CRO Benchmark Survey
Report
Survey of Leading CROs
Challenges & Best Practices
in CRO-Sponsor Relationships

WELCOME
In August of 2017, Comprehend undertook a survey of global CRO clinical leaders to identify
and measure challenges and best practices in working on clinical trials with sponsors.

“How can I build stronger relationships with sponsors?”
“How can I expand programs to offer them?”
“How can I streamline the sharing of data, for faster, better milestone results?”
These questions address top challenges for CROs today. It is no longer status quo, but a
highly competitive and complex business environment. And adding to that, an increased
volume of data, condensed milestone times, greater regulations around quality and
standards, and new requirements in managing risk, puts a heavy burden on CROs.
While sponsors are ultimately responsible for their clinical trial data and decision-making,
CROs are often the workhorses behind the scenes—managing large-scale site and project
team productivity. Designed to shed light on top challenges, this survey report will help CROs
better understand the evolving issues and how to address them. It will also help both
sponsors and CROs better understand where improvements can be made in the joint
CRO-Sponsor relationship.

“This will help both Sponsors and CROs better understand where
improvements can be made in the joint CRO-Sponsor relationship.”

Key Findings
Gaps in operational processes, exposed through fragmented systems, data
and processes—such as lack of real-time data analysis and slow cycle
time—continue to plague the CRO-Sponsor relationship

Relationships and responsibility—from Sponsors to CROs and within CRO
teams—increasingly challenge CROs to respond faster, with quality
information

The need for automation is evident in the increasing focus on regulatory
changes and increased costs due to scalability and complexity
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About the Survey
More than 100 CRO
executives and clinical
operations leaders from
leading CROs responded
to 20 questions. Nearly 70%
of them conduct 25 or
more new studies per year.
All said they are focused
on providing overall
project management
services for their sponsors.

•

More than 50% are involved in Clinical Operations

•

Nearly half of respondents were executive-level titles

•

14% are Business Development

•

Additional respondents from Quality, Finance,
Contracts and IT

CROs continue to expand their
breadth of services to a full-service
model. More than 90% of
respondents offer all these services.
With an increased focus on the
demand for information from both
project managers and executives,
it’s not surprising Data Management ranked at the top.
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MEETING CRO-SPONSOR RELATIONSHIP GOALS
Changing operational conditions and an increased pace of business challenge CROs
today to evaluate their systems and processes to find improvement. With the growth of
automation to manage clinical data, CROs and Sponsors alike tell us they look for
methods to harmonize that data and gain insights from it. We asked about the
downstream issues resulting from the complexities in managing data and processes. In
the next section, we will discuss these issues.

Focus on What Is Important
Fragmented systems and multiple data sources lead to siloed data, independent manual processes and isolated desktop tools such as Excel spreadsheets.
These systems are not scalable to be able to address the onslaught of new data
projects, nor are they managed in a way to prevent data duplication and errors.
Data integration is complicated and expensive. All of this results in timeconsuming data management issues. Time spent manually forecasting and
allocating resources often times leads to trial delays. And these disparate
systems cannot provide the data transparency nor reporting that Sponsors
require, leading to Sponsor dissatisfaction and attrition.
In addition to multiple sources and sets of data, CROs face a growing number of
sponsors to support. In fact, more than 50% of respondents work with 15 or more
sponsors at a time. This can be attributed to an increase in merger and acquisition activity, changing goals at CROs to attract a greater number of sponsors,
and an increasing number of studies and portfolios. With more and more compressed timelines, and increasing numbers of Sponsors to support, CROs need to
build scalable systems and processes that increase efficiency and reduce milestone delays within trials and across portfolios.
Another change in the ecosystem is that, while 84% of CROs claimed that the
Head of Clinical Operations/Clinical Development was chiefly responsible for
sponsor relationships, an increasing number of other departments are now
involved in these relationships. This dynamic increases the complexity in
managing data and processes, and opens the door to a lack of visibility and
shared information.
As CROs begin to address compliance to ICH E6 (R2), they primarily leverage
existing in-house CTMS or EDC systems to develop risk-based programs. These
systems are transactional in nature—designed to capture data, but not analyze
it. This makes it not only difficult, but exceptionally time-consuming and costly to
establish metrics and evaluate risk. 67% of respondents use a CTMS or EDC
system to address data and reporting for this addendum.
CROs face increasing complexities and fast-changing priorities—such as meeting
study timelines, how to address adaptive trials, and faster cycles for specialized
trials (i.e., oncology). Increasing protocol complexity has added to more delays
in study timelines, added costs of change orders and data integration
challenges. Fast-changing priorities, including changes due to results of interim
analyses, shifting of enrollment or sites, and protocol shifts, continue to cause
disruption.
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CRO Goals
CROs tell us that while their goals are tightly aligned
with their sponsor’s goals, they also have business
process and other internal projects that can benefit
from better efficiencies and purpose-built
automation.
Real-time Analysis
highly important

