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development expertise and scientific 
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Our dedicated Syneos Health® Hematology-Oncology team  
works continuously at the forefront of this rapidly advancing  
field, helping to improve treatment options around the world  
for patients desperately in need of better therapies for their 
hematologic malignancies.

We have worked on some of the most promising novel and 
emerging therapies in development in indications ranging from 
non-Hodgkin’s lymphoma and chronic lymphocytic leukemia, to 
acute myeloid leukemia and multiple myeloma, and transitioning 
therapies from early phase to marketing authorization.

When it comes to hematology-oncology clinical development, we
understand the importance of speed, agility and a dedicated focus 
on the development of novel precision therapies needed to treat 
sub-indications and address unmet medical needs. Our team has 
the right experience to support you in understanding how to 
quickly progress your treatment and see a faster agency approval. 
At Syneos Health, we use every clinical trial to fulfill our 
commitment to shortening the distance from lab to life®.

We are living in a “golden 
age” for cancer research and 
discovery. Our knowledge 
and ability to have a direct 
impact on hematologic 
malignancies are increasing 
at a rapid pace, and patients 
are living longer thanks to 
advances in genetics, 
immunotherapy and 
precision medicine.

At Syneos Health, 
we see every 
clinical trial as an 
opportunity to
shorten the distance
from lab to life.”

“
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How We Help You Succeed in  
Hematology-Oncology Studies

We are a team with exceptional breadth and depth of clinical 
development experience and scientific expertise to our work 
advancing research in hematology-oncology.

We have diverse and measurable experience 
across the full range of novel and emerging 
therapies, including cell and gene therapies.  
We also have dedicated early phase oncology 
experts who provide necessary expertise in first 
in human and dose determination/expansion 
settings. Each of us is devoted exclusively to the 
work of accelerating treatments that one day 
may help patients in their fight against cancer.

Our diverse experience is centralized by this  
core team that shares best practices and stays 
actively engaged with the latest advancements in 
hematology-oncology clinical development. Our 
focus not only appeals to customers and sites 
that we work with but also to our employees, 
helping us to recruit and retain the very best 
industry experts in this challenging field.

We have a rich understanding of each 
hematologic malignancy patient population  
and of the differences in pathology and 
assessments of disease progression relevant  
to each hematologic cancer sub-type. Our 
knowledge of methodologies for highly specific 
rare disease trials is second to none in areas 
including Waldenström’s macroglobulinemia, 
peripheral T-cell lymphoma (PTCL) and 
angioimmunoblastic T-cell lymphoma (AITL),  
as well as a multitude of sub-indications that 
place protocol of a target patient population  
in a rare disease setting (e.g., CLL del17p, AML 
FLT3 and others).

In the last five years, we have conducted  
138 hematology-oncology studies across 
over 5,000 sites worldwide involving more 
than 18,000 patients.

 

*  Indication was broadly defined and not otherwise specified  
in the protocol. 

All experience data: 2016-2020. Data is representative of all 
Syneos Health company experience. Does not include non-
interventional or healthy volunteers studies.

When you work with us, you 
can be confident your entire 
study team has the specialized 
knowledge, experience and  
site relationships to ensure  
the quality and timely  
execution of your study.”

“

The Challenges of Modern Hematology-
Oncology Clinical Development
 
Specificity: General clinical development expertise does not naturally translate  
to hematology-oncology studies. Engaging with a Contract Research Organization 
(CRO) that has specific, tangible experience in leukemias, lymphomas and rare 
sub-indications is essential to success.

Innovation: Traditional clinical development processes have been superseded 
by significant therapeutic and technological advances in hematology-oncology. 
These include cell and gene therapies (e.g., adoptive, cell therapies, chimeric 
antigen receptor (CAR) T-cell, T-cell receptors (TCRs), tumor-infiltrating 
lymphocytes (TILs), genetically modified organisms (GMOs) and other  
advanced therapy medicinal products (ATMPs) which introduce never-before-seen 
complexities and requirements for IMPs, also known as insulin-like growth factor  
2 (IGF2) messenger RNA (mRNA)-binding proteins (IGF2BPs), biosafety and logistics 
management.

Site capacity and experience: It can be especially difficult to find and engage 
quality sites with applicable novel therapy experience, appropriate facilities and 
sufficient capacity in a therapeutic area burgeoning with breakthrough clinical trials 
and eager patients.

Recruitment: Patients in this area are often highly motivated, informed and eager 
to participate in clinical trials—often initiating contact with quality centers on their 
own. There is increasing competition for their attention and interest as the number 
and variety of investigational therapies have grown.

