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THE CHANGING 
FACE OF CLINICAL 
RESEARCH 

We envisage a future of empowered patients, 
collaborative research, and integrated clinical 
trials—enabling people to live their best lives.
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Clinical research has benefited from several advancements in 
recent decades. Technology adoption has resulted in a move 
from paper-based to electronic processes for data collection. 
Expanding access to information has empowered patients to 
have greater autonomy in their care and a voice during the 
development process. Personalized medicine has given rise 
to promising new therapies treating smaller, more targeted 
populations. And the number of clinical trials leveraging 
virtual health tools and novel end points generated by 
mobile technology is increasing. 

And yet seismic challenges remain. Despite society’s 
seeming “hyperawareness of everything,” clinical trials are 
still little known and largely misunderstood. Proliferation 
of information online has called into question the 
trustworthiness of available data on critical health issues. 
Worrying gaps in knowledge still exist for diseases that 
affect high percentages of the global, aging population,   
such as Alzheimer’s. Public and political attention is focused 
on the cost and value of medicine, placing increased  
pressure on industry to innovate for better, faster, and 
cheaper drug development. 

In short, clinical research stands to benefit from bolder, 
large-scale transformation—further helping it fulfill its role 
of advancing medicine and creating a positive human future.

With this in mind, we set out to answer a question: what 
could clinical trials look like in 10+ years and how will this 
impact the health ecosystem? We interviewed a cross-
section of 12 thought leaders within the biopharma industry, 
patient advocates active in advancing progress in research, 
and several of our own life sciences and health-care sector 
experts. We asked leaders to reflect on clinical trials’ recent 
past, project positive scenarios for the future, and propose 
key enablers of this future. 

At PA Consulting, we believe in the power of ingenuity to 
create a positive human future in a technology-driven world. 
We envisage a future when organizations will routinely 
conduct and learn from research together more 
collaboratively. Clinical trials will become a more integrated 
element of health care. People will progressively apply 
research to meet their own precise goals for personal health 
and wellness. As clinical trials become more ubiquitous, 
our global understanding of human health and evidence-
based medicine will put much greater power into the 
hands of people to live their best lives.

To enable this future, we believe industry leaders will need to:

1. Make tomorrow’s end consumer the focal point 
of their business, in some instances reversing 
traditional logic to understand their universe 
and anticipate future needs.

2. Engineer innovation speed and agility into 
their organization to enable more rapid idea 
development through a think big, start small, 
and scale fast mind-set.

3. Participate in cooperative, systemic 
transformation outside company walls to deliver 
on shared goals around technologies, operational 
methods, and disease understandings, as well as 
to benefit from greater transparency of learnings. 

THE CHANGING FACE OF CLINICAL RESEARCH

In short, clinical research stands 
to benefit from bolder, large-scale 
transformation—further helping it 
fulfill its role of advancing medicine 
and creating a positive human future.
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WHAT WILL 
CLINICAL TRIALS 
OF THE FUTURE 
LOOK LIKE? 

Imagining the future of clinical trials, 
where participants across the system work 
collaboratively and trust in science is restored. 
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Our in-depth conversations with experts explored current 
challenges, predictions, and opportunities for clinical 
research and trials of the future—as well as the barriers to 
progress. We also used elements of PA’s FutureWorldsTM 
methodology to remove current forecasting biases and 
imagine potential scenarios, their likelihoods, and the impact 
on industry and its leaders. Our conversations and wider 
research identified major trends either already impacting 
or set to impact clinical trials, including cultural, political, 
technological, and scientific factors.

One longstanding challenge facing industry has been a lack 
of awareness of trials and a broader understanding about 
their role in medicine and health care. One respondent told 
us industry is missing the boat on awareness for everyone—
awareness that trials exist, that they are a care option, and 
that they can translate to new and better medicine. 

Research backs up this assertion. More than one in five 
(21 percent) of respondents to a survey by the Center for 
Information and Study on Clinical Research Participation 
(CISCRP) rated how well they understood the term “clinical 
research study” (or “clinical trial”) as either “not at all well” 
or “not very well” (of those who had never participated).1  
And this lack of understanding was spread relatively evenly 
across different age groups, with those reporting “not at all 
well” accounting for three percent in the 18–34 bracket and 
two percent in the 65+ brackets. 

The same study found that this lack of awareness has a 
direct impact on the perception of clinical research. Those 
deemed to be “well informed” about clinical research were 
likelier to trust pharmaceutical companies “a lot” to give full 
and accurate information about the health risks and benefits 
of new medicines than those “not well informed” (18 percent 
compared to 10 percent). And even among those who 
report being informed about clinical trials, surprisingly few 
understand that medicines must be tested before being put 

on the market, can name an agency that oversees research 
safety, or can accurately assess the length of time involved 
in bringing a drug to market.

Research also points to an increasingly complicated and 
polarized web of attitudes toward science and scientific 
evidence across various groups in society.2 A survey of social 
attitudes toward science found that the public has become 
less likely to agree that modern science does more harm 
than good. In the 25-year period leading up to 2018, the 
number of respondents who felt that science does more 
harm than good fell from 24 percent to 11 percent.3 This 
might be particularly marked in communities where science 
represents a challenge to long-held beliefs, particularly for 
religious communities—especially when it comes to science 
that conflicts with ethical beliefs, such as the use of stem 
cells for medical treatments. 

Skepticism toward science isn’t a new concept. 
Academics have found that trust (or lack thereof) in 
science and scientists in the US has remained consistent 
in the US since the 1970s.4  And for many, this skepticism 
is well founded. In the 1970s, for example, top nutritional 
scientists issued advice that individuals should consume 
no more than three whole eggs per week. Not only was the 
recommendation incorrect, in the long run it damaged the 
American public’s nutritional needs and led to a 50-year 
campaign to rebuild the public perception of the egg.5

All of which underlines the need for the industry to rebuild 
trust in both clinical trials and science as a whole. Trust in 
science is essential in order to solve the complex medical 
issues we face today, to improve the lives of millions and 
shape a positive human future. Several issues facing 
society—particularly medical conditions impacting an 
aging population—will only be solved through effective 
clinical research. 