More than half use
transactional software
for analytics

More than half of CROs claimed that they were using transactional software to monitor and track trial performance,
yet 100% claimed real-time analysis was highly important to
them—something CTMS and EDC systems were not designed
to do efficiently. Sponsors are demanding more access to
data, causing CROs to find ways of obtaining analytics and
trending that help them make better decisions at any point in
a study.

This type of data immediacy is critical to help reduce
time and cost in managing trial performance. It is
especially critical for cross-portfolio review and
tracking for Sponsors, a difficult task when the CRO
manages multiple systems with disparate data.
In order to perform the best to meet their Sponsor’s
objectives and plans, they tell us they are looking to
improve operationally by optimizing their resources
and reducing cycle times.

Optimize
Resources

Reduce Data
Cycle Time

Another focus is reducing costs and overhead. The more
streamlined the process, and the more that automation can
do for them, the less risk of error and delay in meeting timelines. As well, relying on automation reduces the overhead of
handling manual review of spreadsheets, emails and files.
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From a business perspective, CROs say that they need to
maximize productivity (both study conduct and resource
utilization), increase margins by doing more with less, and
speed onboarding of new studies. Each of these areas have
been affected by increased protocol complexity. This drives
the need for better visualizations, outlier identification and proactive management to deliver information for Sponsors when
requested.

And finally, 76% of CROs tell us they need help to easily collaborate with their Sponsors. Most
CROs today rely on email or sharing reports standardized in a format preferred by the CRO.
However, in a recent CRO Oversight Benchmark study, 67% of Sponsors told us that they
needed more integrated collaboration tools to improve efficient issue resolution. This points
out the need for a common enabler - a technology that can reduce the burden of trial data
sharing and communication.
A standardized reporting tool for Sponsor’s alliance agreements has come up as a need, for
instance, that depends on trustworthy and timely data integration of Quality Agreements.
And the upcoming ICH E6 (R2) addendum now calls for improved collaboration and communication between CROs and Sponsors.

CROs: Need shared
automated task
management

Sponsors: Need
more integrated
collaboration
tools
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EXECUTING AGAINST GOALS
Organizational Approach: CROs versus Sponsors
In a previous survey of global Clinical Operations leaders1, we asked who was responsible for
the joint Sponsor-CRO relationship. Interestingly, approximately 50% more clinical operations
executives are involved in the joint relationship than at Sponsors. In fact, this indicates not
just a more fragmented approach at Sponsors, but also the potential for misaligned goals
and metrics.

Top Priorities: CROs versus Sponsor
In the same CRO Oversight Benchmark survey, we asked Sponsors what their top priorities
were for a successful CRO relationship. We then asked CROs the same question about their
top priorities for successful Sponsor relationships.
More than 50% of both CROs and Sponsors indicated that “Real-time Access to Data” was
the number one priority. In fact, 45% of CROs said that their relationships with sponsors were
hampered by not having real-time analysis and reporting.

1 2016 CRO Oversight Benchmark Report
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Gaps in the Relationship
Process

Within project management, CROs claimed their #1 focus was on managing data, such
as data analysis and reporting. This points out an increase in systems, data quantity, data
complexity and reporting requirements, but also—more importantly—an increased demand
by Sponsors to have more access to data. Sponsors rely on their CRO partners to maintain
a high level of data accuracy and reporting of activities during a trial. However, CROs are
challenged by incompatible systems, misaligned reporting schedules and lack of data
harmonization. All of this leads to a greater focus on managing data.