Hematology-Oncology Experience: All Phases
(Number of Trials)

17Acute Myeloid Leukemia

Chronic Lymphocytic Leukemia 15

Non-Hodgkin's Lymphoma 13

Hematologic Malignancies* 13

B-Cell Lymphoma 9

Follicular Lymphoma 8

Myelofibrosis 7

Diffuse Large B Cell Lymphoma 6

T-Cell Lymphoma 4

Other 27

19Multiple Myeloma

20 25 30151050
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True therapeutic alignment enables us to leverage experience, 
insights and capabilities across our global team and offer thoughtful, 
integrated solutions to the challenges inherent to hematology-
oncology drug development and commercialization.”

“

We Are Responsive to the  
Rapid Pace of Innovation
 
We constantly look toward the future as we implement novel approaches to hematology-oncology 
drug development and innovative trial designs, including cellular and gene therapy clinical trials and 
investigator-led cooperative group trials.

For example, we are proud to provide full-service clinical development support to the Leukemia  
& Lymphoma Society’s Beat AML® Master Trial, a ground-breaking targeted therapy umbrella trial 
designed to expedite development of innovative therapies for acute myeloid leukemia patients.  
For more information, visit www.lls.org/beat-aml.

Our leaders in clinical, medical and biometrics innovation make it possible for us to offer customized 
approaches to oncology study designs using novel design technologies, helping to set our customers 
on the most streamlined path to the required study endpoint and regulatory approval—often in 
accelerated fashion.

True therapeutic alignment enables us to leverage experience, insights and capabilities across our 
global team and offer thoughtful, integrated solutions to the challenges inherent to hematology-
oncology drug development and commercialization.

Additionally, Syneos Health has created the multidisciplinary Cell and Gene Therapy Consortium, 
which draws from the experience we have amassed through our involvement in the clinical 
development of 80 new ATMP programs while collaborating with more than 950 sites and enrolling 
more than 4,500 patients. This consortium includes our own experts in hematology-oncology, covers 
all of the operational and scientific aspects involved in the clinical development and commercialization 
of ATMPs and acts as an advisory committee for all ATMP teams at Syneos Health—ensuring that a 
tailored strategy is designed for each specific development program and focused on the needs of 
these special patients to facilitate their clinical trial participation and treatment access.

We Build Symbiotic Relationships With Sites  
That Ensure the Required Time and Resources  
Are Dedicated to Your Study Needs
 
Our therapeutic alignment means that we are able to engage with focus, passion and peer-to-peer 
scientific expertise to develop deep relationships with key opinion leaders, investigators and 
specialty sites. It enables us to engage with the right sites by targeting the right patients from  
day one and helping customers to meet their recruitment targets faster, no matter how complex 
the trial.

The rapid acceleration of research in hematologic cancers has the potential to overwhelm even  
the most established investigative sites. By dedicating clinical research associates and project 
managers to specific sites annually, we have cemented open and trusting site relationships—an 
approach appreciated by all. 

Our site relationships truly are second to none.  
In 2020—for the fourth consecutive year—we were honored to receive the Society for Clinical 
Research Sites (SCRS) prestigious Eagle Award for exceptional site relationships—an award 
voted on by sites themselves and a testament to the professionalism and integrity with which we 
approach our site relationships.

The result? Our collaborative, flexible approach facilitates fast-site activation and helps every site 
enroll to the best of their capabilities, accommodate rapid influxes of patients, submit data and 
queries and achieve database lock on time.



Recruitment: A Case Study  
in a Phase lll Registration 
Trial in Leukemia

We have applied our proven processes 
and leading-edge technologies to meet 
extraordinary study demands.

The unmet needs of patients with hematologic malignancies 
present a massive challenge. We frequently experience a rush 
of patient enrollment as word spreads about positive data 
from the latest investigational medicines.

Case in point: 
A recent global Phase lll registration study in leukemia 
enrolled rapidly and was over-subscribed by almost 50 
patients, and still enrolled three months short of the targeted 
enrollment end date. We immediately adapted our clinical 
monitoring and project management activities to proactively 
manage and clean the resulting large volumes of data. To do 
this, we applied our proven processes and leading-edge 
technologies, including our immensely powerful and dynamic 
data monitoring tools. This kit consists of both proprietary 
platforms and those developed in collaboration with industry 
leading technology companies. In the end, all critical project 
milestones were met on time, resulting in successful 
regulatory filings across the globe. This is the edge we give 
your studies when it comes to recruiting the right patients  
and generating actionable data to meet your product 
development goals.

Outcome: 
When faced with unexpected study challenges, we use proven 
processes to efficiently and proactively adapt our clinical 
monitoring and project management activities, enabling  
us to meet critical project milestones on time.

Targeted Therapies

Novel and  
Emerging Therapies

Immuno-Oncology
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Whether 
motivated by the 
personal journey 

of a cancer patient 
or the challenge 

and rigor of cancer 
clinical research, 

we at Syneos 
Health® are 

passionate about 
collaborating  

for a cure.



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.

Contact us
+1 919 876 9300
syneoshealth.com

© 2021 Syneos Health®. All rights reserved.