WHAT WILL CLINICAL TRIALS OF THE FUTURE LOOK LIKE?
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More than any single enabler, collaboration was cited most 
frequently by respondents as key to future progress in 
clinical research. Several told us that increased collaboration 
outside of organizational, geographical, and even sector 
boundaries will be instrumental to industry’s future success. 

There’s a recognition that innovation will come through 
greater sharing and participation in networks and consortia, 
and a realization that cooperative transformation will further 
influence social awareness and understanding of trials. 

We also heard respondents discuss the need to move away 
from a mind-set of innovating in a silo to gain competitive 
advantages, with one interviewee stating: “Even though we 
are all in different companies, in many ways we are in this 
together and have a common interest in advancing health 
and improving wellness. There are enough precompetitive 
spaces that allow us to work well together.”

This trend toward wider collaboration, networked sharing, 
and globally enabled innovation can be seen in wider 
macro trends. For example, we’ve helped tackle online 
child sexual exploitation and abuse (CSEA) by working with 
the WePROTECT Global Alliance to create the first Global 
Threat Assessment, drawing upon an international network 
of law enforcement, governments, and nongovernmental 
organizations to assess the threat—ensuring there’s a 
consistent approach to protect society’s most vulnerable. 
And we used this research as the basis for further 
conversations with key stakeholders involved in the online 
CSEA response to inform our recommended creation of a 
single front-door approach to protecting children in both the 
online and offline world.6

In response to these trends and insights from those we 
interviewed, we believe clinical trials of the future will align 
to three key themes, becoming more open, human-centered, 
and integrated in the health system and in personal and 
public life.

While today we see limited expressions of these elements 
in small pockets or experiments, in the future they will 
become standard practice and generally expected by trial 
participants, research partners, and regulators alike. 

Let’s explore these themes in more detail.

There’s a recognition that innovation 
will come through greater sharing 
and participation in networks and 
consortia, and a realization that 
cooperative transformation will 
further influence social awareness 
and understanding of trials. 

Open

Research infrastructure is increasingly 
connected through networks, 
operational services become more 
consistent, and involved stakeholders 
share in research more cooperatively.

Human-centered

The design of trials is oriented toward 
offering value to the participant, 
resulting in experiences that are 
more personalized, seamless, and 
information-rich.

Integrated

Trials will become more integrated 
into the health system and perceived 
as a critical component of care, 
including broader and more consistent 
application of learnings.    

2
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Open clinical trials will involve connected infrastructure, 
consistent operations, and cooperative stakeholder 
involvement. A system in which trial operations are no longer 
a “black box” will break traditional silos between stakeholder 
groups and foster consistency and speed. Using a shared 
foundation and common elements to design and execute 
trials will ultimately dial down attention on process and 
free attention to focus on science and more rapid delivery 
of patient value. 

Elements of openness and collaboration in clinical trials can 
already be found in industry today, signaling progress that 
will continue to evolve over time as research stakeholders 
embrace greater systems thinking in their approach. For 
example, targeted efforts led by industry consortia such as 
TransCelerate BioPharma have resulted in the use of shared 
platforms for sites to interact across various sponsors and 
for sponsors to share placebo and control-arm data. The 
nonprofit Quantum Leap Healthcare Collaborative recently 
announced promising results of its I-SPY 2 trial, an adaptive 
platform trial involving several drugs across biopharma 
companies contained within a single master protocol.7 
In such models involving master protocols, multiple 
investigational therapies are evaluated at once 
and may be dropped and added at various stages.

The rise of shared, trusted research networks (such as ones 
led by consortia, nonprofits, or international governing 
bodies) will allow several stakeholders to tap into a common 
infrastructure to run and participate in trials. A more 
transparent system can build trust and increased willingness 

to cooperate across organizational and geographical 
boundaries. Commonly accepted best practices will 
minimize unnecessary distinctions between how Protocol 
A and Protocol B are executed. Algorithms may be used to 
accelerate initial protocol creation and study design, building 
data-driven logic into decisions that today are a mystery for 
many (such as restrictive eligibility criteria). Machine learning 
and advanced data sciences may also accelerate decisions  
on the progression of therapies through the development  
life cycle. 

Industry will need to take care to avoid building too much 
automation into trial processes or decision-making. Human 
judgment will continue to be critical for ensuring continuous 
improvement, dynamic learning, and new innovations. 
Additionally, each trial and its intended patient population 
will involve nuance that only patients can help address. 
As Tammy Guld, Global Team Lead at Janssen Clinical 
Innovation, comments: “Diseases can’t be fully understood 
by science alone. Development strategies must begin 
by hearing the story of the disease from patients first.”

Research networks will provide a more structured pathway 
for sponsors to engage meaningfully with patients, 
caregivers, and others to inform study design and even 
research prioritization, building patient-led development 
directly into the infrastructure. 

Marcia Horn, JD, President and CEO of ICAN, International 
Cancer Advocacy Network, and Director of the Exon 20 
Group, told us: “Industry can instantly improve clinical trials 
by integrating the patient voice and patient advocate voice 
early on in protocol design.

“We have been working closely with biopharma companies 
that have agents targeting rare mutations in international 
cancer clinical trials, and each has been willing to listen 
carefully to patient needs and patient advocate advice 
on protocol amendments.”