Quality Agreements and Oversight Plans
While Sponsors told us CRO Oversight Plans were a top priority, one key finding was that most
CROs said they jointly work with less than 25% of their sponsors on Quality Agreements and
Vendor Oversight Plans. This is indicative of both process and automation gaps. It is wellknown that manual processes to manage adoption and compliance to quality agreements
are prone to errors, which can extend cycle times, add change order costs and cause
reporting errors.

CROs work with less than 25%
of their Sponsors on Quality
Agreements and
Vendor Oversight Plans

Sponsors say CRO oversight
plans are of highest importance
to company
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And when asked where improvements could be made, CROs called out the following key
areas:
CROs all claimed that they
recognized oversight as a given
requirement. However, 63% found
that real-time visibility on issues,
along with sharing metrics, were the
most important criteria to improving
Quality Agreements and Oversight
plans in conjunction with their
Sponsors.
This is another indication of a
significant need for real-time data
and analysis.

Compliance to ICH E6 (R2)
70% of CROs claimed that the CRO-Sponsor relationship will become more of a priority in the upcoming
year. As we approach the FDA publication date of the
upcoming addendum to ICH E6 (R2), both Sponsors
and CROs are preparing to initiate programs related to
risk, responsibility and automation
Believe the CRO-Sponsor relationship will become more of a
priority

Surprisingly, another 26% said that their companies had
no plans yet, were unaware as to how they would
proceed on this issue, or that their Sponsors have not yet
implemented plans to address ICH E6 (R2). These
responses point out potential gaps in communication
between CROs and Sponsors.
No plans yet for
ICH E6 (R2)
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When we asked, “Where does your
organization need to focus the
most for ICH E6 (R2)?” there
appeared to be a number of other
assessments that need to be
addressed in addition to risk
management.

“Where does your organization need to focus the
most for ICH E6 (R2)?”

What we hear commonly from our
CRO partners is “Where do I start?”
Everything seems important.
However, it’s important to note
that “updating business processes”
came in second in importance to
risk management. Change
management is key here. It is best
practice to update business
processes before you can address
data and evidence.
Most organizations apply RACT to help design their KRIs, but to assess risk you need to identify
and capture things you may NOT know about the study—such as capturing outliers or risks
you overlooked or forgot or didn’t know. How do you know about outliers or risks across all
your data?
Collecting and reporting on data, metrics and performance is a challenging process, but
most particularly difficult for transactional systems, or systems that struggle with aggregating
information in real-time. It’s likely this didn’t rank as high a consideration due to the fact that
CROs are still focused on first managing their business processes, or are primarily focused on
establishing a risk-based system per Sponsor request. However, once collecting data is
addressed, it follows that capturing evidence for Sponsors would be the next action to take.
Then we asked what the biggest gaps were with their current solutions for ICH. A key finding
from this survey was that, while 67% of respondents said they had implemented a monitoring
system in collaboration with their sponsors, they claimed the biggest gaps with their current
solutions for ICH E6 (R2) were, in rank order:
Many of these barriers to addressing
ICH E6 requirements relate to issues
resulting from complex custom systems
(user adoption and learning curves),
data integration and manual data
management, such as harmonizing
data across multiple spreadsheets. As
well, reporting requirements often incur
time and effort to convert and repurpose spreadsheet data, adding to
delays and potential errors.
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Real-time Data Aggregation and Analysis
In a previous survey to Sponsors, the number
one requirement cited to automate an effective
CRO-Sponsor relationship was “real-time data
aggregation across systems.” In this survey, CROs
unanimously claimed that addressing real-time
analysis to support milestones was the top
consideration. In fact, 59% claimed it was “Very
Important” and more than half of executives
surveyed called out “Not having real-time analysis
and reporting” as critical.

