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Shifting Landscape

Competition among research sponsors for clinical trial investigator sites is fierce. This was 
always the case, but the scramble may be greater as study sponsors hasten to get back on track 
after pandemic-related stops and slowdowns.  

Not only can clinical study sites afford to be choosy, past experience has taught them to make 
careful calculations. More and more, sites are concerned about being compensated accurately 
and on time. As far back as 2016, the Clinical Trials Transformation Initiative (CTTI) found that 
about 40 percent of sites drop out of studies due to lengthy payment delays.1 And, in a survey 
by Duke Clinical Research Institute, 46 percent of investigators reported being generally 
unsatisfied with finance-related issues.2 While the technology and financial environment have 
evolved in many ways, this disconnect persists today.

Investigator payments typically make up from 40 percent to 50 percent of the per trial costs.3 
And, according to a Society for Clinical Research Sites (SCRS) study, 53 percent of responding 
sites had less than three months of operating cash on hand in 2020.4 Despite the best 
intentions, payment missteps happen. These setbacks can negatively impact clinical trials, cost 
sponsors time and money, and damage their reputations with sites. Some sites may even avoid 
certain sponsors or CROs in the wake of such incidents.

A good way for sponsors and CROs to build effective, long-term relationships with sites 
is to structure a positive and supportive experience from the outset, one that prioritizes 
partnership, communication and timely, accurate payment. This can be accomplished through 
an FSP model that integrates contracting and payments teams and provides the foresight, 
flexibility, technologies and processes to ensure a smooth and coordinated experience. 

Introduction 

Serious disruptions caused by COVID-19 have provided 
an important lesson to clinical trial sponsors, contract 
research organizations (CROs), site investigators and 
patient organizations. The pandemic drove home that 
we are in this together. Perhaps this was always the 
case, but the lessons of burden-sharing seem even 
starker today, as COVID-19 has heightened clinical trial 
complexity and underscored the need for collaboration 
and trusted partnerships.

For example, before COVID-19, sponsors and CROs typically held back a portion 
of funds until the trial site met specific milestones. During the pandemic, many 
sponsors have routinely released these holdback payments to ease cash-flow 
burdens on sites. Some sponsors and CROs also have provided partial payments 
covering site visits that cannot be completed or must be completed outside of 
an in-person healthcare setting. Novel reimbursements may be approved for 
protective equipment and diagnostic screening. And, in general, there is greater 
awareness and empathy for the pain caused by payment interruptions, which can 
lead to trial delays and shutdowns. 

Indeed, solving contract and payment issues is a gateway to what all study 
sponsors want—smooth-running, cost-effective trials and long-term relationships 
with sites. COVID-19 highlighted the need for pain-free site contracting and 
payments processes that ensure accurate, on-time compensation. For small to 
midsize sponsors in particular, this is best achieved through a functional service 
provider (FSP) model that bundles contracting and payments and employs 
integrated, best-of-class technologies. Renewed commitment to collaboration—
the bedrock for a nontraditional FSP model—is an important legacy of the pandemic. 

… setbacks can negatively impact 
clinical trials, cost sponsors time 
and money, and damage their 
reputations with sites.
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Site Contracting in a Pandemic

The first and most obvious impact of COVID-19 on clinical research was the global prioritization 
of vaccine and therapeutic development. The pandemic provided a “war effort” moment for the 
clinical research industry comparable in scale, disruption, and intensity to the manufacturing 
buildup during World War II. Following the analogy, the past 18 months were a catalyst for 
lasting change in a “postwar” paradigm.

Companies made sacrifices to prioritize crucial research. Significant concessions were made 
during negotiations on the part of sponsors and sites alike in order to expedite trials. Sites 
took a severe financial hit as patient visits and trial activity plummeted in the first year of the 
pandemic, and for upward of 500 pharmaceutical and biotechnology companies, disruptions 
affecting nearly 2,000 trials became the number one-reported business concern.

Among pandemic-related shifts, some more than 
others are likely to prove durable. Use of e-signatures 
were on the rise before COVID-19, and the trend 
will continue. We expect contracting and payments 
around remote monitoring to remain robust. In the 
second half of 2021, even in regions where pandemic 
conditions have ebbed, we are seeing more requests 
and approvals for remote-monitoring fees as line 
items in the budget. Sponsors and sites should also 
expect to implement specific training fees around 
these technology platforms. What is less clear is the 
trajectory for holdback amounts. The question is, if 
holdbacks eventually return below-2019 levels, will 
there be sufficient operational incentive for data-
cleaning activities that industry trends necessitate?

Importantly, the pandemic helped validate an FSP model 
that is at the heart of Syneos Health contracting and 
payments offering. In the winter and spring of 2020, 
we pulled leadership from different functions into an 
accelerator team to define best practices and dismantle 
hurdles regarding COVID-19 treatments and vaccines. 
Timelines compressed. Processes that once took months 
contracted to weeks and days. In some locations, study 
start-up was completed in just four weeks. 

