doi:10.1016/S2589-7500(24)00047-5

2 �Jansen, AJ.S., Peters, G.M., Kooij, L. et al. Device based monitoring in digital care and its impact on hospital service use. 
npj Digit. Med. 8, 16 (2025). https://doi.org/10.1038/s41746-024-01427-8

3 �Polus M, Keikhosrokiani P, Korhonen O, Behutiye W, Isomursu M. Impact of digital interventions on the treatment burden of patients with chronic conditions: systematic review. 
J Med Internet Res. 2025. doi:10.2196/66874

4 �Fomo M, Borga LG, Abel T, Santangelo PS, Riggare S, Klucken J, Paccoud I. Empowering capabilities of people with chronic conditions supported by digital health technologies: 
scoping review. J Med Internet Res. 2025;27:e68458. doi:10.2196/68458

Realizing this opportunity requires a fundamental 
shift in how DH is approached by Pharma. While DH 
has matured from experimentation toward enterprise 
integration, operating models have struggled to 
keep pace, leaving a persistent gap between 
potential and realized value. Legacy structures, 
misaligned incentives, communication barriers, and 
unrealistic expectations continue to hinder both the 
articulation and delivery of its impact. As a result, 
many organizations still treat DH as a collection of 
tools, pilots, or isolated innovation initiatives – leading 
to fragmented efforts and limited scale. To better 
understand these challenges and develop practical 
solutions, we convened a series of roundtable 
discussions with DH leaders from BMS and Pfizer, 
alongside Campana & Schott practice leads.

Executive Summary

Idea in Brief  Reading time: ~20 minutes

Digital Health has moved beyond experimentation, 
yet its impact in the Pharma industry remains 
constrained by legacy operating models, variable 
ownership, and a technology‑first mindset. 
Drawing on insights from our industry roundtable, 
we propose that Digital Health will deliver the 
greatest value when reframed around core Pharma 
business challenges – unmet patient needs, drug 

pricing, and market and cost pressures – rather 
than individual tools or pilots. Here, we outline how 
Pharma can accelerate the shift from fragmented 
initiatives to strategic, integrated, and scalable 
Digital Health platforms, creating a clearer path to 
enterprise‑level impact, long‑term value creation, 
and addressing unmet patient needs where Digital 
Health offers distinct and scalable solutions.
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Here, we present our central argument: DH delivers 
the greatest value not when led by technology, but 
when anchored in the core challenges faced by both 
patients and the Pharma business today. Drawing on 
insights from our industry roundtable participants, we 
outline three priority areas where this reframing can 
create immediate, meaningful, and scalable value:

First, DH can strengthen the total value of pharma-
ceutical assets by embedding DH capabilities 
earlier in the lifecycle. By integrating solutions 
such as remote monitoring and digital biomarkers 
from clinical development onward,5 companies can 
generate richer, more differentiated evidence of 
therapeutic value6 – capturing real-world outcomes 
beyond traditional clinical endpoints. This evidence 
strengthens value narratives for market access 
negotiations with payers and HTA bodies,7 enabling a 
more compelling, patient-centered case that directly 
addresses rising drug pricing pressures.

Second, DH can expand patient access and 
improve outcomes by addressing real-world 
barriers across the treatment journey. The FDA’s 
proposed Prescription Drug Use-Related Software 
(PDURS) framework8 creates a significant regulatory 
opportunity to integrate DH solutions directly into 
therapies via the drug label – with the potential to 
enable earlier diagnosis, better adherence, and 
more continuous patient support. This marks a 
meaningful shift away from the tagged-on role DH 
has historically played, opening the door to more 
integrated promotional activities and genuine clinical 
differentiation.

