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Advanced ePRO Tools  
Enable a Global CRO  
to Expand its Service Offerings
How Clinical ink’s Technology Enablement Model 
allowed a CRO to transition to full ePRO deployment 
ownership in three stages

THE CHALLENGE

A global, full-service Clinical Research Organization (CRO) 
operating in more than 50 countries observed increasing 
demand for electronic Patient Reported Outcome (ePRO) 
assessments vs. paper equivalents. This CRO offers Phase 
I-IV clinical research services and eClinical technologies, 
and determined that an ePRO offering for study data 
collection in their service portfolio would enable significant 
incremental business opportunities. The portfolio addition 
would also provide a simplified, single point-of-contact 
interface for their valued Sponsor clients.

While this CRO supported studies using paper-based PRO 
services, it regularly lost revenue to ePRO provider partners 
when clients elected to use a digital solution. These 
provided significant benefits in timeliness, compliance, and 
data integrity. The company searched for a vendor/partner 
to add ePRO to its service offerings, which would provide 
them more opportunities to improve the site and patient 
experience. 

THE SOLUTION

Technology Enablement and Transfer 
Technology Enablement is the means by which a qualified 
ePRO provider licenses their technology platform to CROs 
and Sponsors who wish to create ePRO measures for use 
in clinical study data collection. A technology enablement 
solution allows CROs to evolve their role in implementing 
and deploying an ePRO solution over time. Using this 
approach, CROs can take on some or all aspects of ePRO 
deployment, based on their internal capabilities and 
resources, and quickly begin to generate revenue from 
those services. 

Clinical ink leveraged its unique technology enablement 
model by following a structured, step-by-step transfer of 
ePRO technology and service ownership. This enablement 
process is similar to what the CRO may have previously 
followed with EDC tools, and is comprised of three stages.
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THREE STAGES TO SUCCESS

Stage 1 – Learning and Best Practices
As a first step, the CRO and Clinical ink teams created a 
responsibility assignment matrix to clarify expected roles 
and responsibilities throughout the various stages.

For the CRO’s first ePRO study, Clinical ink implemented 
the learning and best practices stage of the Technology 
Transfer by delivering the entire electronic solution to the 
Sponsor while a CRO project manager and an innovation 
team member observed every step of the process. By 
shadowing the Clinical ink team, the CRO gained the 
necessary knowledge and experience to assess its internal 
resource needs—all while confidently knowing that 
Clinical ink would handle full deployment tasks for this first 
collaborative study. 

During this first stage, Clinical ink trained the CRO ePRO 
team on the entire ePRO deployment lifecycle. The CRO 
ePRO team collaborated on most design and deployment 
tasks to learn more about the technology. To ensure timely 
task completion, Clinical ink assigned a project manager to 
coordinate with the CRO shadow team. 

Clinical ink also trained the CRO on:

• Writing proposals (pricing considerations, etc.) 

• Reviewing protocols

• Identifying key workflows

• Setting up and conducting internal and external  
kickoff meetings

• ePRO Design tool usage

• Configuring the ePRO software

• Conducting a User Acceptance Test (UAT)

• Deploying a study to sites 

• Enrolling patients

The CRO’s Path to ePRO Enablement

R
O
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Technology Transfer

1. Learn

2. Assess internal 
capabilities and capacity

1. CRO technology enabled

2. Support when you need it

1. Take on what you can

2. Get the support you need

• Attend training

• Tier 1 help desk

• Hardware provisioning

• Training delivery

• User acceptance testing

• Configuring the ePRO

• Deploying technology to sites

• Training sites

• Setting up users

• Provisioning data plans

• Managing translations
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Stage 2 – CRO Responsibilities with Clinical ink 
Support
On the CRO’s subsequent ePRO studies, they took  on 
additional tasks and responsibilities for the ePRO 
deployment for the study while supported by Clinical ink 
resources. To leverage its existing infrastructure and logistics 
experience, the CRO was responsible for basic help desk 
support and hardware (patient device) provisioning and 
shipment. 

          By the second stage,  
          Clinical ink’s unique model 
enabled its client to start generating 
revenue for its ePRO services.”

During this stage of the technology transfer, the CRO 
assembled a five-member team to attend a four-day 
training session at the Clinical ink facilities. The live role-
based training covered the optimal processes, tools, job 
roles, and resources needed to maximize the technology 
transfer, including how to:

• Quote and sell ePRO services

• Configure questionnaires using Clinical ink design tools

• Conduct effective UAT

• Manage data

• Understand critical success factors for successful 
deployment

As the CRO grew its ePRO team and gained experience, 
Clinical ink shifted responsibilities to them. Training delivery 
and Sponsor UATs were among the first tasks transitioned, 
followed by creation of  ePRO assessments, leveraging 
Clinical ink’s expertise for configuration and testing.

The CRO’s team then deployed the ePRO assessments to 
sites, training them, setting up user accounts, provisioning 
mobile devices and data plans (through a third-party 
vendor), and managing translations. Throughout this stage, 
Clinical ink continued to provide data management and 
patient engagement services. 

Notably, with each functional area responsibility assumed, 
the CRO earned additional service revenue per the 
definitions outlined in the RACI matrix. During this stage, 
Clinical ink supported the CRO team and also provided  
Tier II/III (advanced) help desk support as required.

Stage 3 – Full ePRO Delivery Ownership
Transferring the last two remaining activities—data 
management and patient engagement—comprised 
the final technology enablement stage. Once these 
responsibilities were transferred, the CRO became a 
fully-functional ePRO technology-enabled organization. 
The CRO earned revenues for all the development and 
delivery services performed to deploy study-specific ePRO 
implementations. The relationship with Clinical ink moved 
to a technology licensing model with advanced support 
services provided à-la-carte as needed. 

Keys to Success: Training and Support

• Enabled CRO success with training, tools, 
communications, and support for both business 
development and operational teams.

• Three-stage model allowed the CRO to earn 
revenue while learning, which justified building 
out its internal team.

• The CRO’s culture was supported by an internal 
innovation team that completed the groundwork, 
developing workflows and integrating ePRO 
into the company’s broader product  
and service offerings.

• During the last stage, the CRO team rounded out 
their team with external ePRO experts.
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Clinical ink is the global life science company that brings data, technology, and patient science together. 

Our deep therapeutic-area expertise, coupled with Direct Data Capture, eCOA, eConsent, telehealth, 
neurocognitive testing, and digital biomarkers advancements, drive the industry standard for data precision 
and usher in a new generation of clinical trials.

By harnessing digital data, we power sponsors, CROs, researchers, and patients to recenter decentralized 
trials and rewrite the clinical development experience.

WORLDWIDE INQUIRIES

+1 336 714 7402 
info@clinicalink.com

Clinicalink.com

RESULTS

Clinical ink’s unique ePRO delivery model made it possible  
for this CRO to add an ePRO service offering, generate 
revenue, and provide a unified service approach to Sponsors 
while enabling an innovative technology that significantly 
eases data collection for investigators and patients.

Clinical ink’s delivery model allowed the CRO to transition  
to full ownership in orderly stages. Enabling their team 
to gain experience and confidence to support full ePRO 
deployments was key. Regular communication between 
Clinical ink and the CRO was essential to ensure successful 
knowledge transfer. Clinical ink’s team ensured that 
responsibilities were clear so that ePRO provisioning 
remained seamless for Sponsors and the trials supported. 
Having strong internal communication was also a critical 
success factor, because efficient, successful ePRO 
deployment and implementation requires both business 
development as well as operational enablement.
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