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Evolving therapies and standards of care, targeted therapy and advanced stage cancer 
patients present unique challenges to early phase clinical trial conduct. These challenges 
make dedication and an unrivalled depth of scientific, disease and trial conduct knowledge 
vital. Syneos Health™ prides itself on all of these qualities. Coupled with over two dozen 
oncologists covering every region on the globe, our specialized team is devoted exclusively to 
early phase oncology and committed to partnering with you to give your therapy the best 
possible chance of success.

1.  Rarity: Drugs targeting niche genetic profiles can 
influence recruitment due to the specificity of the 
patients needed for the study, making recruitment  
of even the most common tumor types challenging.

2.  Scalability: The growing number of Phase I/II trials, 
coupled with the challenge of patient recruiting, 
makes the ability to conduct global studies crucial  
to success. Scalability affects not only the Phase I 
portion, but any expansions that may be needed, 
whether they are in a single tumor type or several 
arms in a variety of tumor types.

3.  Regulatory and Feasibility: Increasing genetic testing 
and tissue storage requires additional consent and 
regulatory navigation. Knowledge of changing 
regulatory and treatment landscapes are critical to 
ensure your trial is successful in navigating the drug 
development pathways and planning activities.

4.  Safety: Studies of novel agents, novel-novel agents, 
emerging drug classes and first-in-human trials 
demand expert monitoring with hyper-vigilence for 
safety signals.

The Challenges of Early Phase Oncology



How We Help You

NTRK. ROS. RNF43. Today we know that beneath each cancer type, a whole range of  
sub-types lurk and are increasingly targeted based on genetic mutations. That means 
increasingly stringent inclusion/exclusion criteria, a growing number of screening procedures, 
the need to understand the basic testing paradigms at each institution and how patients 
matriculate into any given facility. That’s why our dedicated Early Phase Oncology Specialty 
Team works closely with a group of highly experienced investigators to identify and address 
potential challenges that could hamper recruitment. We then implement stepwise screening 
procedures to ensure the process is as smooth as possible for both sites and patients alike.

Outcome:  Our Oncology teams identify and address potential screening issues for  
cancer sub-types to ensure your study recruits the right patients quickly  
and efficiently.

Our dedicated 
Early Phase 
Oncology 
Specialty 
Team works 
closely with a 
group of highly 
experienced 
investigators.

We have both 
the backbone 
and resources 
needed to 
prepare 
and initiate 
additional sites 
just when you 
need them.

Throughout our industry, we’re seeing an increasing number of Phase I/II trials. This is no 
surprise given the time and cost savings that such an approach can deliver. However, to ensure 
a smooth progression between phases, it’s crucial to identify and act on the appropriate 
expansion signals quickly by the provision of crisp, clean and near real-time data—exactly what 
our Oncology team excels at. Our data tools provide visibility for key decision making. And 
because our reach spans more than 100 countries, we have both the backbone and resources 
needed to prepare and initiate additional sites just when you need them.

Outcome:  We take your trials from Phase I to Phase II and beyond with minimal burden 
to patients and sites, ensuring consistent data and smooth expansion.

We Identify and Address Your Recruitment Challenges

We Mitigate the Risk of Growing Pains
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We know the collection of blood and tissue samples for future testing could be vital in 
helping you develop new therapies, new diagnostic tools and new ways to tailor each 
patient’s treatment path. However, the regulatory guidelines surrounding this area are  
still in flux, making up-to-date knowledge crucial. With critical knowledge of local regulatory 
nuances, Syneos Health is well placed to offer such timely guidance. We’ll ensure patients 
understand the importance of your research, while giving sites the materials they need to 
gain meaningful informed consent.

Outcome:  You’ll be able to collect the samples you need, while ensuring all regulatory 
guidelines are adhered to.

With critical 
knowledge of 
local regulatory 
nuances, Syneos 
Health is well 
placed to offer 
such timely 
guidance.

Our Oncology 
safety teams are 
solely devoted 
to ensuring the 
well-being of 
cancer patients.

In every trial, patient safety is always our top priority. But in early phase oncology trials, 
monitoring each patient’s health is even more important due to the large numbers of  
first-in-human therapies and drug classes being studied. That’s why our Oncology safety 
teams are solely devoted to ensuring the well-being of cancer patients. Their expert 
knowledge of cancer types and therapeutic agents allows them to recognize potential issues 
through knowledge and experience of monitoring early phase trials. Our medical monitors 
are hematologists and oncologists, experienced in clinical practice and specialists in their 
knowledge of clinical trials. They are adept at not only offering suggestions for protocol 
improvements, but also in their ability to recognize safety issues early on. By offering 
assistance and guidance within the cohort escalation meetings, we’re able to partner with 
you, and the sites, to review safety data and discuss any potential concerns, mitigating 
unnecessary risk to patients.

Outcome:  We’ll help you collect the data you need while ensuring the well-being  
of your patients.

We’ll Help You Invent the Future of Oncology

We Put Patients First
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About Syneos Health
Syneos Health™ (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions 
organization. Our company, including a Contract Research Organization (CRO) and Contract 
Commercial Organization (CCO), is purpose-built to accelerate customer performance to 
address modern market realities. Created through the merger of two industry leading 
companies – INC Research and inVentiv Health – we bring together more than 21,000 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.
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For more information about our capabilities in early phase oncology,  
please contact us at one of the telephone numbers listed below:

Corporate Headquarters
3201 Beechleaf Court, Suite 600
Raleigh, NC  27604-1547

Phone: +1 919 876 9300
Fax: +1 919 876 9360
Toll-Free: +1 866 462 7373