OPEN

Diseases can’t be fully 
understood by science alone. 
Development strategies must 
begin by hearing the story of 
the disease from patients first

Tammy Guld, 

Global Team Lead, Janssen Clinical Innovationnal 
Cancer Advoca
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Industry can instantly improve clinical trials by 
integrating the patient voice and patient advocate        
voice early on in protocol design

Marcia Horn, JD,  
President and CEO of ICAN,                                                  
International Cancer Advocacy Network; Director, the Exon 20 Group

WHAT WILL CLINICAL TRIALS OF THE FUTURE LOOK LIKE? 11
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Figure 1: The trusted clinical trial network

Credit: PA Consulting
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It’s unlikely a single, global network will power all clinical 
trials, even for a single disease area. However, life sciences 
companies will find it less practical to compete on 
operational efficiency or even on the objective to 
become “sponsor of choice” to research sites. 

Cost and time pressures will stimulate collaborative, 
cross-sponsor efforts on master protocols, requiring 
information sharing and cooperation. Networks will 
become a broker for accessing a shared pool of data 
for control arms or supplementary, real-world insights. 
The infrastructure to enable adaptive platform trials with 
master protocols will become available as a pay-per-use 
service. The need to operate in an agile and collaborative 
manner will force companies to rely upon a common 
approach for core operational services that do not benefit 
from rigid, company-specific customization. Entering 
into partnerships with players not typically involved in 
research will be made easier through a single network, where 
expectations are consistent from one sponsor to the next. 

Compared to the traditional view of clinical research as a 
solo marathon, more agile “sprints” may be deployed across 
several sponsors on the same network, with results passed 
on in a continuous learning cycle. 

Not unlike industry’s massive investment in core, 
in-house platforms for electronic data capture and clinical 
trial management systems in recent decades, significant 
investment will occur over the next decade to evaluate 
and deploy patient-facing technologies compatible 
with shared research networks. 

In support of greater sharing and interoperability, 
the “wild west” of patchwork technology (devices, 
sensors, and wearables) will slowly converge on commonly 

accepted, supplier-agnostic minimum standards expected 
by the network. International standard-setting and 
regulatory bodies will lift some of the burden off industry 
to continuously assess and reassess novel measurements. 
This will lower the clinical research industry’s barrier to 
entry, enabling more consumer devices and nontraditional 
health care technologies onto the playing field for clinical 
research. One result may be an increase in bring your own 
device (BYOD) approaches for trial participants. Greater 
standardization will also enable improved organization and 
support for patient-facing devices across various geographies.  

Trusted clinical trial networks will serve as the foundation 
for enabling speed of involvement and collaborative 
innovation across research stakeholders. Trial participants, 
investigators, and research partners will plug in to the 
network and be met with a more consistent experience. 
Regulators will have more real-time access to data and 
results, drastically reducing the manual effort and cycle 
time involved with submissions and review. Sponsors’ sights 
will be on delivering superior science and value to trial 
participants and end users and consumers. As molecules 
and other novel therapies move in and out of the network, 
failures will be fast and learnings will be assimilated quickly. 
Successes will be demonstrated earlier for rapid progression 
through development. The best outcomes will win. 

Significant investment will 
occur over the next decade 
to evaluate and deploy patient-
facing technologies compatible 
with shared research networks.

WHAT WILL CLINICAL TRIALS OF THE FUTURE LOOK LIKE?TRUSTED

Credit: PA Consulting
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CONSISTENT COOPERATIVECONNECTED
• single points of entry for trial 

participation (patients/trial 
participants, investigators, and 
research partners)

• direct access by regulators to 
warehoused trial data

• interoperability with and 
among electronic health record         
(EHR) systems

• data extracted at point of need

• virtual registry plug-ins enabling 
real-world data collection.

• algorithm-driven protocol  
design services

• commonly accepted technology 
standards and methods

• standard monitoring and quality 
management practices

• publicly available training data 
for machine-learning algorithms

• automated synthesis of data 
packages for regulatory review.

• shared control arms and 
synthetic control data

• cross-sponsor master protocols 
and adaptive platform trials

• frequent public–private and 
industry collaborations

• systematic entry points for 
patient input and engagement

• global/international health data 
standards and regulations

• automated and/or real-time 
review by regulators

• marketplace for honest brokers 
(such as patient data de/           
reidentification).

Table 1: Features of the trusted clinical trial network

TRANSFORMING THE CLINICAL TRIAL TO HELP US LIVE OUR BEST LIVES 14

Credit: PA Consulting
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As open clinical trials enable greater focus on science and 
patient value, rather than operations, industry will further 
orient itself around the humans served by research. This will 
be a necessary shift—consumer expectations will rise and 
be shaped in a variety of ways by other industries, raising 
the bar on expectations for trial participation and clinical 
research more generally. Further advances in omics will tailor 
industry’s understanding of human biology and improve 
the capability to deliver targeted therapies. Companies will 
differentiate themselves based on the value provided to end 
users and trial participants, offering experiences that are 
personalized, seamless, and information-rich. 

Value will not simply mean a less burdensome experience 
for trial participants. In the future, trials will increasingly be 
organized around participants’ lifestyles, rather than around 
existing site or sponsor infrastructure. With this attitude 
in place, additional focus will be on offering participants 
a richer, more engaging experience personalized to their 
unique needs and preferences. Participants will gain intuitive 
insights about their own health and care that they wouldn’t 
have had otherwise. The offering will become especially 
valuable when trials involve end points embraced widely 
across industry and regulators that are developed 
in partnership with patients, rather than by scientists alone. 