Third, DH can help Pharma address mounting market 
and cost pressures. With an estimated $300 billion 
in branded drug revenues facing loss of exclusivity 
between 2025 and 2030,9 the pressure to extract 
more value from existing portfolios has never been 
greater. Rather than building fragmented, brand-
specific solutions, Pharma can focus on common 

5 �Erdemli, G., Murphy, T. & Walinsky, S. Regulatory considerations for successful implementation of digital endpoints in clinical trials for drug development. 
npj Digit. Med. 8, 142 (2025). https://doi.org/10.1038/s41746-025-01513-5

6 �Lieberwirth, J.K., Mittermaier, M. & Stern, A.D. Challenges and potential of using digital biomarkers in healthcare and clinical trials. 
Commun Med 6, 151 (2026). https://doi.org/10.1038/s43856-026-01450-8

7 �Bharmal M, Katsoulis I, Chang J, Graham A, Stavropoulou A, Jhingran P, Pashos CL. Real-world evidence in the reassessment of oncology therapies: payer 
perceptions from five countries. Future Oncol. 2024;20(21):1467-1478. doi: 10.2217/fon-2023-1004. Epub 2024 Apr 4. PMID: 38573230; PMCID: PMC11441014.

8 �FDA. Regulatory Considerations for Prescription Drug Use-Related Software. Draft Guidance for Industry. September 2023. Docket No. FDA-2023-D-2482. 
Available at: fda.gov/media/172165/download. As of the date of publication, this guidance remains in draft form pending finalization.

9 �Evaluate. Portfolio Tactics to Scale the $300bn Patent Cliff. Evaluate Ltd, October 2025. 
Available at: evaluate.com/thought-leadership/portfolio-tactics-to-scale-the-300bn-patent-cliff

disease and patient needs – such as managing 
toxicity and side effects, supporting mobility, sleep, 
and adherence – through reusable DH capabilities 
deployed across multiple assets. This platform-
based approach enables shared investment, expands 
reach across the portfolio and – as our roundtable 
participants identified – improves cost efficiency and 
return on investment (ROI) dynamics, while delivering 
more consistent and meaningful support for patients.

Unlocking this value at scale requires organizations 
to move beyond isolated initiatives and adopt 
a model that is strategic (1), integrated (2), and 
scalable (3) – anchoring DH in high-impact patient 
and business challenges, embedding it across 
the full asset lifecycle, and building reusable 
platforms supported by enterprise governance and 
shared investment models. In practice, this means 
embedding DH into early decision-making, defining 
clear outcome metrics that are meaningful to both 
patients and regulators, and establishing lightweight 
cross-functional governance to align priorities and 
investments across assets.

DH in Pharma is at an inflection point: Success will 
not come from more technology, but from rethinking 
how value is created – placing patients at the center 
and scaling proven solutions across the enterprise.
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DH is entering a period of rapid acceleration, driven 
by advances in AI, the proliferation of connected 
devices, and increasing adoption of digital tools 
across healthcare. The FDA has already cleared over 
1,400 AI-enabled medical devices,1 while the use 
of wearables and remote monitoring solutions con-
tinues to grow – signaling a transformational shift in 
how care is delivered and experienced.

 

 

Box 1: Where Pharma Creates Value in Digital Health2  Company.

 1  �FDA. Artificial Intelligence and Machine Learning (AI/ML)-Enabled Medical Devices. FDA Digital Health Center of Excellence. 
Available at: fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices

2 �Adapted from Health Advances / Digital Therapeutics Alliance, Classification of Digital Health Technologies, 2023. 
Category definitions and illustrative company examples have been modified and expanded by the authors to reflect the strategic context of this paper.

Lacking a clear definition, DH has become an umbrella 
term encompassing a wide and often loosely defined 
range of technologies and use cases – from infra-
structure-oriented solutions, where Pharma primarily 
acts as a customer, to digital diagnostics and thera-
peutics that sit at the core of pharmaceutical value 
creation. To provide greater clarity, we mapped this 
spectrum in Box 1, which frames where and how 
Pharma can most effectively engage.

Introduction
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Digital Health Success Stories

AI Enabled Early Lung Cancer Detection
Bristol Myers Squibb partnered with international 
technology providers to deploy FDA- and 
CE-cleared radiology AI solutions that support 
earlier detection of lung cancer across clinical 
imaging workflows in the U.S. and Europe. By 
embedding advanced AI directly into clinical 
workflows, the solution helps identify hard to 
detect lung nodules, prioritize risk, and reduce 
radiologist workload while improving follow up 
tracking across the patient journey. By scaling 
patient & physician-focused AI tools across 
rural hospitals, community clinics, and other 
underserved communities, BMS is improving 
diagnostic efficiency, expanding equitable access 
to early detection, and reinforcing its commitment 
to cancer care – from early diagnosis through 
treatment and ultimately better health outcomes 
for patients.

