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Introduction

The rapid rise of COVID-19 is challenging our industry to adapt 
to new ways of conducting clinical trials and accelerating 
innovations. We need to operate in a new environment that is 
tragically affecting human lives and severely disrupting the care 
paths of patients participating in clinical research. The fluidity 
of the pandemic presents its own challenges, with conditions 
varying by site, and changing rapidly and frequently. How do 
we proceed if patients cannot visit sites and site resources are 
stretched thin? What site support is necessary to keep clinical 
development on track, and how can we best provide it? Our 
approach remains a firm focus on patient and site staff safety, 
and the continuity of clinical development. To address these 
issues, we are leveraging a framework of proven and emerging 
best practices that minimize burden to the healthcare system.
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Our Intelligence Backbone

To guide our business decisions during these evolving conditions,  
we rely on our established comprehensive surveillance network  
that assesses COVID-19 operational impacts at the country and  
site level.

Using real-time data, we also launched a dedicated Syneos Health™ COVID-19 Outbreak Information  
Center. We derive these data from a variety of reliable sources, including the World Health  
Organization (WHO), country regulatory authorities, Johns Hopkins University, as well as site-level  
information obtained from both our existing clinical systems and established site relationships. The  
resulting intelligence allows us to adjust study-level planning in real time and in line with country impact  
trends. As early as the pre-award planning stage, using these pandemic risk-assessment tools, we focus  
site selection in countries with lower viral incidence rates and then evaluate site impact during site  
qualification. When the time comes, we are then ready to re-engage with sites and health authorities  
as they re-emerge from pandemic restraints. 

We also have direct access to best practices through our partnership with the University of Queensland  
and other APAC partners, which we can apply to other regions. In addition, while we are incorporating  
key aspects of the FDA’s Guidance in our implementation, we are simultaneously shaping best practices  
for safety and continuity in the industry with our contributions to the FDA and other emerging industry  
guidance on remote and risk-based monitoring (RBM).
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Understanding the  
Impact Continuum

Current clinical development in this COVID-19 environment 
falls somewhere in the range of continuing an ongoing study 
to restarting after a pause to initiating a new study. Where 
your project exists in this spectrum defines your go-forward 
mitigation strategies.

Feedback from our sites around the world shows that there is a discernable shift from an 
operating model focusing on business continuity to one of reopening preparedness. To aid this 
preparedness, our mitigation strategies will need to account for new types of site and patient 
engagement, at the same time that elective procedures and routine care is on the rise. As more 
becomes known about SARS-CoV-2, we may need to implement seasonal mitigation efforts.  
As a global company, Syneos Health can help to re-engage sites and patients safely according  
to viral presence geographically, in full alignment with patient safety, data integrity, minimizing 
site burden, and protecting trial objectives and timelines.

Continue
during COVID

Transition
to restart

Starting or
reactivating

a study
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Assessing and Mitigating 
Risks in Unchartered Territory

The COVID-19 pandemic has likely affected every study research site, 
but not necessarily in the same way. We have developed study, site 
and patient-level risk assessments to guide our analysis of the scope 
and scale of pandemic impact—by geography, type of trial, therapeutic 
area, etc. These tools, aligned to FDA and EMA guidance, help us identify 
potential risks so that we can develop appropriate mitigation strategies, 
one of which may include RBM.

For every study, we take a balanced view of planning, considering the current realities and future potential 
landscape. Our customized project launch playbook has been adapted to this global pandemic to ensure quality, 
as well as site and patient safety. Using our integrated quality risk management (IQRM) framework, coupled with 
our pandemic risk-assessment checklists and playbook, we can help sites prepare for a rolling reopening. We 
will apply our local country knowledge to navigate travel restrictions and personal protective equipment (PPE) 
requirements for site staff, CRAs and patients. We are able to support sites fully as they shift back to a steady 
state, prioritizing our established site networks as they come back online to take advantage of efficiencies in 
getting your study started as quickly as possible.
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Near-Term Mitigation 
Strategies
Our focus is singular at this time to ensure clinical trials proceed, and that site staff and patients are safe and  
in compliance with governmental policies. We have guidance in place for risk-based and remote monitoring  
in high-impact/restricted regions, and we have the ability to implement our remote monitoring strategy on  
a global scale as needed. We have planned deviations for our standard operating procedures (SOPs) to 
accommodate appropriate adjustments to our processes/instructions and site communications. Further,  
we have several strategies to mitigate immediate challenges as we continue to explore additional means to 
maintain quality study delivery throughout all ongoing clinical projects, prioritizing safety and data integrity.