However, when we asked CROs about how they share
analytics with Sponsors, while 83% said they could
update their data on a daily basis within inhouse
systems, only 18% of them share analytics daily or in
real-time with their Sponsors.
While CRO survey respondents identified the
importance and value of real-time data, 45% said
their relationships with sponsors were hampered by
not having real-time analysis and reporting—once
again demonstrating a need for shared data and
analytics.
There is a difference between configurable and customized real-time access to data, which significantly affects
both latency and resulting analyses. In configurable
real-time access, delivered integrations automatically
draw data from source systems, convert it into a
harmonized and usable format, and apply a universal
data model. From there, all source data is immediately
accessible and accurately reflected in a common view.
Updates are processed automatically, and users see and
analyze up-to-the minute reporting.
In customized real-time access to data, all integrations,
conversions and data models are independent, requiring
intensive back-end work (often outsourced to systems
integrators) that is not always compatible with other
existing in-house systems. Customized real-time data
access is not necessarily thoroughly tested—often
resulting in significant delays to system updates, and
ultimately, reporting requirements.
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Collaboration between CRO and Sponsor
With more focus on collaboration over the past couple of years, and FDA guidance highlighting the need for changes in the sponsor-CRO relationship, there has been “some”
improvement, according to CRO respondents. However, 20% of respondents still claimed
there are issues, some of them immensely worse than before. This is an ongoing challenge
that has its roots in communication and the ability to jointly agree on major aspects of trial
management such as roles, responsibilities and cost. It also pertains to the preparation and
follow-through of managing by metrics. More and more CROs are now looking towards the
automation of trial management—and what better way to manage than by measuring
outcomes against plans? This is only accomplished through a KRI-KPI driven environment
that is shared between CRO and Sponsor.
In a previous survey, we asked Sponsors about their relationships with CROs—more than
80% said their relationships were not very productive. We asked the same of CROs—80% of
whom also said that they did not think there was much improvement in their relationships
with their sponsors over the past year.
This could Indicate that CROs may not know what to do, or where to start.

CROs

SPONSORS
Less than 20% believe they
have a very productive
relationship with their CRO

Less than 21% believe their
relationship with their Sponsors
has improved greatly over the
past year

All CROs agreed that “Evolving Priorities” was the top
challenge they see in working with Sponsors. This challenge
is directly affected by the changing environment in which
the Sponsor operates. In many cases, protocol changes due
to interim analyses or adaptive trial activities come to CROs
quickly and unexpectedly.
Regardless, Sponsors still require the CRO to be able to
respond and report on sites and studies, as per their initial
agreement. If not, CROs address these changes with costly
change orders that can significantly delay projects. In other
cases, site and subject compliance or performance may
directly affect timelines. This can cause the CRO to shift
gears and either bring on new sites, replace CRAs, spend
more time resolving issues, or take other action as
necessary to course correct. All of these incidents can
affect agreed-upon CRO-Sponsor priorities.
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Agreed that “Evolving Priorities”
was the top challenge in working
with Sponsors

“What are the biggest limitations to a successful relationship?”
Sponsors: “Lack of Data Transparency”

CROs: “Evolving Priorities”

71% Data transparency across sponsor and
CRO
69% Access to real-time insights for the
purpose of fast investigation and
resolution of issues
67% Integrated collaboration tools for
efficient issue resolution
60% Full visibility of all data across systems,
studies, and CROs
43% Full audit trail for compliance

We asked Sponsors in a previous survey what their biggest challenge was in working with
CROs—the number one answer was having data transparency. It’s interesting to note that
CROs struggle with the changes put forth to them by Sponsors, which makes it
increasingly difficult to support the “data transparency” that Sponsors want.
CROs’ top issue, “evolving priorities,” also points to a potentially increasing workload and
cost. With a dynamic environment, CROs are struggling to keep on top of everything—such
as, which thresholds have been breached, what the inherent risks are, how to be prepared
for and analyze them, and the current status on metrics. More than half of respondents
claimed they are having problems establishing metrics with their sponsors, as well as resolving
issues within timelines—pointing to the fallout in trials when CROs are having trouble
managing a fast-changing environment.