LivingWith® Cancer Digital Companion
Pfizer has scaled its LivingWith® Cancer digital 
companion as a core element of its oncology 
patient-support ecosystem. The app helps 
patients track symptoms, manage appointments 
and medications, and stay connected with 
caregivers throughout their treatment journey. By 
enabling structured symptom reporting and real-
time visibility into patients’ day-to-day challenges, 
LivingWith® has improved patient activation and 
strengthened communication between patients, 
caregivers, and care teams. Used broadly across 
the U.S. and Europe, the platform demonstrates 
how a patient-centric digital tool can meaningfully 
enhance the cancer journey at scale – supporting 
better adherence, more informed clinical 
conversations, and improved overall patient 
experience.

Over the past decade, Pharma’s engagement with DH 
has evolved significantly, with many organizations 
establishing central “digital innovation” teams and 
progressively embedding digital capabilities across 
core functions such as R&D, Medical, and Commer-
cial. Today, these functions rely on tools including 
electronic patient-reported outcomes (ePRO), Patient 
Support Program (PSP) apps and hubs, advanced 
analytics, omnichannel customer engagement plat-
forms, and intelligent CRM systems.

Box 2: Digital Health Success Stories1

1� Case studies contributed by roundtable participants in their personal capacity. All details reflect information provi-
ded directly by contributing authors and have been reviewed for accuracy prior to publication.

However, as our roundtable participants consistently 
observed, the organizational positioning and opera-
ting models underpinning DH have remained largely 
unchanged, often sitting adjacent to – rather than 
fully embedded within – the core business. This is 
true for both Center of Excellence-type structures as 
well as BU-aligned teams, with even the latter still not 
as organically integrated into cross-functional brand 
teams as other, more traditional functions such as 
Market Research. As a result, DH has not yet realized 
its full strategic potential. While there are promising 
individual success stories (see Box 2), the opportu-
nity for true, enterprise-level scale remains ahead of 
us.
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What is preventing DH from reaching its 
full potential? Insights from our roundta-
ble discussions with senior industry lea-
ders (see page 2) point to three recurring 
challengesthat continue to limit its ability 
to deliver enterprise-level value:

A) Demonstrating ROI and Impact

A persistent chicken-and-egg dynamic continues to 
constrain DH adoption. For many decision-makers, 
DH still represents a relatively unproven category 
at enterprise scale, with few replicable precedents 
and limited cross-asset evidence to support a robust 
business case. As a result, investments often rely on 
assumptions about improving efficacy, retention, and 
safety, rather than clear, evidence-based justification. 
Consequently, DH initiatives frequently depend on 
individual leadership champions rather than institu-
tional conviction.

This challenge is compounded by misaligned ROI 
and incentive structures. The value generated by 
DH is typically distributed across functions: Faster 
time-to-therapy benefits Access teams, improved 
adherence supports Commercial, optimized dia-
gnostic pathways enhance Medical, and real-world 
evidence strengthens R&D. Yet because no single 
function owns the full value stream, accountability 
for championing or funding these initiatives remains 
unclear. For early-stage clinical projects, forecasting 
the value of DH solutions is inherently difficult due to 
unclear endpoints, uncertain user adoption, regula-
tory ambiguity, and limited payer appetite. As a result, 
DH investments frequently fall into organizational 
gray zones – treated as a discretionary expense rat-
her than a strategic imperative. 

 
Furthermore, DH teams or leaders are often held to 
unrealistic short-term ROI expectations – standards 
rarely applied to conventional investments, such as 
Marketing teams piloting a new digital platform. This 
pressure can lead to feature overload, scope creep, 
and the subsequent premature failure of promising 
ideas. In an industry accustomed to decade-long 
drug development cycles, applying quarterly ROI 
logic to DH is a category error that undermines inno-
vation before it has a chance to mature.

Lastly, the definition of ROI itself is often too narrow. 
DH value extends beyond direct financial returns to 
include broader total value drivers such as market 
expansion, increased patient reach, brand differen-
tiation, and deeper HCP and patient engagement. 
These dimensions are rarely captured within tradi-
tional ROI frameworks – not because they cannot be 
measured, but because the tools and incentives to 
do so are not yet in place. The result is a persistent 
underestimation of DH’s economic impact, reinfor-
cing the very skepticism that limits investment.