Approaching patients and trial participants as human beings 
with a wide variety of unique attitudes, desires, and lifestyle 
objectives will be an important shift in thinking. As medical 
paternalism has declined over the past decade, the next decade 
will see continued empowerment of patients as individuals rather 
than as a cohort characterized by a medical diagnosis or set of 
symptoms. Those who participate in clinical trials will expect 

a more holistic and immersive experience, providing 
opportunities for continuous learning while receiving quality care. 
Personalized health reports, data visualizations, and portable raw 
data provided at the conclusion of a trial will provide participants 
the opportunity to carry forward their experience and power 
greater ownership over their health and care.

According to Bert Hartog, PhD, Senior Director at Janssen 
Clinical Innovation, “there will be different types of trial 
participants. There will be those who are selected based  
on unique, individual characteristics and who receive  
full-blown VIP treatments. Then there will be those who 
provide their consent to participate but from that point 
on hardly notice they are in a trial because of the minimal 
friction this participation will cause. What the two types 
of participants have in common is that they will receive 
deep insights into their behavior and the disease they are 
diagnosed with.” 

Building an informative and immersive experience will 
require striking the right balance between human and virtual 
interaction. Remote or decentralized trials, including those 
aided by wearable technology, are already on the rise. These 
approaches can enable patients to overcome logistic hurdles 
of participation and have already demonstrated promising 
improvements to enrollment.8 

While virtual and hybrid trials become more common, this 
need not translate to less time with expert clinicians or 
other healthcare practitioners (HCPs) who contribute to the 
quality and attention of care. Virtual eConsent may be aided 
by live discussions with a care practitioner and interactive 
assessments to confirm understanding of important 
concepts. Uncomplicated labs may be performed at local 
pharmacies, using in-home specialists or even using self-
service tools aided by same-day pickup. Digital connection 
to a participant’s care team and live, virtual visits can offer 
flexibility and tailored attention. 

“In the future, everything should be personalized and that’s 
what people are expecting,” Michelle Crouthamel, Director, 
Digital Health & Innovation, AbbVie, told us. “In addition, we 
should never forget the human connection. All of us who are 
developing technology platforms for the future must keep this 
in mind.” 

HUMAN-CENTERED 

We should never forget the 
human connection. All of us 
who are developing technology 
platforms for the future must 
keep this in mind

Michelle Crouthamel,                                                      
Director, Digital Health & Innovation, AbbVie

WHAT WILL CLINICAL TRIALS OF THE FUTURE LOOK LIKE?
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Companies will continue a trend of using digital end points 
for pivotal studies and creating a more digital experience 
for participants. Actigraphy or movement-based end points 
are currently the most prominent applications of digital 
end points. In the last year, Roche has sought European 
Medicines Agency (EMA) approval for the use of stride 
velocity as a primary end point for Duchenne Muscular 
Dystrophy.9 Meanwhile, Bellerophon has obtained approval 
from the Food and Drug Administration (FDA) to use 
a change in activity levels as a primary end point in their 
Phase 3 study for pulmonary hypertension.10 

Additionally, more routine use of electronic clinical outcome 
assessments (eCOA), including patient-reported outcomes 
(ePRO) and electronic patient diaries, will seek to improve 
quality of data collection while making trial participation 
more interactive and accessible. Smart application of devices 
that don’t require a user interface (zero UI), such as voice 
recognition and sensors for movement, will also provide 
more seamless data collection while offering participants 
real-time support and monitoring. 

While considering the range of opportunities to incorporate 
digital approaches into trials, sponsors will need to weigh 
potential benefits against potential downsides, such as 
unnecessary complexity for participants. Design and user testing 
with the intended population will continue to be important.

Digital tools will also be used to provide on-demand 
information for participants before, during, and after their 
participation, including their own data (e.g., Blue Button) and 
general information on study progress. Careful attention must 
be paid to preventing the introduction of biases into 
a study—for example, participants who see their progress 
may further push themselves to do more. However, a growing 
number of commonly accepted, collaboratively developed 
standards and guidelines for information provision will enable 
sponsors and sites to provide participants with a much 
richer, more informative experience. 

As participants engage in or exit a trial, their data and 
health insights will move with them. New health application 
suites will offer a more comprehensive source of up-to-date 
information on an individual’s health and care history, response 
to interventions, and genetic profile. Trials that allow easy 
portability or plug-in of data to such health suites are likely to 
set the new standard for best-in-class participant experiences.

New entrants to the clinical research domain, particularly 
those with deep troves of consumer data, are likely to disrupt 
core aspects of the participation experience. Companies rich 
with data about their consumers will discover new ways of 
optimizing the trial experience, including simply applying 
trusted offerings that already 

exist today under the umbrella of clinical research. 
For example, Amazon could leverage their experimental 
mind set and brand reputation to become the gold standard 
for delivering investigational drugs in precise dosages 
to a trial participant’s doorstep. 

T. J. Sharpe, a melanoma survivor and patient advocate/
advisor, told us that Amazon is “skilled at making options 
more personally relevant to individuals. Simple but important 
things like trial accrual could see ridiculous improvements 
simply due to availability of data at scale and insights from 
that data.

“They also have a trusted name. Amazon is a brand most 
people trust to deliver them things on time. They deliver 
without fail almost every time, and when they don’t, 
they make it right.”

Large, consumer-oriented companies will be able to bring 
existing and new offerings to clinical trials that people 
more easily relate to in their ordinary lives. Their keen 
understanding of the consumer will give them the power 
to craft an optimal experience that even the consumer 
could never dream about. Existing companies must consider 
their strategy in response to these entrants, either as direct 
partners, competitors, or as organizations existing 
in a cooperative ecosystem.

While the nature of trial participation changes, sponsors 
may increasingly require fewer people to power a study—
using shared pools of control data, advanced analytics, 
and in silico modeling. Participants may be drawn from 
smaller and more refined patient populations with the aid 
of precise diagnostics and biomarkers, limiting exposure 
to new interventions to the smallest possible number of 
people. At the same time, higher numbers of trials are likely 
to involve expanded participation arms to collect additional 
real-world data—particularly late-stage trials, therapies with 
well-established safety profiles, and disease areas involving 
patients with high unmet needs who desire access to 
investigational treatment. 

