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Breakthroughs in science, clinical process, 
and technology serve an essential purpose: 
bringing new treatments to patients faster. Yet, 
the modern health system has come to equate 
lengthy drug development timelines with safety. 
Over time, that process becomes an accepted 
mindset and organizational culture. Over time, 
that culture can inhibit innovation.

What if the industry could accelerate the speed 
of innovation without sacrificing safety and 
efficacy? What if it moved beyond maintaining 
current standards, and made the process safer, 
more efficient and more inclusive than before? 
These are the efforts Medable is undertaking in 
modernizing clinical trials, 

For Every Body
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1
Access for Every Body, Everywhere
Limited access to clinical trials has directly impacted the development of new medicines, 
which has remained slow, cost-intensive and poorly reflective of disease-affected populations. 
Medable’s vision is to open scientific research to the world using a platform — designed for 
every body and every biology, everywhere — that accelerates treatment development, and 
guides regulatory processes and clinical decision making to improve health outcomes. 

If research doesn’t involve everybody, are we really making medicine for all?

The public health challenges faced by our world during 
the last three years have helped rapidly modernize the 
delivery of science and care with digital technology. 
Spurred by this call to action, Medable reinforces 
its efforts to scale the first research superhighway, 
connecting patients to all aspects of scientific 
development. Often referred to as decentralized clinical 
trials (DCTs), these digital methods are addressing one
of the largest disparities in healthcare: access to
scientific research.

Digital methods create a platform that improves access 
and relieves operational and financial burden when done 
appropriately with safety and security protocols and 
considerations. Shortening trial timelines, connecting 
stakeholders and harnessing data create financial and 
operational efficiencies that can result in more than 30% 
(i) decrease in the overall cost of clinical research in phase 
II and phase III trials. In 2021, the number of trials with 
virtual or decentralized components jumped 50%(iv).  
Thus, even more opportunities exist in the ability to 
execute real-world evidence trials with technology and 
put health data to good use.

Definition of Decentralized Clinical Trial (DCT): are defined as patient, 
clinical or health research programs executed with digital methods. 
Digital methods include: technology-led virtual or mobile interventions.  
These programs often include tele-health and virtual care capabilities 
like, e-Consent, eCOA,  remote diagnosis, and connected sensors. RWE 
(Real World Evidence) and other data and analytics are also leveraged to 
enable site, manufacturers, and other stakeholders in this value chain.

January 2022



January 2022

By the end of 2021, Medable had supported more than 150 
decentralized trials conducted across 60+ countries, with more than 1 
million patients accessing the platform. The announcement of series 
D funding and the resulting $2.1 billion valuation fuels Medable to 
harness the future.
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2
Evolving the Gold Standard

Honoring – and Improving – the Gold 
Standard

Randomized clinical trials have long been considered 
the gold standard to demonstrate that drugs can work 
as expected in both clinical and real-world settings. The 
double-blind randomized clinical trial is among the most 
important contributions to medical science during the 
past century. Without this model, it would be impossible 
to know for certain if specific vaccines and therapeutics 
were safe and effective for patients of different ages, 
ethnicities and genders. 

But let’s be clear-eyed about the moment we’re in.  
The industry and patients are demanding modernized 
clinical trials to:

• Increase the speed of modern scientific research and  
 thereby maximize its value,
• Acknowledge and meet new public expectations in a   
 post-pandemic world,
• Make research more comprehensible for everyone,
• Offer a streamlined and simple experience for sponsors  
 and sites, 
• Improve operations with new efficiencies, and
• Overcome access barriers and require diversity in  
 investigational research. 

Modernizing clinical trials on most drug studies may 
be one of the most exciting opportunities to fulfill the 
promise of digital methods while bridging disparities and 
preserving the most essential attributes that generate a 
body of evidence in a study. 

This improved standard still includes randomization and 
the highest levels of rigor. In addition, the wider
population of diverse participants results in data that is 
more consistent, true to life and higher quality. It also 
helps deliver greater cost savings and responsiveness 
for trial sponsors, while creating a seamless, convenient 
experience for participants. Ultimately, this fosters greater 
compliance and re-enrollment. 