The FSP model benefits from well-defined operational 
work streams. It creates forums to scrutinize details 
of site requests and fair market value—whether, for 
example, a particular concession is realistic, or to the 
contrary, could be a compliance issue. The structure 
increases coordination among sponsors and CRO 
stakeholders against a backdrop of ever-increasing 
contract complexity, so teams can quickly identify what 
is or is not a redline issue for sites or sponsors. 

The result is an ability to stream intelligence to the 
client from a consistent team of negotiators and leads. 
Functional governance structure is a piece, but not 
the whole. The FSP provides context and perspective 
that a large CRO negotiating 30,000 contracts a year is 
uniquely able to provide. Our dedicated team builds the 
structure and work stream for clients, who formulate 
their own positions and tools, and drive intelligence 
across their entire portfolios. 

But for contracting and payment operations, the paradigm shift  
brought beneficial changes whose full scope is still unclear. 

What we have learned is the following:

• An abundance of sponsors reduced or removed 
holdback amounts, prioritizing site cash flow and 
solvency over administrative engagement during 
posttreatment data analysis

• Sponsors and CROs increased flexibility during 
negotiation of contractual terms around site 
payment processes and timelines in order to 
expedite funding

• Sites requested overhead increases in response  
to study complexity; many such requests for 
higher indirect costs of complications were denied, 
but the conversations were fruitful

• In an about-face following years of routinely 
pushing back on such requests, sponsors began 
to yield, accepting administrative fees tied 
specifically to remote monitoring; many sponsors 
readily accommodated or proactively embraced 
budget complexities linked with virtual/flexible 
patient visits

• Training reimbursement was made available  
for remote monitoring and other technologies 
and systems necessitated or accelerated by  
the pandemic

• Provision and reimbursement requests covering 
personal protective equipment (PPE) were 
approved early on, but less so in later months of 
the pandemic as masking and similar measures 
became the social norm

• Sponsors and sites broadly implemented 
electronic signatures—part of a broader push to 
streamline execution requirements
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The Payment Predicament

In a post-pandemic world, we will continue to see a number of circumstances affecting prompt 
and accurate payment. These will be both within and beyond the control of the sponsor’s 
financial and project manager, CRO or other payment vendor.

Sites have limited resources. 
Sites frequently run numerous studies, each with unique invoicing demands. Keeping 
up requires significant administrative organization and monitoring. But most small 
sites do not have dedicated financial staff, leaving invoice preparation and payment 
tracking to administrative or clinical personnel who are juggling many other duties. 

Sponsors take on too much. 
Similarly, sponsors tend to handle site contracting and payments in-house, tacking  
on additional responsibilities to already overtaxed staff.

Larger studies mean more variables. 
The larger and more complicated the study, the greater the variance in contracts, 
transparency requirements, procedural fees, currencies and more, across sites and 
countries. Patient enrollment, enrollment timing, site performance and activity costs 
also vary by site. 

Clinical trials are constantly evolving. 
Adjustments and changes, such as in the study protocol, work order or vendor mix, 
are to be expected. Contracting and Payments need to adapt in a timely fashion. But if 
the right processes and technologies are not in place, sponsors may have to negotiate 
changes on a case-by-case basis and rely on outdated forecasting tools, both of which 
impede prompt payment. 

Human error and outdated processes lead to lost time. 
Much of the input that determines payment status, such as ad hoc site invoices or 
project team approvals, depends on human schedules and discipline. Plus, many 
financial and project managers use simplified systems to manage payments and 
forecasts, including manual spreadsheets and fill-in-the-blank software, which are 
time- and labor-intensive, prone to errors, and inflexible.
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A Better Way: Integrating Contracting  
and Payments in an FSP Approach

The clinical development industry is well aware of the need for payment solutions that work 
for site investigators and their staff. Specialty payments firms and select CROs are developing 
technology and processes that will lessen site burdens.

For best payment practices, sponsors should consider CROs that engage with them as partners, 
take payment responsibilities off their plate, and enable them to focus on areas of excellence. 
One way to achieve this is by prioritizing contracting and payments within the CRO’s full-service 
and/or FSP operations under a customized, scalable model—which is the hallmark of an FSP. 

There are many benefits to an integrated  
site contracting and payment FSP approach:

Increased site  
satisfaction and 

engagement  

Site engagement translates 
to better patient compliance, 
which facilitates timely data 

entry and study completion. Site 
engagement also ensures data 
integrity—a key performance 
indicator (KPI) on a par with 

timely data entry. 

Shortened time to 
market and reduced 

contracting and clinical 
development costs 

Satisfied sites can better 
engage in conducting trials, and 

sponsors can better leverage 
their resources to advance their 
clinical development programs.