One key consideration will be ensuring that people 
typically underrepresented in clinical trials, from across a 
range of racial/ethnic and socioeconomic groups, are not 
further marginalized—underscoring the need to balance 
the use of new technology and data with a more holistic, 
human-centric vision. Research has demonstrated that 
seeking to understand the unique cultural characteristics 
of local communities goes a long way toward addressing 
underrepresentation during trial design and enrollment.11 
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Simple but important things like 
trial accrual could see ridiculous 
improvements simply due to 
availability of data at scale and 
insights from that data

WHAT WILL CLINICAL TRIALS OF THE FUTURE LOOK LIKE? 17



TRANSFORMING THE CLINICAL TRIAL TO HELP US LIVE OUR BEST LIVES 18

SEAMLESS INFORMATION-RICHPERSONALIZED
• precise diagnostics and 

biomarkers for eligibility

• personalized decision support 
tools for trial participation

• trials arranged to suit 
participant’s lifestyle and bring 
trial to the participant

• optimized balance of human 
interaction and technology

• experience tailored to individual 
preferences.

• virtual enrollment consultations 
and remote eConsent

• BYOD philosophy for trial 
participants

• balanced tool kit of options for 
telemedicine, satellite sites, in-
home visits, etc., tailored to the 
study and participant

• continuous, passive data 
collection and monitoring (such 
as wearables, sensors) that 
minimizes interruptions

• zero-UI devices for basic support 
in-home or on the go (such as 
artificial intelligence-enabled 
voice recognition).

• clear, concise, and intuitive 
health reports and visualizations

• participant-directed exchange 
of data between trial team and 
primary/specialty care physician

• insights translated to knowledge 
about oneself and the future.

Table 2: Hallmarks of human-centered trial design

PERSONALIZED
    SEAMLESS

INFORMATION-RICH

TRANSFORMING THE CLINICAL TRIAL TO HELP US LIVE OUR BEST LIVES 18

Credit: PA Consulting
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As trials become more open and human-centered, society 
will have improved capacity to better understand and interact 
with clinical research. Trials can become more integrated in 
the medical system and perceived as a critical component 
of advancing health. Outcomes and learnings from trials can 
be applied more broadly and coherently with the purpose of 
helping to transform lives. Clinical trial networks can play a 
foundational role in embedding research and emerging science 
into health care, or “learning health systems.” 

It should be noted, however, that the gap between our current 
state and a future when trials are better understood is not 
trivial. Today, there are more than 300,000 registered research 
studies across the globe, yet recent statistics indicate a large 
majority of the public has a limited understanding of clinical 
trials.12 And the biopharma industry most heavily associated 
with clinical research continues to suffer from a trust and 
reputation problem.13 An explosive article about “human guinea 
pigs” published nearly two decades ago still echoes throughout 
current perceptions and understanding of clinical trials.14  As 
Julie Dietrich, Vice President, Clinical Operations at GENFIT 
Corp., told us: “Trials need a makeover.”

Many clinical trials are situated at the intersection of science, 
for-profit motive, and human lives. Industry has an opportunity 
to rebrand the image of clinical trials in the most authentic 
way—as engines for discovering new, evidence-based therapies 
and tools for learning about one’s own health and the health 
advancements for generations to come. 

Industry will benefit from further educating the public about 
the rigor of the process and the quality of experience, but 
rebranding efforts will require more than basic education. 
Real-world stories and visibility into the actual lived experience 
of participating in a trial and its impact on empowering the 
individual will be crucial. Through Altruism and expanded care 
options will continue to be motivators for trial participation 
in the future. Many will be driven to participate based simply 
through curiosity about themselves and their health. We believe 
that with the right action by the research community and 
former trial participants acting as ambassadors of research, 
clinical trials will reach a tipping point of perceived value and 

public interest. A groundswell of former trial participants, armed 
with their own data, may be more empowered to speak openly 
about their experiences—not as guinea pigs but as benefactors 
of a cutting-edge process of learning. 

While more people in the health system begin to speak 
the language of clinical research and trial networks connect 
to EHR systems, trials have the potential to become near 
ubiquitous in this setting. Today’s fragmented health technology 
and points of care will increasingly tap into a shared network. 
Physicians and patients will regularly receive eligibility alerts in 
their EHR interface, and patients’ collaborative care teams will 
include trial staff. Care pathways, automatically generated for 
shared decision-making between providers and patients, will 
expand to include trials as additional care options.

Greater awareness of clinical trials and more democratized 
access to trial information will positively impact both enrollment 
and transparency of results. Providing participants with 
individual trial data will become an ethical imperative rather 
than a differentiating feature of a trial.  Awareness will also 
influence greater transparency of the entire research pipeline, 
particularly for critical diseases and areas of unmet need. 

INTEGRATED

Industry has an opportunity 
to rebrand the image of clinical 
trials in the most authentic 
way—as engines for discovering 
new, evidence-based therapies and 
tools for learning about one’s own 
health and the health advancements 
for generations to come. INFORMATION-RICH

Trials need a makeover

Julie Dietrich,                                                                                                            
Vice President, Clinical Operations, GENFIT Corp.
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Today, a team of dedicated experts would be required to 
compile a comprehensive and informative summary of 
investigational therapies across various sponsors’ pipelines. In 
the future, we expect such information to be readily available 
and curated in lay format—not just for the benefit of active 
patient advocates, but for consumption by a range of people 
increasingly driven to research options following personal 
genetic testing or diagnostic results. 