Managing Monitoring Backlog Through an RBM Approach
For ongoing studies interrupted by the pandemic, we are directing our teams to prepare for a RBM approach 
when we are able to re-initiate onsite monitoring.  Knowing that time on-site could be limited in the future  
for an undetermined period, these longer-term plans are vital to support the study’s success. However, teams 
will begin to develop plans for monitoring any backlog using a RBM approach now. Starting with an assessment 
of risk, we recommend monitoring specific subjects, subject visits, and/or data as a priority. We encourage 
simple sampling approaches that do not require introducing new technology for monitoring pre-COVID-19 
backlog, such as:

• By subject visit (e.g., Screening, Baseline, Week 3, Week 12): typically eligibility visits, transition from one  
dose to another, new/complex procedures, or otherwise related to safety/data integrity

• By subject event (e.g., taper/titration, SAE, tumor assessment): transition from one phase of a study to 
another, such as titration, consolidation, maintenance, follow-up

• By subject (e.g., evens/odds, every third, or specific patients based on risk, such as those with most AEs,  
an SAE, more complex, greatest COVID-19 disruptions)

For patient visits completed but disrupted or altered by the pandemic, our CRAs will prioritize documenting  
all protocol deviations. These near-term monitoring strategies, which mitigate for backlog in a study restart 
scenario, address critical data in your ongoing study without introducing new forms of data collection that  
could further disrupt endpoints.

Leveraging Existing Telehealth Channels
In this challenging environment, we aim to use only those strategies that do not cause further disruption to a 
patient’s care path or to your data integrity. One way to maintain patient care/engagement is through a site’s 
existing telemedicine platform. In the U.S., sites commonly use these systems to manage patient care and some 
administrative aspects of care tracking, scheduling and follow-up. Leveraging their systems in the near-term for 
clinical trial operations can reduce their administrative burden further, while allowing them to transition back 
into clinical research activities.
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Direct-to-Patient IP and Home Health Services
To avoid IP supply chain interruption, a shift to shipping the product directly to patients may be called for. 
Syneos Health has secured an enterprise-level contract with a qualified IP logistics provider to eliminate the 
administrative burden of contracting these services on every study. This agreement establishes the necessary 
chain of custody to evidence compliance and promote efficient logistics. 

Paired with direct-to-patient IP, home care services can support IP administration. We can also arrange for 
home health nurses to do at-home sample collection, local ECGs, collecting AE/SAE information, assessment  
of concomitant medications, vital signs and some questionnaire collection. We use home health support as  
a mitigation strategy when patients cannot travel to or access site locations as well as to augment medication 
adherence and patient engagement, if telemedicine is not yet in play. Combined with an appropriate platform, 
we could also offer home health visit scheduling and progress tracking, as well as track the transport of any 
samples collected at the patients’ homes.

Using Local Laboratories
As a contingency option, if central laboratory testing becomes unavailable, the use of a local lab can ensure 
continuity of safety testing. In such instances, our project team verifies authorization of each lab, and we will 
collaborate with you to establish working procedures for collecting, reporting and analyzing this data, as well  
as for patient reimbursement of any lab costs incurred.

Augmenting Resources
If you are experiencing resource challenges stemming from capacity or any other issue during the pandemic,  
we are ready to provide your project with the support it needs through our industry-leading services solutions 
across multiple functional areas. Our FSP 360 is the next evolution of the FSP model, offering the broadest  
range of capabilities through a unique and dynamic approach. Especially important under evolving pandemic 
conditions, we can expand or contract our support to match your local, regional or enterprise needs. 

FSP 360 offers the traditional service functions of monitoring, project management, safety/PVG and data 
services, but also many nontraditional functions, including investigator payments, eTMF, site contracts, 
feasibility and study startup. We designed our model to be a hybrid, stand-alone or bundled with your current 
outsourcing strategy. In these public emergency circumstances, you can count on our performance, which 
includes a clear oversight structure with named leaders who take single point accountability. 

Whether providing data entry services on behalf of physician investigators in a critical care setting or 
supplementing your monitoring workforce, we have flexible options to fill your outsourcing gaps as your  
needs evolve. We commit to building trust with you during these challenging times—and with our most  
valuable stakeholders, sites and patients—to make sure we are supplying the critical services you need,  
so you can continue to deliver important treatments to those that need them.
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Looking Ahead to Optimizing 
Future Operations 

The COVID-19 pandemic has forced our industry into transformation. 
Working together, and with the support of our regulatory agencies,  
we are addressing the immediate safety of active study participants 
and front-line healthcare workers. Simultaneously, we are reprioritizing 
portfolios to adjust for potential COVID-19 therapies and reshaping  
the future of clinical research. This new future will be more virtual and 
more dynamic.

Fit-for-Purpose Tools and Tactics
Our standard operational approach is not one-size-fits-all but, instead, a fit-for-purpose approach to utilize  
tools and tactics that are specifically selected to meet a particular study’s objectives and directly address risks 
involved in each study’s pandemic landscape. We have utilized this fit-for-purpose approach, which we call 
Dynamic Assembly™, for years to deploy strategies across our studies that support the continual evolution  
of clinical development, prior to the onset of the current global pandemic. We are applying this approach to 
create real solutions that address the most urgent needs in the industry today.

The pandemic environment has put tremendous pressure on healthcare systems, which need straightforward 
solutions to provide continuity of care for their patients. In addition, patients need to feel cared for and 
engaged. In this challenging environment, our primary objective remains the same: to support, not disrupt, a 
patient’s care. Minimizing site and patient burden is a key tenet of the strategy we develop for your project. 