B) Leveraging Digital Health as a Platform Capability

Pharmaceutical organizations have evolved to be 
structured along brands, therapeutic areas, or busi-
ness units, with accountability, funding, and decision 
rights optimized for individual asset performance. 
This siloed model has historically been effective for 
managing clinical development, commercialization, 
and P&L ownership, but it is poorly aligned with plat-
form technologies that cut horizontally across the 
enterprise.

As a result, DH initiatives are often fragmented and 
redundantly developed across teams. Core building 
blocks such as patient engagement layers, data 

Round-Table Insights:

Common Digital Health 
Challenges for Pharma 
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ingestion and analytics capabilities, interoperability 
standards, and regulatory-compliant infrastructure 
are rebuilt multiple times rather than scaled. This 
limits reuse across therapeutic areas, slows learning, 
and prevents the accumulation of enterprise-wide 
value, leaving DH as a patchwork of isolated solu-
tions rather than a cohesive capability.

At the same time, enterprise-level governance, 
shared investment models, and defined owner-
ship structures for DH are often underdeveloped 
or absent. Platform capabilities – particularly in the 
era of AI – cut across organizational boundaries, yet 
decision-making, funding, and accountability remain 
anchored in vertical structures. This structural mis-
match constrains the ability to scale DH beyond loca-
lized use cases.

The core challenge is therefore not whether Pharma 
can build DH solutions, but whether it is willing to 
redesign its operating logic to scale them. The finan-
cial services industry offers an instructive parallel. 
Large banks historically operated in highly siloed 
product and regional structures, similar to Pharma’s 
brand- and BU-centric model, yet many successfully 
established centralized cloud platforms providing 
shared infrastructure, security, data services, and 
development standards across the enterprise.1

Rather than allowing each business line to build its 
own bespoke solutions, they created platform teams 
with clear ownership, enterprise funding, and strict 
governance, while still enabling local innovation on 
top of the shared foundation.2 While DH is broader 
and less standardized than cloud computing, the 
underlying principle holds: Platform capabilities cut 
across traditional organizational boundaries, and 
their success depends less on technological capabi-
lity than on deploying the right operating model.

C) Communicating Effectively with Diverse 
Stakeholders

Communicating the value of DH remains inherently 
challenging due to an apples-to-oranges prob-
lem. The term encompasses a wide range of solu-
tions – adherence apps, remote monitoring, digital  

1 McKinsey & Company. Platform Operating Model for the AI Bank of the Future. May 2021.
2 McKinsey & Company. DBS: Transforming a Banking Leader into a Technology Leader. Rewired in Action, 2023.

therapeutics, digital biomarkers, AI companions, and 
telehealth tools – often grouped as if they form a sin-
gle category. In reality, each requires distinct imple-
mentation approaches, governance models, and 
success metrics, making it difficult to articulate con-
sistent value across the enterprise.

This challenge is less about the absence of value 
and more about the difficulty of translating it across 
stakeholders. Different functions – R&D, Commercial, 
Medical, and Access – evaluate DH through distinct 
priorities, incentives, and success metrics. As a result, 
value that is clear in one context may not translate 
effectively into another, limiting alignment and shared 
understanding.

Communication gaps reinforce this fragmentation. 
DH teams often rely on technical or solution-centric 
language that fails to resonate with R&D or Com-
mercial stakeholders, while the lack of therapeutic 
area- and function-specific reference cases makes 
it difficult to anchor discussions in concrete, deci-
sion-relevant terms. As a result, DH narratives remain 
abstract and struggle to gain traction beyond pilots or 
niche use cases.

Meanwhile, business units have developed their 
own digital capabilities – sometimes embedding DH 
into operations without recognizing or labeling it as 
such. This creates confusion about ownership and 
accountability that cross-functional collaboration 
alone has not yet resolved. Accelerating technology 
cycles complicate communication as regulatory and 
reimbursement frameworks remain fluid and the 
boundaries between software and therapeutics con-
tinue to blur – as illustrated by evolving constructs 
such as SaMD and AI-enabled medical devices.