The types of interventions studied in clinical trials will also 
expand as the role of trials is more widely accepted and 
understood. Trials studying general health management and 
behavior-based interventions will become more common, such 
as those evaluating impact of diet and lifestyle changes. Beyond 
those funded by government and academia, a larger variety of 
health systems, insurers, and for-profit organizations will seek to 
substantiate new approaches to improving health outcomes. 

Furthermore, as medicine, health, and research awareness 
increase over the next decade, a growing trend of individuals 
seeking to create their own mini “trials” for personal health 
management may be enabled by a range of mobile apps and 
tracking solutions. This will empower them to continuously 
observe the impact of lifestyle and behavioral factors on health 
while comparing themselves to others in the population.

Within and outside of research, a larger proportion of 
empowered consumers will consistently seek and apply deep 
insights about the personal behaviors, traits, and symptoms 
impacting their overall health and wellness. Harnessed with 
single-source access to personal health data, including a holistic 
view of genotypes/phenotypes, one can imagine a patient 
bringing to a doctor visit a personally generated report on their 
own health profile for discussion. 

Practices such as these will support a growing movement 
toward meeting precise health goals. The health consumer 
—a category that may be applied to anyone with or without 
a diagnosis—will be educated and empowered at an 
unprecedented level. Consumers will expect clarity on how 
diseases manifest, how they progress, and how they can be 
measured or even predicted. They will advocate in greater 
numbers for collaboration and investment in research where 
areas of high unmet need still exist. Greater power will be 
placed into the hands of individuals to improve their own and 
others’ lives. As we were told by Michelle Crouthamel, Director, 
Digital Health & Innovation, AbbVie: “Health is a different type 
of wealth; without it you can’t achieve your life dreams.”

 

Health is a        
different type of 
wealth; without it 
you can’t achieve 
your life dreams
Michelle Crouthamel,                                                                                              
Director, Digital Health & Innovation, AbbVie
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UNDERSTOOD APPLIED INTEGRATED
• automated patient-matching 

algorithms for trial eligibility 
connect to EHR and patient 
portals

• trial data is accessible and no 
longer kept in silos

• personally relevant research 
served up as part of customized 
health profile.  

• trials rebranded as cutting-edge 
learning experiences

• trials trusted as quality-care 
options

• participation is engaging and 
empowering

• participants are valued and 
become ambassadors of 
research

• common myths and 
misunderstandings about 
research are dispelled.

• individuals harness data to 
improve their own health journey 
and to meet precisely defined 
health goals

• personal health profiles expand 
to include insights from care 
received during trial experience

• movement of knowledge back to 
the hands of patients, caregivers, 
and Health care Practitioners  
(from ivory towers to point of 
care)

• more prevalent consumer 
advocacy (personal, political) 
for addressing unmet needs 
or knowledge gaps for critical 
diseases and untested therapies.

Table 3: The future role of trials in society 

INTEGRATED
    UNDERSTOOD

APPLIED

Credit: PA Consulting
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TRANSFORMING 
THE FUTURE OF 
CLINICAL TRIALS 

Those prepared to act and lead will be best 
placed to seize the opportunities presented by 
the future of clinical trials.
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What does this vision of the future mean for today’s 
researchers in the biopharmaceutical industry? It’s evident 
that adopting and applying  a more open, human-centered, 
and integrated mind-set is essential to success in the next 
evolution of clinical trials. However, the respondents we 
spoke to identified culture and inertia as the largest overall 
barriers to progress. 

Preparing for the future of clinical trials—whether focused 
on a specific theme presented above or a combination of 
all three—requires action and leadership. While political, 
demographic, technological, and scientific factors will all 
determine the scope of change and the speed with which 
it arrives, opting to wait and see isn’t a viable option.  

We’ve identified three actions for heads of development, 
clinical innovators, and operational leaders. These actions 
embody a next-evolution mind-set to break the cycle of 
inertia and not just prepare for the future of clinical trials but 
help shape their evolution from today onwards. 

As a custom, industry has followed the path of working 
backward from regulatory approval and reimbursement 
when designing and conducting clinical trials. This places 
health authorities and payers in the role of target customers 
rather than those who use and benefit from therapies. 
Beginning instead with a deep and sincere understanding 
of end consumer-desired outcomes has the power to disrupt 
the status quo in both the trials realm and other areas of the 
life sciences business. This is a departure from considering 
only the needs of large clusters of patients or trial 
participants. Instead, the individual users of the experiences, 
services, and products delivered—and their unique lifestyles, 
attitudes, and preferences—are the focal point. 

It’s a view confirmed by our interview with T. J. Sharpe, 
a melanoma survivor and patient advocate, who told us 
industry must “embrace the end consumer.” He added: 
“Everyone wants to be patient centric, but trials have been 
the same for 50 years. There is a huge opportunity to change 
the entire way research is done by starting with what the 
consumer wants.”

Paying attention to the consumer of tomorrow is a second 
distinction in this mind set shift. Tomorrow’s health 
consumers may not have a precise health diagnosis today, 
but the expectations they place on providers of the services 
and goods they consume are rapidly changing. Today’s 
digital natives expect an entirely different experience. 
They’re used to their personal devices bundling services that 
educate, entertain, transact, research, and so on—everything 
just works and organizations offering services and outcomes 
come to them. 

These consumers are social in all they do, live in physical 
and virtual groups, and reach out across these groups 
to share and seek opinions. We call them Customer 4.0. 
And we’ve seen their habits and behaviors move back up 
the generational line to Gen X, Baby Boomers, and even 
the Silents, creating greater care expectations across 
demographic groups. 