ROADMAP TO SUCCESS
Addressing Priorities
When we examined priorities, we also
compared roles between executives and
study managers. The results indicate a fallout in communication between a high
level agreement at the executive level
and the actual implementation of that
agreement at the study level. More than
50% of study managers struggle with issue
resolution and collaboration with their
Sponsors, while a much lower number of
executives were concerned about this.
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So, then we asked CROs to rank the barriers that are causing these challenges.
As you can see in the graph below, all of these barriers ranked high—all over 90%—and they
are all nearly equally important. This supports the finding that these barriers are all interrelated and should be addressed as one problem.
Issues related to estimating study duration and resources point to a fundamental lack of both
communication and automation that can link CROs and Sponsors with shared information
and joint metrics.
Upgrading systems so that individual spreadsheets are no longer original source records
reduces time and effort on the part of the study team. Instead, using a shared system of
record to maintain status and metrics helps both the CRO and their Sponsors see and act
quickly on issues or process changes.
Many times, CRA turnover rates at the CRO are related to tribal information management
—the ability to capture and maintain records over time. Automation is available to manage
this, but data aggregation is also needed to integrate that information into a system that
produces analytic results.
And, as both CROs and Sponsors face the upcoming changes to ICH E6 (R2), creating and
maintaining a risk-based environment is becoming more and more important. This is an area
where collaboration and automation are both key to delivering a satisfactory result for joint
partners.

“What are the underlying barriers?”
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Automating Process and Data
Best Practice for the Trial Process
Both CROs and Sponsors tell us they benefit from
being able to access information about trial status,
performance of metrics and quality reporting at the
time requested. Additionally, there is a strong need to
do root-cause investigation as necessary. These
capabilities require an automated process for
integrating data, applying the appropriate metrics
and measuring those metrics. They also require the
ability to deliver reporting or dashboarding to
maintain continuous, real-time visibility across
actions and results.

Automation and a unified study
data model reduce time and effort

Streamlining an ICH E6 (R2)-enabled
Process

Enabling Future Business

Both CROs and Sponsors desire better
collaboration on and easier management of Quality Agreements and Oversight Plans. These agreements can be
automated so that sponsors can be
assured the Plan is being followed, and
CROs have the assurance that priorities
won’t be arbitrarily changed. Both
parties have access to the same data
and reporting. Creating a risk management plan as part of the Quality Agreement enables Sponsors to proactively
identify and monitor risk, while the CRO
provides ongoing metrics management
against the plan. This automated method
empowers both CROs and Sponsors to
jointly solve issues, collaborate on
responsibility and perform against
approved work plans.

When the processes for both trial activity and ICH E6 (R2) compliance are established and
automated, the cycle of trial management can be minimized—enabling quality trials, the
ability to streamline mergers and acquisitions by automating data integration, and speeding
the onboarding of additional partners as necessary.
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About Comprehend Systems, Inc.
Comprehend is a technology company with a new class of cloud software to help Clinical
Research teams continuously improve speed, safety and efﬁciency of a portfolio of clinical
trials. Across CROs, studies, and systems, Comprehend’s Clinical Intelligence Suite optimizes
the operations and medical processes that enable clinical teams and CROs to continuously
focus on what matters and act faster.
Built on the Clinical Intelligence Platform, ClinOps Insights optimizes the enrollment and data
quality processes that enable teams to deliver milestones on-time. Centralized Monitoring is
the ﬁrst packaged application built speciﬁcally to give clinical teams the speed to continuous risk management. With Medical Insights, Medical Monitors have continuous insight into
medical outliers and trends that enable them to proactively manage efﬁcacy and safety.
Comprehend’s Clinical Intelligence Suite is a particularly effective foundation for centralized
monitoring, risk monitoring, oversight and medical monitoring initiatives—offering speed to
implement and speed to onboard new studies, and data sources. The most demanding R&D
innovators, as well as three of the eight largest life sciences companies and a Top 5 CRO trust
Comprehend to provide the conﬁdence necessary to deliver high quality clinical trial submissions at a new speed.
Comprehend: the speed to quality results.
Visit Comprehend at www.comprehend.com.
Comprehend Systems, Inc.
2010 Broadway, Suite 200
Redwood City, CA 94063
1-650-521-5449
info@comprehend.com
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