Taken together, these three challenge areas suggest 
that solving DH adoption purely through technology 
is a losing battle. This prompted us to ask a more 
fundamental question: Not how to optimize existing 
approaches, but what DH should actually help 
Pharma achieve. This shift in perspective allows 
us to cut through the complexity rather than 
untangle it – much like Alexander the Great cutting 
the Gordian Knot.
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Our roundtable discussions confirmed an important 
shift already underway: Leading organizations are 
moving from a technology-first to a problem-first 
approach. Rather than starting with technical fea-
tures, teams begin with the core business challen-
ges Pharma faces today and design DH solutions to 
address them. This shift directly addresses many of 
the barriers outlined in the previous section – ancho-
ring DH in recognized business priorities rather than 
attempting to justify standalone solutions. While this 
may seem intuitive, our discussions confirmed that 
a technology-first mindset remains common across 
many Pharma organizations.

Importantly, moving to a problem-first mindset also 
changes how organizations prioritize where to apply 
DH. Instead of focusing on narrowly defined, brand-
specific use cases, leading organizations are increa-
singly targeting broader, cross-asset challenges 
where impact can scale across the portfolio. 

Yet these shifts remain inconsistently applied and 
often lacks a clear framework to guide decision-
making at scale. To determine where DH can drive 
the greatest strategic value, we assessed Pharma’s 
challenges along two dimensions (see Box 3):

•	External Pressure & Urgency: The degree to which 
a challenge is driven by market forces, policy, and 
societal expectations beyond the company’s direct 
control.

•	Enterprise Impact: The extent to which a challenge 
affects the broader portfolio rather than a single 
brand or function.

Challenges that score high on both dimensions – 
combining significant external pressure with broad 
enterprise impact – are strategic in nature and re-
present the highest-value opportunity areas for DH. 
They cannot be addressed through isolated initiatives 
and require coordinated, enterprise-level responses. 

Box 3: Linking Pharma Challenges to Digital Health Solutions1

Local Optimizations 
(MONITOR)

Capability Enablers 
(BUILD)

External Pressure & Urgency

En
te

rp
ris

e 
Im

pa
ct

Mandatory Guardrails 
(PROTECT)

Strategic Imperatives 
(PRIORITIZE)

Lo
w

H
ig

h

Talent Shortages Market & Cost Pressures

Intellectual 
Property Risks

Data Management Unmet Patient Needs

Supply Chain 
Vulnerabilities

Rising R&D Costs Drug Pricing Pressures

Cybersecurity & 
Data Privacy Risks

Regulatory 
Compliance & Complexity

Total Value Proposition – Strategic (1)
DH expands the total value proposition of pharmaceutical assets 
by extending evidence beyond clinical endpoints – 
capturing real-world outcomes and system impact to strengthen 
patient-centered value narratives for stakeholders.

Integrated Journey Support – Integrated (2)
DH enables integrated support across the patient journey – from 
earlier diagnosis to improved adherence and long-term outco-
mes – reducing friction, expanding access, and strengthening 
both clinical and commercial performance.

Cross-Asset Platforms – Scalable (3) 
DH unlocks scale by enabling cross-asset platforms that 
address common patient needs across therapies. This reduces 
duplication, enables shared investment, and drives enterprise-
level efficiency and impact.

Low High

Proposed Solution Framework:

Reframing Digital Health 
around Strategic Challenges

1 Pharma challenges mapped and prioritized based on roundtable discussions
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Applying this framework reveals three challenges in 
the Strategic Imperative quadrant: Drug Pricing Pres-
sures, Unmet Patient Needs, and Market and Cost 
Pressures. Each reflects sustained external pressure 
that directly shapes the portfolio economics and long-
term viability. These are not contained operational 
challenges – they influence growth potential, margin 
structure, and Pharma’s broader societal value pro-
position, making them the most consequential oppor-
tunity areas for rethinking the role of DH.

Each of these strategic imperatives requires a dis-
tinct type of value creation. Drug pricing pressures 
demand a stronger and broader value narrative; 
unmet patient needs require more integrated support 
across the patient journey; and cost pressures call for 
scalable, cross-asset solutions. DH addresses each 
differently – expanding the total value proposition, 
integrating across the patient journey, and scaling 
capabilities across the portfolio. Tactical conside-
rations for implementing across all three areas are 
outlined in Box 4.