Capitalizing on our real-world insights, we identify the right strategy to operationalize your protocol, which is 
especially important in this pandemic environment. As appropriate, we use EHR and historical data for patient 
identification, integrate medication adherence data, and engage a practice management network. This network 
delivers our programs—utilizing a combination of best-in-class, innovative and strategic partners—along with 
in-house resources to achieve each study’s specific objectives.
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Planning for Decentralized Studies

Developing a strategy to run a study in a decentralized model requires a multi-faceted approach, incorporating:

• Appropriate protocol design elements

• A tailored operational approach

• A comprehensive technology strategy 

In the current COVID-19 environment, the value of engaging directly with patients outside of the physical 
confines of a clinical site is further amplified due to restrictions on movement and social distancing.  We target 
our strategy to deliver your study by using decentralized approaches as needed, including telemedicine, patient 
engagement, direct-from-patient data capture and home health services. The benefit to you is application of 
what we believe to be a superior approach to technology and strategically contracted services, empowering us 
to stay flexible to meet your short- and long-term study needs as they evolve through this pandemic. 

Telemedicine and Patient Data Capture
Many sites already have telemedicine capabilities as they may be conducting standard-of-care visits using video 
chat and similar tools. Whenever possible, we will work with the site to support their use of existing technology 
to conduct study visits remotely, as needed and when appropriate. When we identify the need for a more 
comprehensive patient engagement tool, we leverage a platform to support the elements needed based on the 
protocol design, which may include site-to-patient video calls, chats, messaging, virtual adherence, information 
sharing and the completion of questionnaires. 

While our pandemic data suggests ongoing patient engagement status will be highly dependent on patient 
population characteristics and therapeutic area studied, a telemedicine and direct-from-patient data capture 
approach can optimize medication adherence and re-engage patients while accounting for evolving national 
and regional orders regarding social distancing.

Adopting Central and RBM
A site’s local guidance will determine whether our CRAs can conduct on-site visits. Our distributed monitoring 
teams are accustomed to flexibly adapting to changing conditions. Our approach is to rely on central monitoring 
of data without source, using customized Spotfire dashboards that can drill down to the patient level. Using EDC 
data from any EDC system, and other patient-captured data such as from ePRO, eDiary or labs, we use Spotfire 
to create clinical data visualizations that support centralized data review. 

Spotfire’s Central Monitoring Clinical Review (CMCR) dashboard pulls in data from all patient data domains, 
including medical history, adverse events, concomitant medications, vitals and demographics as well as study-
specific safety and endpoint assessments. Using this dashboard, we can monitor for protocol deviations, trends, 
outliers and anomalies in the clinical data within a patient, a site, a country/region or across the study. The 
significant benefits of this approach include not only the optimized patient data views as compared to even 
direct onsite SDR/SDV, but also our ability to support RBM on any study size, including small or slow enrolling 
studies, such as rare disease trials. 
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Using this information, we make recommendations for CRAs to perform remote monitoring of source data 
using a risk-based approach limited to only critical visits or specific critical data where, and to the extent, 
permitted. When we need to employ remote monitoring of source data, our recommended monitoring 
hierarchy is as follows, with an emphasis on limiting site burden:

• Direct remote EHR access where allowed by country, institution and EHR provider

• Uploading source documents to a secure cloud-based location. We are exploring options like Veeva Site  
Vault and Medidata Imaging to allow sites to upload source documents in a secure location. These options 
permit sites to use their existing Veeva or Medidata Clinical Cloud credentials to log in for any trial/any 
sponsor as opposed to each study requiring different security/credentials. We are considering expanding  
our use of Protocol First, currently used to upload source documents securely

To help further reduce a site’s administrative burden as needed, in circumstances where we are not  
already conducting site monitoring, we will deploy Syneos Health staff to support data entry using our  
dual EHR/EDC views. When we are able to deploy CRAs onsite, Syneos Health will supply them with PPE  
as required by local regulations.

Patient Engagement Through Real-World Expertise
You can also rely on our expertise to help you understand the patient’s care journey during this pandemic,  
to help mitigate their pain points. Our experts in RWE are accustomed to working in real-world scenarios and 
can guide you on when and how to deploy the right eTool or assemble the best platform components for 
patient engagement. Our teams can then collect patient data remotely to support patient outcomes, or other 
study-related parameters, or to understand post-approval adherence rates or other measures, under evolving 
pandemic conditions.
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Bringing It All Together
Facilitated by regulatory support for considering new paradigms, we expect there to be a future industry  
shift to more remote tactics as the new normal. Syneos Health can support your clinical development  
continuity during the COVID-19 pandemic, by employing our strategies and tactics to reduce your study’s  
risks. We deploy our resources to assess risks, understand site/patient challenges, develop a plan based on  
best practices and launch your project according to a customized playbook. Our approach is fit for purpose  
in the context of the evolving landscape, which promotes acceleration. This approach, underpinned by our 
Trusted Process™ methodology for delivery excellence, will support achieving your development objectives.
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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. Learn more about how we are shortening  

the distance from lab to life® at syneoshealth.com.
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