Stronger  
relationships and  
repeat business 

At Syneos Health, years of 
experience have shown that 

satisfied, engaged sites  
are more likely to conduct 

additional studies for a sponsor, 
further improving the path  

to product approval.



Improve 
transparency and 

compliance 

By integrating EDC data with clinical trial management system (CTMS) platforms, 
sponsors can automate payment generation, reducing errors and costs while 
significantly decreasing payment cycle times. The solution also enables transparency 
mandated under the Sunshine Act and European Federation of Pharmaceutical 
Industries and Associations (EFPIA) requirements, as well as compliance with 
Sarbanes-Oxley (SOX). Payments forecasting tools should incorporate ad hoc/variable 
charges, patient visits, procedural fees, and site-specific costs drawn from the CTMS.

Automate  
payments and 

forecasting 
with customized,  

integrated technology 

Site Payments builds a system that marries the study protocol, contract and 
budget to define payment triggers and milestones. Site Payments also loads 
“study standards” or specific study start-up costs into the payments system. 
These costs include charges such as advertising, IRB fees and site activation 
tasks that the first-time investigator may not anticipate.

Reduce  
study start-up  

cycle times

Conduct setup tasks for the initial payment system in parallel with Site 
Contracting and give Site Payments immediate access to fully executed 
clinical trial agreements (CTAs). This way, Payments can prepare to distribute 
the money, resulting in fast start-up times and increased efficiency. 

Standardize  
to streamline  
and save time

Sponsors and CROs can standardize their process by replicating budget 
templates and costs across similar studies. In the same way, Site Contracting 
can help repeat sites by using a previously negotiated contract as a template. 
Beyond saving time for the sponsor and work for the site, this approach 
makes the experience of the site more consistent across studies for the same 
sponsor and/or CRO.

Accelerate  
contract 

negotiations

To lessen the contracting burden for sites, the sponsor and CRO should 
reach up-front approvals on the contract and budget templates, establish 
a communication plan as well as an escalation pathway, and set robust 
thresholds and budget parameters to avoid case-by-case negotiations for 
multiple sites and tasks. 

Track  
progress and  
touch points

Give sites  
visibility into 

payment status

The sponsor or CRO can also lessen burdens of sites and build trust by creating 
an intuitive tool to check payment status and history. A secure Internet portal, for 
example, gives sites visibility into their own payments in near real time and at their 
convenience. An added bonus is that the portal provides the sponsor and CRO with a 
vehicle to give sites study pipeline information. This can be a game changer.

Global trials with multiple sites should deploy a cloud-based tracking system 
(e.g., GoBalto, Vault Study Start-up). These programs track progress of 
contract negotiation and start-up tasks such as investigational review board 
(IRB) approvals, regulatory submissions, contract status, etc. The systems 
also automate a “green light” for site activation activities, which can save 
crucial time in the start-up process.
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A Syneos Health Case Study

How can trial sponsors obtain the kind of quality clinical research data needed 
to get medical treatments to patients sooner? The recipe includes advanced 
automation, transparent reporting capabilities, and effective integration of 
data management and site contracting.

How Bundled FSP 360 Contracting and  
Payment Services Improve Site Satisfaction

1   SITUATION

A mid-tier U.S. biopharmaceutical  
company conducting:

• 10 studies, more than 1,800 sites, approximately 
3,600 subjects, and approximately 35 countries

Studies were large and complex and conducted 
in a highly competitive therapeutic indication. 
They required efficient site contracting and 
investigator payments processes.

2   CHALLENGE

The client was managing site contracts and 
payments internally via manual, spreadsheet-
based processes. The resulting delays in site 
start-up and control and aging of payments 
significantly impacted recruitment, patient  
and site retention, and electronic data 
capture (EDC) data flow. Some sites refused 
to participate in further study activities until 
payments were received.

3   SOLUTION

• The client outsourced site contracting and 
investigator payments to Syneos Health in 
a bundled FSP program

• Syneos Health implemented global tracking 
for site contracts and standard templates 
and processes across all sites in start-up

• Syneos Health migrated site payments 
to its core, automated process, enabling 
accurate payments

• Contracting and payments teams  
provided the sponsor with monthly  
reports for full transparency, which  
was previously nonexistent

4   RESULTS

• Increased efficiency in aligning and 
tracking the execution of site contracts 
and investigator payments—a significant 
component of the site-focused partnership 
that reduced site burden

• Brought 100 percent of legacy study 
contracts current through all protocol 
amendments in each study’s history 

• Completed more than 13,000,000 
site payment transactions valued at 
approximately $84 million  

• Saw site satisfaction increase dramatically 
and sites resumed studies 

The Contracting and Payment Pathway: Best Practices

Clinical trial success hinges on a spirit of collaboration among patients, trial sites, sponsors and CROs. The 
commitment of clinical investigators and their staff is crucial. Typically, their enthusiasm is highest at study 
start -up. And it is reinforced when the FSP leverages technology, people and processes to compensate sites 
quickly and accurately, keeping the site engaged throughout the study’s duration. The following steps will help:



10 11

PAVING A CONTRACTING AND PAYMENT PATHWAY: HOW STUDY SPONSORS CAN WIN THE LOYALTY OF TRIAL SITES

Critical Touch Points

The new paradigm—still rare in our industry—is close coordination  
and automated integration across contracting and payment services.  
This is the ideal for saving time and effort in both functions.