As industry adoption continues and these benefits 
are realized across leaders, we expect regulatory 
and policy measures would evolve to keep pace with 
new technologies, patient demands and drugmaker 
breakthroughs. That would result in a new industry 
standard where medicine represents a  
broader population.
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Biopharma Companies are Modernizing 
Clinical Trials

Biopharma companies in the vanguard of this change are 
already seeing powerful results by modernizing clinical 
trials to meet today’s conditions. For example, of the 
90 research programs that AstraZeneca is conducting 
currently across three therapeutic areas, many programs 
are hybrids of centralized and decentralized trials. 
Following a pilot program using new data capture 
technologies, the company found that 70% of research 
data can be collected remotely(ii). The massive reduction 
in participant visits led to a “50% improvement in 
patient experience”(xiv). with greater participation and 
lower operating costs. The company’s 2021 goal is to 
incorporate digital health options into 90% of their trial 
programs (iii), reflecting its commitment to scale DCTs.

At Bayer, the pandemic has forced the company to 
dramatically shift from inviting patients to their trials, to 
bringing the trials to their participants. That results in an 
“80% drop in physical visits with greater use of telehealth 
technologies” (xv), and also helps Bayer accelerate study 
enrollment, increase participant compliance and  
reduce costs.

Beyond these success metrics, this modern and 
decentralized approach to trials is delivering results 
comparable to traditional trials – enabling clear 
conclusions regarding the safety and efficacy of drug 
candidates, more quickly and inclusively. 

Creating a stronger value proposition, while 
demonstrating the same fidelity to endpoints, can only 
be brought about through more inclusive access to 
medicine, supported by a consortium of trial sponsors, 
healthcare providers and study participants – all of 
whom benefit from a collective effort to gather and share 
evidence. These elements are needed to swiftly bring 
more patients into the fold of clinical research  
and science.   
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Increased Global Adoption and Improved 
Capabilities

In 2021, Medable witnessed a high double digit increase 
in the number of trials with industry partners. This growth 
highlights once again our customers’ continued trust 
in our ability to deliver quality software and services. A 
significant driver of our growth was scale across patients 
as well as improved functionality across products. For 
example, new visualisation features to certain products 
enabled more than 50 studies to achieve enhanced 
visibility across 50 countries.

Advances in the Medable platform enabled greater than 
70% repeat partnerships. As part of this enterprise-
wide approach, Medable leverages on its consistency in 
solution design and development, while enhancing the 
speed to FPI and collection of primary, secondary and 
safety endpoint data in phase I, II and III studies across 
multiple solutions.

Continuous upgrades of the product suite support partner 
and patients’ evolving needs. These include support for 
offline ePRO collection, advanced, point and click ePRO 
schedule configuration for study designers, enhanced 
eConsent content with knowledge checks, videos and 
advanced document authoring. The latest Patient App UI 
now allows users to preview the next steps of their trial, 
providing them a sense of comfort throughout the  
trial journey.

Beyond features, patient monitoring and data capture 
continue to be a priority. 

The capability to facilitate high-quality remote patient 
monitoring is found in more than 11 sensors integrated 
on the platform, including multi-measurement devices. 
10 more sensors are in development. In 2021, about 8500 
devices were deployed in more than 40 countries. This 
includes 22 new countries — Argentina, Belgium, Brazil, 
Chile, Croatia, Greece, Guatemala, India, Israel, Latvia, 
Lithuania, Malaysia, Netherlands, Peru, Portugal, Russia, 
Singapore, Slovakia, Saudi Arabia, South Africa,  
Thailand and Turkey. 
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A Role in Company Transformation

For many, DCTs and digital methods in research are still novel.  
According to Z’s database, the compound annual growth rate of drug-
based interventional DCTs jumped to 77% between the second halves of 
2019 and 2020 after the onset of COVID-19, from 7% between 2014 and 
2019 (xvi). 

Medable’s role in the industry is not only to develop the best technology 
product, but also support digital transformation of R&D. In 2021, Medable 
launched its DCT Academy to train and educate partners and industry 
leaders in adopting digital tools in clinical research and conducting 
patient-centric trials. This program has awarded more than 600 
certifications across Medable employees and global partners in the first 
six months. This growing enterprise expertise will be a change agent for 
clinical digital transformation.
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3
Therapeutic Lens for Patient Impact

Therapeutic Foundations

Paramount to patient impact is the effort to standardize 
therapeutic protocols across categories, such as 
infectious diseases, cardiovascular diseases, metabolic 
diseases and cancers. The pre-configured and quick-to-
deploy solutions have been created to scale therapeutic 
efforts for clients, clinical trial sites, and patients. In 2022, 
Medable will launch therapy bundles designed to address 
high-volume screening, long study start-up timelines and 
other processes. Each bundle incorporates three to six 
pre-configured products that allow clients to deploy their 
studies in a few weeks. In 2021, Medable expanded its 
therapeutic area (TA) practice to develop foundational 
protocols and standardized approaches to serve the scale 
needs of nearly every TA and disease category.

