
Advancing Cell 
and Gene Therapy
Our passionate experts are ready to 
accelerate success in every aspect of 
clinical development, medical affairs 
and commercialization of your asset.



2

7% 80%

Of the roughly 
7,000 reported 
diseases, only

are treatable with 
the 10,000 drugs 
available today

of the reported 
diseases are due to 
dysfunctional genes

The Promise of Cell and Gene Therapy

Cell and gene therapy (CGT) represents an exciting frontier in the battle against many devastating diseases, 
including rare genetic disorders and certain cancers. The possibilities for treatment are endless—virtually 
every cell in the human body is a potential target for genetic manipulation.

Source: Goswami R, Subramanian G, Silayeva L, et al. Gene therapy leaves a vicious cycle. Front Oncol. 2019;9:297. doi:10.3389/fonc.2019.00297

Patients, caregivers and providers 
not understanding the benefits and 
risks associated with a new paradigm 
of treatments.

We Understand the “Perfect Storm” of Challenges Facing  
CGT Development

A selection of key challenges

Development strategy must be 
aligned to rapidly evolving multi-
stakeholder requirements (e.g., 
regulatory agencies and payers). 

High threshold of evidence required 
to achieve successful commercialization 
of potentially curative treatments.

Logistical considerations for study 
planning and delivery are dictated 
by platform technology (e.g., cold 
chain logistics, chain of custody and 
chain of identity).

Mandated long-term follow-up 
of patients is up to 15 years 
for gene therapy/gene-modified 
cell therapies.

ADVANCING CELL AND GENE THERAPY
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Designed to Address Your Unique Challenges

Our CGT Consortium Integrates Expertise and Insights to Enhance 
Product Development Delivery

Built on nearly two decades of experience in the field, our in-house CGT Consortium is the hub for our 
knowledge and experience, demonstrated by: 

350+

Clinical staff with 
CGT experience

60+

CGT-focused 
functional leaders

50+

CGT projects across 
communications, commercial, 
regulatory and R&D consulting

60+

Cell therapy trials 
(including gene-modified 

cell therapies)

65+

Gene therapy trials 
(including gene editing)

1
Specialist CGT 

communications 
group: Genicos

15+
Published CGT 
thought pieces

Pre-Clinical Phase I Phase IIa Phase IIb/III Product Launch Commercialization

• Regulatory strategy and support, with intelligence for obtaining 
Regenerative Medicine Advanced Therapy (RMAT) designations

• Integrated evidence generation, incorporating stakeholder 
engagement, for regulatory, medical and commercial insights

Product 
Development 
Strategy

• Patient burden tool to optimize trials 
for enrollment  and engagement

• CGT specialist logistics management 
supported by vendor partnerships

Setup and 
Delivery of 
Clinical Trials

• Patient and stakeholder advocacy strategy 
specific for CGT

• Patient and medical engagement programs to 
inform education, enrollment and study designs

Engaging 
Patient 
and Medical 
Stakeholders

• Counsel from brand and marketing pioneers in CGT
• Deep experience in CGT commercial model design and selection
• Quality assurance and manufacturing strategy for commercialization
• Industry-leading CGT market access consulting

Realizing 
Product 
Value

• Efficient long-term follow-up (LTFU), including consolidated platforms and decentralized solutions 
(e.g., tokenization)

• Real world evidence planning for LTFU to enhance product value 

Proving 
Long-Term 
Efficacy, 
Safety 
and Value
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Want to speak with a Cell 
and Gene Therapy expert?
DL_CGTSupport@syneoshealth.com

About Syneos Health
Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization purpose-built to accelerate customer 
success. We lead with a product development mindset, strategically blending clinical development, medical affairs and commercial 
capabilities to address modern market realities.

Together we share insights, use the latest technologies and apply advanced business practices to speed our customers’ delivery of 
important therapies to patients. We support a diverse, equitable and inclusive culture.

To learn more about how we are Shortening the distance from lab to life®, visit syneoshealth.com or subscribe to our podcast.

Contact us
Syneos Health
1030 Sync Street
Morrisville, NC 27560

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