1) Total Value Proposition (Strategic)

DH expands the total value proposition of pharmaceu-
tical assets by extending evidence beyond traditional 
clinical endpoints. It enables a more comprehensive 
view of therapeutic value – capturing not only effi-
cacy and safety, but also real-world outcomes such 
as adherence, patient experience, caregiver bur-
den, and healthcare resource utilization.

For example, connected devices provide objective 
adherence and dosing data,1 digital biomarkers cap-
ture clinically relevant signals outside controlled trial 
settings,2 and caregiver-support platforms generate 
structured insights into the burden of care.3

This strengthens how value is demonstrated and 
communicated to key stakeholders, including pay-
ers, HTA (Health Technology Assessment) bodies, 

1 �Iino H, Kizaki H, Imai S, Hori S. Medication Management Initiatives Using Wearable Devices: Scoping Review. 
JMIR Human Factors. 2024;11:e57652. doi:10.2196/57652. PMC11612519.

2 �Oakley-Girvan I, Zhai Y, Yunis R, et al. Analysis method of real-world digital biomarkers for clinical impact in cancer patients. 
Digital Biomarkers. 2025;9(1):40–51. doi:10.1159/000543898. PMC11908807.

3 �Stevens AB, Cho J, Birchfield T, et al. A randomized trial of two online platforms for dementia family caregivers: GamePlan4Care and Resources4Care. 
Alzheimer‘s Dement. 2025;21:e70690. https://doi.org/10.1002/alz.70690

4 �Erdemli, G., Murphy, T. & Walinsky, S. Regulatory considerations for successful implementation of digital endpoints in clinical trials for drug development. 
npj Digit. Med. 8, 142 (2025). https://doi.org/10.1038/s41746-025-01513-5

5 �Jansen, AJ.S., Peters, G.M., Kooij, L. et al. Device based monitoring in digital care and its impact on hospital service use. 
npj Digit. Med. 8, 16 (2025). https://doi.org/10.1038/s41746-024-01427-8. Polus M, Keikhosrokiani P, Korhonen O, Behutiye W, Isomursu M. Impact of digi-
tal interventions on the treatment burden of patients with chronic conditions: systematic review. J Med Internet Res. 2025. doi:10.2196/66874

6 �Ruth Johnson et al. ,Electronic health record signatures identify undiagnosed patients with common variable immu-
nodeficiency disease. Sci. Transl. Med.16,eade4510(2024).DOI:10.1126/scitranslmed.ade4510

7 �FDA. Regulatory Considerations for Prescription Drug Use-Related Software. Draft Guidance for Industry. Septem-
ber 2023. Docket No. FDA-2023-D-2482. Available at: fda.gov/media/172165/download.

providers, and regulators – supporting more different-
iated and holistic value narratives instead of narrow 
clinical measures.

Realizing this potential requires early and strategic 
integration – starting in clinical development (e.g., 
Phase II trial design)4 – rather than treating DH as a 
late-stage add-on. When embedded at this stage, 
DH can directly shape how therapies are evaluated, 
reimbursed, and adopted within healthcare systems. 
This requires:

•	A persistent seat at strategic planning tables

•	A decision framework for consistent DH integration 
into value narratives

•	Regulator-accepted metric standards to document 
impact and value for patients, caregivers, and 
healthcare professionals

2) Integrated Journey Support (Integrated)

DH enables integrated support across the patient 
journey – from earlier identification and diagnosis to 
improved adherence and long-term outcomes. By 
embedding digital capabilities across key touchpo-
ints, DH reduces friction along the treatment pathway, 
expands patient reach, and improves both clinical 
and commercial outcomes.5

For example, digital tools can support the diagno-
sis of previously under-recognized patient groups,6 
guide patients through treatment initiation, and pro-
vide ongoing adherence and engagement support 
throughout therapy. Together, these capabilities 
create a more continuous and connected treatment 
experience.

The proposed Prescription Drug Use-Related Soft-
ware (PDURS) framework – currently under finaliza-
tion by the FDA7 – creates a unique opportunity to tie 
DH solutions closer to conventional drugs by adding 
them to the drug label.
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This elevates DH from a peripheral add-on to a 
core component of therapy, one that can be actively 
incorporated into clinical and commercial interac-
tions. Native integration of DH solutions also offers 
competitive differentiation in increasingly crowded 
therapeutic areas.