These efforts allowed industry leaders to partner with 
Medable across a wide range of therapies in 2021. 
The focus on TA enables differentiated programs for 
disease areas that leverage best practice in decentralized 
trials: with 21% of our trials in inflammation, 19% in rare 
diseases, 17% in oncology, 12% in cardiovascular and 
metabolic diseases, 10% in vaccines, 8% in neurology, and 
the remaining 2% in other studies.

The critical impact for biopharma companies’ return on 
investment is the acceleration achieved in phase II and 
III. The number of trials in these two phases posted high 
triple-digit growth in 2021, demonstrating the trust our 
customers have in us to help overcome the hurdles to 
achieving probability of success in clinical trials. 
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Every Body, Everywhere

As Medable evolves its ecosystem, its impact scales. 
This is a critical shift — for both patients and partners. 
Medable increasingly supports trials with more than 
10,000 patients and complex global operations with 
elements of site assessment, patient engagement 
and device logistics. The number of patients enrolled 
using Medable technology more than doubled in 2021, 
compared with a year earlier. To date, Medable has 
supported more than 1 million patients in the world to 
gain access to life-saving therapies.

For example, in an instance of trial rescue for a leading 
organization: traditional recruitment methods had to 
cease enrollment due to the COVID-19 pandemic. With 
on-site facilities being shut down, Medable installed the 
DCT system overnight with the client’s data warehouse, 
enabling them to utilize their own systems for central 
monitoring, reporting and analysis. 

The end result was: 

• Business continuity with 100% rescue of  
 core business operations,

• More than 70,000 patients screened in a  
 year, across 126 trial protocols, and

• Convenient care with 2.1 million hours  
 of televisits across 82 clinical trial sites 

Modernizing clinical trials is not only indispensable  
to ensure business continuity with better processes,  
it is also a mindset overhaul — the industry must serve 
patients where they are to deliver long-lasting  
research outcomes.
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Key Moments for Medable in 2021

Medable expands it’s Patient Success team, 
adding more patient advocates

Medable Secures Another $78 Million Funding to Fuel 
Digital Innovation for Patient-Centered Drug Development

Medable teams up with CRO Syneos Health for hybrid 
trials push

Medable Opens New EMEA Headquarters in 
Dublin

Medable named the number one leader in DCT 
by the Everest Group

Medable is named to LinkedIn’s “Top 50 
Startups of 2021”

Medable and Praxis ink deal to bring DCT 
certification courses to Australia

Medable releases Study Builder v5.0

Medable partners with Seqster to bolster 
real-world data in hybrid trials

Medable furthers their vision for equitable trials with the 
launch of Medable DCT Certification classes

Start of 2021

3.4

6.20

9.22

6.24

10.8

4.21

6.14

2.16

End of 2021

 Medable forms it’s “Site Council 
Network” to elevate DCT

Medable staff grows by 165% by year’s end

Concluded 2021 by tripling number of customers 
and quadrupling sales

Medable employees and customers complete  
600 DCT certifications in just six months

Medable Opens new entity in Switzerland 
10.11

12.8

12.31

11.19

10.9

10.26

12.6

12.15

Medable releases it’s November 
product update, the largest in its history 

Medable is listed by CB Insights as one of the 
“Top 150 Companies in Digital Health”

Medable Medable Secures $304 Million 
in Funding, with a $2.1 Billion Valuation

Medable receives Rock Health award for 
“Top 50 in Digital Health” 
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4
Our People, Our DNA,  
Finding a Way
In 2021, the Medable global workforce grew 165% to 
more than 500 people, serving clients in more than 
60 countries. Medable people embrace different 
cultures, perspectives, experiences, and backgrounds. 
The organization aims to improve continuously its 
marketplace and workplace efforts to foster an 
environment of inclusion, empowerment and respect, 
while attracting a globally diverse team as it scales and 
grows. The company’s recruitment efforts seek the best 
talent while maintaining its focus on diversity, with an 
emphasis on women globally, as well as racial and ethnic 
minorities in the United States (as defined by EE01 racial 
and ethnic categories).

It is in Medable’s DNA to find a way, with Medable 
employing core teams to understand, identify, and solve 
challenges faced by science, patients, and sites. This 
means dedicated teams with specialized expertise across 
patient, site, and scientific backgrounds. By combining 
these unique and diverse perspectives within the fabric 
of Medable itself, the organization is best poised to 
define novel solutions that proactively address potential 
problems and resolve unknowns. 

Dedicated Expertise, Deep Insights: 
Driving Customer Success

Medable is intimately connected to the three  
essential elements of clinical trial success: patients,  
sites, and science.