1. Make tomorrow’s end consumer 
the focal point of your business

TRANSFORMING THE FUTURE OF CLINICAL TRIALS
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Many organizations struggle to respond to consumer-
led disruption in a way that’s relevant and valuable, 
either because they mistakenly believe that incremental 
improvement is all that’s needed or being railroaded by 
the pursuit of efficiencies. But with expectation transfer 
creating a demand for best-in-class experiences across 
all interactions—be it as a consumer, citizen, patient, or 
trial participant—organizations must respond in a way that 
is valuable to their end users and relevant to the outcomes 
they seek. 

Industry will face several hurdles responding to this 
Customer 4.0 world. A hyperfocus on growth, particularly 
for publicly traded companies, is not unique to the life 
sciences but is further complicated by the high price tag 
of research and development (R&D). Adopting a mind 
set of designing and conducting clinical trials to deliver 
enriching experiences for participants will inevitably 
require a demonstrated return on investment.  
And further downstream, payers will always require 
tangible evidence of reduction in healthcare cost, with 
perhaps less interest in addressing softer benefits that 
may matter only to patients. 

As political pressures regarding the cost and benefit 
of new therapies mount, companies will encounter a 
growing need to expand and adapt their business model 
and therefore the scope of offerings on the market—or 
risk losing out to others who can more effectively meet 
these expanded needs. As sponsors of clinical trials 
investigating a range of potential future therapies in 
partnership with trial participants, biopharma companies 
are in a unique position to begin focusing their efforts 
more on deeply understanding people and their attitudes 
toward health, wellness, and disease management and 
prevention. 

Companies who capitalize on this opportunity now will 
lay the groundwork for adapting quickly to new options 
for their business model in the future. They will also build 
their position as a premier “sponsor of choice” to trial 
participants who perceive high value and reward from 
the participation experience. 
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There is a  huge opportunity to 
change the entire way research 
is done by starting with what 
the consumer wants
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With high rates of failure in R&D, the biopharma industry is 
no stranger to investment risk. It is not surprising that many 
leaders have been uninclined to initiate bold moves in other 
areas of the business. A common refrain is that industry 
cannot innovate as quickly or as boldly because it is heavily 
regulated and fraught with complexity. 

As Hassan Kadhim, Director, Clinical Trial Business 
Capabilities at Bristol-Myers Squibb, told us: “We talk a lot 
about what we want to do but are slow to do it. That’s not 
for a lack of resource or skill, but we’re trying to move an 
elephant. And an elephant doesn’t move by itself. There is 
a mind-set in Silicon Valley which doesn’t match the mind-
set in clinical R&D. For tech, one month could be an eternity. 
In pharma, that’s nothing. We need to bring both worlds 
together so we can learn from one another.”

Adopting an agile approach across all areas of the business, 
including clinical trials, enables companies to respond early 
and often to both market changes and shifting customer 
needs, with the flexibility to pivot and adapt as necessary. 

To adopt a bolder, more agile approach, companies need 
not feel pressure to be pioneers or to break new ground. 
They can learn from tech giants and digital start-ups without 
becoming identical to them. Instead, companies should 
embrace a think big, start small, scale fast mind-set. Thinking 
big is about reimagining the way value is created with a 
single-minded focus on the consumer. It is about solving 
problems rather than finding problems to solve. Starting small 
requires creating an environment where a series of smaller 
experiments may run, balancing innovation with defined 
goals. Small experiments are easier to start, fund, learn from, 
adapt, or stop as necessary. 

This approach means moving away from the “measure twice, 
cut once” approach of yesteryear and toward a model where 
you can experiment at pace while maintaining quality, safety, 
and a view of the commercial destination. Experiments shown 
to have potential may then transfer to broader application, 
involving distinct functional groups with the focus and talent 
for fast execution. 

Our survey of 500 leaders across a range of sectors, 
including life sciences, identified five dimensions of agility 
most strongly shown by the top 10 percent of businesses 
by financial performance. And these leaders recognize they 

can’t slow down. They believe they’ll need to respond 30 
percent faster across all five dimensions and be faster to 
respond to customers, faster to value with new products 
and services, faster in internal decisions and actions, faster 
to adapt and evolve systems and processes, and faster to 
liberate their people and empower their workforce.

Beyond the organizational structure and ability to quickly 
experiment, agility will involve nurturing your people and 
creating a culture of continuous improvement through 
internal feedback. Any desire to create human-centered 
outcomes requires a people-centered approach to your 
workforce, with a focus on creating a workforce strategy and 
roles that empower employees and connect the dots between 
their daily activity and the wide organizational purpose. The 
beauty of agile is that success breeds more success, creating 
a set of robust capabilities and the organizational momentum 
and confidence to continue innovating. 

 

2. Engineer innovation speed and 
agility into your organization 

There is a mind-set in Silicon 
Valley which doesn’t match 
the mind-set in clinical R&D. 
For tech, one month could be 
an eternity. In pharma, that’s 
nothing. We need to bring both 
worlds together so we can learn 
from one another

Hassan Kadhim,                                                        
Director, Clinical Trial Business Capabilities,           
Bristol-Myers Squibb
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The steady move toward more networked clinical trials 
cannot be ignored, and the core foundation required 
to support them can remain cumbersome or can shift 
to a mode that better serves the industry. Aligning on 
shared, cooperative goals for technological infrastructure, 
operational methods, and the basic scientific understanding 
of human disease can result in systemic transformation that 
benefits all stakeholders in R&D. Likewise, an attitude of 
transparency has the power to release new opportunities 
driven by organizations not traditionally involved in trials, 
in which all of industry may share.

Participating in precompetitive and cross-sector 
collaboration, specifically focused on bold new operating 
models, will be important. Companies who do not participate 
risk losing ground, and a lack of outreach from industry 
to other sectors runs the risk of causing disruption that 
threatens rather than serves the industry over the long run. 
As we found in our recent report on digital transformation, 
established players will increasingly need to partner 
with organizations across other sectors and their own to 
safeguard their present, cocreate value, and redefine their 
place in the value ecosystem.15 

According to Tammy Guld, Global Team Lead at 
Janssen Clinical Innovation, “Self-sustaining open 
science collaborations supporting academia, industry, 
and regulators have begun to pave the way for accelerating 
drug development through the use of federated, real                    
world evidence.”