To fully capitalize on PDURS, Commercial leaders 
must:

•	Embed DH into their strategic vision and business 
drivers

•	Position DH as a core element of value messaging 
for differentiation and patient outcomes

•	Integrate DH early into drug development and clini-
cal trial considerations

3) Cross-Asset Platforms (Scalable)

DH enables the development of scalable, cross-asset 
platforms focused on common patient needs and 
modalities rather than isolated, brand-specific initiati-
ves. Capabilities such as adherence support, patient 
education, and remote monitoring can be built once 
and leveraged across multiple therapies, creating a 
shared foundation for delivering value at scale.

This approach enables:

•	Shared investment across business units

•	Broader reach across patients and HCPs

•	Greater efficiency through reduced duplication

Implementing this approach requires strong cross-
brand and cross-functional collaboration, supported 
by a shift in operating model and mindset – much as 
pharma has successfully centralized functions such 
as medical affairs, pharmacovigilance, and market 
access at the enterprise level. Moving from narrow 
silos to shared platforms can unlock significant cost 
efficiencies and broader enterprise impact. 

A critical first step is to assess existing DH portfolios 
for scaling and reuse potential, while overcoming 
organizational barriers such as the “not invented 
here” fallacy.

Beyond commercial applications, these platforms can 
also support R&D by enabling more efficient clinical 
development – for example, by accelerating patient 
recruitment and enabling more precise, data-driven 
endpoints.

Box 4: Additional Tactical Considerations

1. Dual-track Operating Model 
Embed DH directly into business operations while 
simultaneously investing in future capabilities:

•�� �Business units own and operationalize near-asset DH 
solutions tied to their therapeutic areas.

• �Central DH teams focus on frontier innovation, cross- 
asset platforms, and longer-term bets that individual brands 
would not fund alone. 

This ensures that short-term value creation and long-term 
capability building reinforce each other instead of competing.

2. Tailored Value Narratives 
Adapt DH messaging for each stakeholder group:

•�� �R&D: focus on risk reduction, adaptive trial designs

• �Commercial: emphasize patient adherence and real-world 
evidence

• �Medical and Access: highlight safety, health economics, 
and payer value

Use “translation engines” – such as GenAI tools – to map DH 
metrics into stakeholder-relevant language, supported by 
standardized mes-saging frameworks and therapeutic area 
case studies.

3. Phased ROI Approach
Start small and scale: Pilot → Proof-of Concept → Scale

Clear milestones and success metrics guide the process, 
enabling a “test fast, fail fast” mindset that accelerates lear-
ning, manages expectations, builds stakeholder confidence, 
and de-risks investment decisions.
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Turning these ideas into impact requires 
immediate, focused action. This section 
breaks down tangible first steps leaders 
can take now to drive progress within the 
next 90 days, while laying the foundation 
for longer-term transformation.

1. Integrating Digital Health into the Total 
Value Proposition

Objective: Ensure DH is embedded early in clinical 
development and value narratives, avoiding last-
minute add-ons and enabling future differentiation.

Key Recommendations

a) Embed Digital Health into pre-clinical, clinical, 
and commercial decision-making

Within the next 90 days, designate a senior accoun-
table sponsor to ensure DH input is incorporated into 
Target Product Profile (TPP) development and clinical 
trial design. This enables early alignment with clinical 
endpoints and strategic priorities without creating 

What Leaders 
Should Do Next
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new structures. Once the value-add of this input is 
understood, it can be established as mandatory input 
for TPP and trial design.

b) �Establish a repeatable decision framework

Develop a structured framework to guide teams on 
where and how DH can complement or enhance 
drug development, improve patient outcomes, and 
support evidence generation. This framework should 
include clear criteria related to unmet patient needs, 
endpoints, and regulatory considerations.

c) �Align on regulator-accepted metrics

Identify 2–3 priority outcome domains, review vali-
dated measures, and initiate early scientific advice 
discussions with relevant health authorities. This 
builds a credible foundation for future evidence 
generation and strengthens value communication to 
regulators, payers, and other stakeholders.

Expected Outcome: Lays the groundwork for integ-
rating DH into late-stage trials and payer engage-
ment, improves commercial readiness, and reduces 
costly redesigns while ensuring regulatory credibility.