Keeping patients engaged. To better understand 
patient experience, Medable formed the Patient 
Success (formerly known as Medable PAC) team in 
2018. The team includes patient advocates, advisors, 
and caregivers. People with diverse backgrounds 
in patient engagement and a strong understanding 
of patient preferences bring urgency and voice to 
recommendations. The Patient Success team’s mission 
is to ensure that technologies, devices, and processes 
that Medable brings to its clients are patient-centric, 
accessible, and easy to bring into people’s lives.         

Empowering sites. Similarly, Medable maintains a Site 
Council Network. Formed in 2021, this group comprises 
a diverse group of principal investigators, site network 
executives, and study coordinators. Its goal is to elevate 
site perspectives to ensure they contribute to the 
technology solutions and processes Medable brings to 
the market. 

Driving and innovating scientific rigor. Science is an 
essential part of the Medable DNA, and our science team 
supports the implementation of DCTs by consulting with 
customers across the life cycle of their clinical trials, 
helping solve existing problems while finding  
new efficiencies.

The team also provides direct input on Business 
Requirement Specifications for customer solutions.  
The team helps design new product ideas, conceptualize 
functionality, generate customer evidence, review all 
eCOAs and wearable sensors against customer needs, 
and more. When technology and new approaches align 
to customer culture and process, it accelerates the 
opportunity for patient inclusivity.

In 2021, our workforce numbers 
grew by 165% across the world 
representing over 60 countries.
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CB Insights Digital Health 150 – The Top Digital 
Health Companies Of 2021
 
LinkedIn Top Startups 2021: The 50 U.S. 
companies on the rise

Business Insider – 23 of the most promising 
healthcare startups of 2021

Prix Galien USA 2021 – Nominee for Best Digital 
Health Product

Everest Group: “Leader” in Decentralized Clinical 
Trial Products PEAK Matrix Assessment

Inc. Magazine Female Founders 100: The Most 
Inspiring Women of the Year (Michelle Longmire)
 
Rock 50 Top 50 in Digital Health –  
Frontline Heroes (Michelle Longmire)
 
PharmaVoice 100: Patient Heroes (Jena Daniels) 
and Change Agents (MaryAnne Rizk)
 
Controllers Council “Controller of the Year 
Awards”: Faisal Rusho
 
Madison In Business “40 Under 40” Award:  
Jared Klingeisen

Awards
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Forward Looking: Evidence and 
Inclusivity For Better Medicine
The pandemic brought in its wake a change that, if 
sustained, will bring new therapies more quickly to 
more patients. COVID-19 demonstrated that biopharma 
companies and regulators could be agile. Competitors 
trying to understand the virus collaborated and 
shared their insights. Regulators swiftly modified their 
approaches and encouraged adaptive trial protocols, 
enabling rapid vaccine development. It usually takes 
5-10 (viii) years or more to develop a vaccine, but the first 
COVID-19 vaccine was approved in 8 months after  
trials began. 

Meanwhile, more than 90%(vii) of rare diseases do not 
have US Food and Drug Administration (FDA) approved 
treatment. If the industry and regulators can respond 
with the same agility, they had for COVID-19, patients with 
underserved diseases will surely benefit as a result.

Safety + Efficacy + Speed

The need for rigor in science is constant. Safety 
and efficacy are fundamental to the development of 
medicines. Even during the pandemic, the 2021 R&D 
pipeline had around 18,500 drugs (v) for development, 
up 4.76% (v) from 2020. Some were vaccines targeting 
COVID-19, others are life-saving treatments and essential 
medicines for chronic disease. 

The industry is in an era where it can hold itself 
accountable to a third factor: Speed. It is imperative to 
maximize the value of science for the benefit of patients 
around the world. If science can harness speed without 
sacrificing safety and efficacy, it will set a new standard 
for the industry to reach. 
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The Cost / Value 

Beyond the evidence of digital methods in clinical trials, 
the ultimate burden of affordability and the cost of drug 
development can be shifted. As technologies mature, the 
number of trials with a decentralized or virtual component 
will likely increase 28% to 1,300 in 2022 (vi). The value of 
digital methods is not just in their broader application 
across clinical development for speed, but also their role 
in the management of trial cost and complexity.

Drug development is a function of the complexity of the 
drug’s modality, technology and mode of delivery. The 
cost of development depends on the type of drug. As 
a simplification, there are three main types of drugs — 
oral drugs or non-biologicals, injectables or biologicals, 
and cell and gene therapies (CGTs). When looking at 
the industry’s 2021 pipeline, 28% were oral drugs, down 
1 percentage point (v). On the other hand, the share of 
injectables or biologicals increased by 2.5 percentage 
points to 42.9%, while about 16% of the pipeline were cell 
and gene therapies(v). This is an incredible shift towards 
more complex drug development. 