Marcia Horn, JD, President and CEO of ICAN, International 
Cancer Advocacy Network, and Director of the Exon 20 
Group, agrees. “Whether trial design stays the same or 
becomes    ‘N of 1’ trials where the experimental compound 
is delivered by drone to the patient’s doorstep, close 
collaboration among clinicians, industry, molecular pathology 
labs and patient advocates representing the patient voice 
needs to be paramount if we want to achieve effective 
clinical trials recruitment and retention.”

Transforming the technology landscape, including systems, 
devices, wearables, and supporting standards, is perhaps 
where collaboration can be most effective. Few gains will be 
made by proliferating a mass, intricate system of competing 

clinical trial networks and sets of standards, each with a high 
investment to develop and maintain. Instead, industry may 
aim for a more cooperative, supplier-agnostic infrastructure. 
Similarly, fragmentation of EHRs will continue to be a barrier 
to health-system integration. 

Government can play a positive and even a lead role in 
driving an end-to-end digital ecosystem, spanning both 
research and health care, by removing practical constraints 
such as a lack of acceptable data standards or guidance for 
maintaining data privacy. Industry may, as a united front, 
advocate for such transformation and provide important 
guidance on how to enable change. Partnership with 
patients and the public will also support advocacy efforts 
by building a compelling vision centered on providing value 
back to health consumers.

There are notable examples of this approach in the real 
world. For instance, the US interstate network enabled the 
wider movement of goods and expanded logistics—as well 
as the wider freedom of travel—when legislation was passed 
to ensure various state highway-planning boards worked 
together on an interconnected network of highways. 
A similarly strong, consistent foundation and infrastructure 
for cooperation and coordination across industry will help 
create much stronger clinical trials and better experiences 
for trial participants.

 

3. Participate in cooperative, 
systemic transformation



 29

 

 29TRANSFORMING THE FUTURE OF CLINICAL TRIALS

Close collaboration among clinicians, industry, 
molecular pathology labs and patient advocates 
representing the patient voice needs to be 
paramount if we want to achieve effective 
clinical trials recruitment and retention

Marcia Horn, 
President and CEO of ICAN, 
International Cancer Advocacy Network; Director, the Exon 20 Group
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CONCLUSION                   

Pharma has an opportunity to create a positive 
human future through harnessing its collective 
ingenuity and focusing on human needs and 
customer expectations.
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Make tomorrow’s end consumer the focal point of your business, 
working backward from their needs and expectations to understand 
their world, deliver on it, and forecast the future.

Engineer innovation speed and agility into your organization, to move 
from ideas to delivery at pace, move to value without delay, and quickly 
seize the available opportunities.

Participate in cooperative, systemic transformation outside company walls 
to deliver on shared goals around technologies, operational methods, 
and disease understandings, as well as to ensure that those in the wider 
system benefit from greater transparency. 

 

TO START MAKING THIS SHIFT, YOU MUST: 

BY DELIVERING THE ABOVE, CLINICAL LEADERS WILL HAVE THE OPPORTUNITY 
OVER THE NEXT DECADE TO EMPOWER PEOPLE TO LIVE THEIR OWN BEST LIVES.

If pharma can harness its collective ingenuity and focus on human needs and consumer expectations, it has an incredible 
opportunity to create a positive human future. Clinical trials have a crucial role to play in developing new treatments for 
individuals and in scaling these to have a broader positive impact on investigators, sponsors, the medical community, and 
society as a whole. And research shows that areas of medicine subject to more clinical research provide better care and 
improved patient outcomes than those that conduct less. 

The next evolution of clinical trials will be driven both top-down (e.g., cost/value pressures) and bottom-up (e.g., consumer 
preferences). Trials will become increasingly open, human-centered, and integrated. To keep pace, industry will need to adopt 
a more consumer-focused, agile, and cooperative mind-set. This mind-set shift will not happen organically and must be led and 
practiced at all levels of an organization.

Clinical leaders have always had the opportunity to enable positive change to human health. By working backward from 
consumer needs, embedding agility into the organization and participating in cooperative, systemic transformation, clinical 
leaders will have the opportunity over the next decade to influence human health while also empowering people to live their 
own best lives. 

CONCLUSION
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ABOUT THE REPORT                   

In mid-2019, we spoke with 12 thought leaders within the biopharma 
industry, patient advocates active in advancing progress in research,  
and several of our own life sciences and health care sector experts.  
Our aim was to explore what clinical trials would look like in 10+ years.

We asked leaders to reflect on clinical trials’ recent past, project positive 
scenarios for the future and propose key enablers of this future. 

Our thanks go to all those who contributed to our research and informed 
our report.
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At PA, we believe in the power of ingenuity to build a positive human future 
in a technology-driven world.

In 75 years of inventing new solutions and helping organizations around the 
world to deliver faster more valuable innovation, we’ve honed a distinctive 
approach. We create strategies that inspire change and bring innovative 
thinking to seize the best opportunities. 

Ingenuity arises when our diverse teams of experts including strategists, 
technologists, digital experts, consultants, designers, scientists and 
engineers come together to deliver real-world experience and apply it at 
pace. We’re creating breakthrough innovations that answer some of the 
biggest challenges facing the world today, including finding alternatives 
to single-use packaging, developing life-changing medical devices, and 
transforming the clinical trials industry.

While our vision of the future of clinical trials requires bold action, we 
believe change is perfectly achievable. Those prepared to be bold stand to 
reap the rewards – and help us build the positive human future we strive for.
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