2. Embedding Digital Health into Commer-
cial and Cross-Functional Operations

Objective: Use DH to drive business outcomes 
across commercial, R&D, and market access func-
tions, enabling integrated, cross-functional value 
creation.

Key Recommendations

a) Anchor Digital Health to strategic business 
objectives

Define how DH initiatives contribute to measurable 
outcomes such as patient adherence, engagement, 
and persistence. Translate these into enterprise-level 
objectives to guide investment and execution.

b) �Integrate Digital Health into brand narratives

Update 1–2 priority asset narratives to explicitly ref-
lect the role of DH. Ensure alignment across commer-
cial, medical, and compliance functions to strengthen 
differentiation without overcomplicating messaging. 

c) Establish a lightweight cross-functional gover-
nance model

Create a DH council with regular – for example mon-
thly – oversight to manage shared artifacts, including 
a unified roadmap, common KPIs, and transparent 
budgets. This ensures coordination without requiring 
a full organizational redesign.

Expected Outcome: Reduced duplication, faster 
decision-making, and readiness to scale DH across 
multiple assets while maintaining cross-functional 
alignment.

3. Developing Cross-Asset Digital Health 
Platforms

Objective: Move from siloed initiatives to scalable 
platforms that address common patient needs, maxi-
mize efficiency, and enable co-funding across busi-
ness units.

Key Recommendations

a) �Conduct an enterprise-wide initiative audit

Map existing DH pilots, apps, and programs to iden-
tify redundancy, gaps, and opportunities to address 
shared patient needs such as adherence, mobility, or 
education.

b) �Prioritize platforms for cross-brand deployment

Select 1–2 candidate platforms capable of serving 
multiple assets, define co-funding models, and 
assign enterprise-level ownership to ensure shared 
accountability and measurable ROI.

c) �Implement pilot co-funding with shared KPIs

Run a limited pilot across select brands, measuring 
agreed-upon KPIs for engagement, outcomes, and 
adoption. Use results to refine governance and scale 
to additional assets or geographies.

Expected Outcome: Establishes scalable, enter-
prise-level DH platforms, reduces duplication, and 
improves efficiency while ensuring consistent patient 
and HCP experiences.
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Conclusion:

From Digital Health 
Ambition to Measurable 
Results
DH in Pharma is at an inflection point. After years of 
pilots and individual but limited success stories, the 
question is no longer whether DH can create value – 
but whether Pharma is prepared to unlock that value 
at scale.

Our roundtable discussions revealed that the gap 
between ambition and impact is not driven by a lack of 
technology, but by how DH is positioned, governed, 
and executed. ROI is hard to demonstrate when value 
is spread across functions. Platforms fail to scale 
when ownership and funding remain assetcentric. 
Stakeholder buyin erodes when DH is framed in 
technical terms rather than business outcomes. 
These are leadership, organizational, and execution 
challenges – not technology problems.

This paper outlines a clear path forward. First, focus 
DH on the challenges that matter most – those that 
shape patient outcomes, portfolio value, and long-
term competitiveness. Second, align its role to the 
nature of those challenges: Expanding the total value 
proposition, integrating support across the patient 
journey, and scaling solutions across the portfolio. 
Third, operationalize these priorities through early 
integration, cross-functional alignment, and platform-
based execution.

For leaders, the implication is practical and immediate. 
Avoid repeating the common pitfalls: treating DH 
as an add-on, measuring it through narrow ROI 
lenses, or scaling it within siloed structures. Instead, 
embed DH early into decision-making, define 
clear outcome metrics, and build mechanisms that 
enable coordination and reuse across functions 
and assets. The organizations that succeed will be 
those that move from experimentation to disciplined 
execution.

The opportunity to act is now. Advances in AI are 
reshaping how we work, engage with patients, and 
interact with HCPs, while regulatory momentum such 
as PDURS and rising expectations for patient-centric 
care are converging to redefine how value is created 
and delivered. DH’s next chapter will not be written 
by more pilots. It will be written by organizations 
that commit to disciplined execution and treat DH as 
a strategic platform – placing patients at the center, 
expanding the definition of value, and translating 
ambition into measurable, scalable results.
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