According to reports, the costs of drug development 
vary from US$2.6 billion (ix) to more than US$4 billion (i) 
and US$6.7 billion (I)if the cost of failure and the cost of 
capital are included. Applying the respective cost tiers to 
the three tranches of drug development complexity the 
total cost is over US$65 trillion. Of the three drug groups, 
biologicals alone currently cost US$32 trillion to develop, 
CGTs cost US$19.9 trillion and oral medications cost 
US$13.5 trillion. 

Recent publications emphasize that the use of clinical 
trial innovation can save 35% and potentially add 50% of 
a US$150-450 million gain (i), in revenue by accelerating 
the processes. Applying the direct cost savings to the 
three drug groups could save US$22.8 trillion, including 
US$11.1 trillion in biologics, US$6.9 trillion in CGTs, and 
US$4.7 trillion in oral medications.

Put differently, the top 40 biopharma companies 
collectively spent close to US$200 billion on R&D in  
2020 (i), applying clinical trial technologies will fuel 114 
years of R&D for these companies and improve science 
and medicine for patients around the world.

A More Inclusive Future

Among the many value propositions in clinical 
development innovation, inclusivity is of paramount 
importance. Scientific development depends on 
accelerating this progress. Yet, today 75% of the 32,000 
participants in the trials of 53 novel drugs approved in 
2020 by the FDA were white (x). There are many more 
facets of inclusivity beyond race and gender. Geography, 
socio-economics and age are other important 
considerations.

Eliminating racial disparities alone would result in saving 
the US, a $93 billion(xi) in excess medical care costs. In a 
typical clinical trial, only 10%(xii) of patients enrolled are of 
minority background, in contrast to the 40%(xiii) 
non-white population in the US.

The need for inclusivity has emerged as one of the 
recommendations in FDA’s latest guidance, which 
encourages an expansion in inclusion criteria, enrollment 
practices and trial designs to involve underserved 
communities. Additionally, the Cures 2.0 act will require 
greater reporting and proof of diversity.
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Bringing Research to Life

Medable, together with other industry players, 
has progressed the effective modern clinical 
trials platform through existing mobile phone 
hardware. It also ensured broad use by a diverse 
patient population, ease of use and compliance for 
participants through a single user interface.  
But this must scale to all people. In 2022, we will 
bridge the digital divide with investment and effort  
in a combination of technology and community-
based research.

In combining platform technology with community-
based support services that deliver a seamless 
experience for participants and improved 
management for sponsors, Medable and other 
industry players can create new points of care. These 
local interfaces at retail pharmacy and other locations 
will bring research and science into daily life. Curating 
experiences that meet participants’ individual needs 
will generate network effects in health. 

By the end of 2022, Medable expects to boost 
its access to patients by 100 times and its site 
interfaces by 10 times, with a consumer strategy 
that removes the barrier between research and 
everyday life.

For Every Body.

New research from Tufts CSDD found substantial net 
benefits for the use of Medable DCT technology in 
drug development. An evaluation of prior industry data 
combined with Medable’s operational data from more 
than 150 DCTs deployed on the Medable platform 
demonstrated that:

In phase II studies, the typical  
DCT deployment for a clinical trial 
resulting in a 1 - 3 month time savings 
yields a net benefit that is up to 
five times greater than the upfront 
investment required.
 
In phase III studies, a similar time 
savings yields a net benefit that is up 
to 14 times greater than the upfront 
investment required.
 

In a forthcoming submission to a peer-reviewed 
publication, researchers at Tufts CSDD will describe 
how they calculated net financial benefits to drug 
sponsors by determining expected net present values 
(eNPVs), and will publish details on the assumptions 
and calculations used in the analysis.
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Message From CEO  
Michelle Longmire 

We believe that by innovating at the intersection 
of safety, science, and speed, we can tenfold the 
number of medicines made.

We do this through decentralization, which removes 
the barrier of geography in clinical research to vastly 
multiply participant access. We also use real-time 
data, which enables us to determine efficacy faster 
than ever before, while harnessing synthetic control 
aims at improving safety and speed. And finally, 
digitalization helps push our industry forward in new 
ways, enabling us to imagine, set, and reach new 
goals that were previously unattainable. While this 
won’t be easy, the rewards for humanity, marketplace, 
and value necessitate that it’s simply a matter 
of when. This is our mission, our vision, and our 
purpose.

Dr. Michelle Longmire 
CEO & cofounder, Medable
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