Service Providers: Finding a Good Fit

To find the right FSP, sponsors should ask themselves: 

Does the FSP have dedicated staff 
specializing in site contracts, payments, 
transparency reporting and payment 
forecasting, with processes and technologies 
that can be tailored to their needs?

Do their investigator Contracts and 
Payments teams operate as a coordinated, 
cohesive unit?

Will each study have a designated 
investigator payments specialist as part 
of the FSP’s project team, and will that 
individual interact with the sponsor from 
project award through study duration? 

Can the FSP deliver 24/7 transparency into 
the payments status and history for all sites 
and studies via analytics and reporting tools 
and customized sponsor and site portals?

Does the FSP have an extensive global 
footprint and significant country 
intelligence? Can they execute payments  
in any country and in any currency?

Does the FSP continue to make substantial 
investments in systems and staff to ensure 
they remain best in class?

?

?

?

PAYMENTS
Pulls 

specifications for 
payments setup

Expedites 
site start-up 

payments

Sets up 
payments 

system

Makes 
ongoing 

payments

Manages 
reporting

CONTRACTING
Sets 

budgets/
templates

Executes 
contracts

Hands 
off to 

payments

Amendments

?

?

?

The Way Forward

Although cities in some global markets appear to have weathered the 
worst of the pandemic, trial sites continued to experience disruptions 
in the summer months of 2021—even in regions in the U.S. with high 
vaccination rates. These disruptions ranged from postponed or canceled 
screening visits to delayed enrollment, and to circumscribed site access 
by clinical research associates and key opinion leaders. Syneos Health 
continues our commitment to treat each trial site as a valued partner  
and overcome hurdles through collaboration. In some cases, that  
means continuation of emergency-related practices such as releasing 
holdbacks, allowing payments for partial visits, and covering unusual  
COVID-19-related expenses. 

At the same time, we are optimistic that extensive vaccination and (in a 
best-case scenario) the natural history of the novel coronavirus, will lead  
to a sustainable “new normal.” As regions recover, the priority in many  
trial sites will be energizing or initiating studies that were delayed by  
the pandemic. Sponsors and CROs can expect intense competition for  
the attention of investigators and heavier administrative burden for site 
staff and study project teams. Syneos Health solution for forecasting 
payments across portfolios helps our customers anticipate and manage 
study-related cash flow, among other advantages.

Our emphasis on partnerships and collaboration through FSP relationships 
is foundational. And for sponsors, the benefits extend beyond the 
traditional outsourcing goal of greater flexibility to scale programs up or 
down, as compared with maintaining a full-time staff. What we offer is 
a nontraditional FSP model in which the sponsor outsources payments 
services to our specialists, working in our systems and facilities. Further, 
early integration of the Contracting and Payments teams, along with 
tailored, best-practice procedures and technologies, helps ensure 
strong site relationships throughout your programs. Our processes and 
procedures assure our sponsors and their sites predictable, reliable and 
professional service during every study.

Syneos Health is a four-time Eagle Award recipient, having 
won in consecutive years through 2020. Presented each fall 
by the Society for Clinical Research Sites, the Eagle Award 
recognizes the CRO that best exemplifies outstanding 
leadership, professionalism, integrity, passion and dedication 
to advancing the clinical research profession through strong 
site partnerships.

Our processes and 
procedures assure our 
sponsors and their sites 
predictable, reliable and 
professional service 
during every study.
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About the Syneos Health Insights Hub
The Syneos Health Insights Hub generates future-focused, actionable insights to help biopharmaceutical companies better execute and succeed in a 
constantly evolving environment. Driven by dynamic research, our perspectives are informed by our insights-driven product development model 
and focused on real answers to customer challenges to help guide decision making and investment. 

About Syneos Health
Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. The Company, including a Contract Research 
Organization (CRO) and Contract Commercial Organization (CCO), is purpose-built to accelerate customer performance to address modern 
market realities. We bring together approximately 27,000 clinical and commercial minds with the ability to support customers in more than 110 
countries. Together we share insights, use the latest technologies and apply advanced business practices to speed our customers’ delivery of 
important therapies to patients. To learn more about how we are Shortening the distance from lab to life®, visit syneoshealth.com or  
subscribe to our podcast.
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