
Cell & Gene Market Access 
Solutions to Get Life-saving 
Therapies to Patients

Cell and gene therapies (CGT) present new opportunities to deliver important novel, life-changing treatments  
to patients. Along with their promise comes a unique set of challenges that can make navigating market  
access difficult.

Because CGT products exist at the tip of innovation, their commercialization requires deep understanding of the 
complexities of the market.

Value Demonstration

Novel therapy approvals may be based on 
small trials and early data readouts requiring 
robust evidence generation planning to 
substantiate value to payer stakeholders.

Pricing Dynamics

Transformational clinical outcomes and 
potentially curative benefits typically carry 
high price tags, and payers are applying 
increased scrutiny to price. 

Lagging Reimbursement 

Commercial payers have demonstrated 
unwillingness to provide coverage at launch, 
choosing instead to take a wait-and-see 
approach and often only improving  
coverage under advocacy pressure.

Market Access Considerations for Launching CGT
Innovative Market Access Agreements

Recent changes to the Medicaid Best Price 
rule are more conducive to the growing 
appetite for such agreements, and some 
manufacturers have already set the 
precedent for innovative agreements  
with major payers.

Complex Manufacturing  
& Limited Provider Network

Manufacturing, administration and site 
accreditation requirements present unique 
supply and delivery challenges and 
can limit the provider network, making 
appropriate reimbursement at those sites  
all the more critical.

© 2022 Syneos Health®. All rights reserved.



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.

Helping You Plan for the Complex Commercial Landscape

Syneos Health provides capabilities aimed at addressing these marketing challenges, backed by deep market access 
expertise to facilitate early planning and optimal commercialization for your groundbreaking therapies. Launching 
and optimizing the commercialization of a CGT is multifaceted and our approach is just as dynamic.

The Syneos Health Advantage
These capabilities are powered by our Cell and Gene Therapy Value and Access Center of Excellence (CoE).  
This group of cross-functional market access experts is dedicated to facilitating a purposefully designed approach to 
tackling your most complex and pressing challenges to help your CGT reach commercial success. 

Want to learn more? 
Tony Lanzone 
Executive Managing Director 
Value, Access & HEOR Consulting 
tony.lanzone@syneoshealth.com

Evidence Planning
Develop a clear evidence generation plan to 

support value demonstration and optimal 
Health Technology Assessment, pricing 

outcomes and reimbursement

Market Shaping and  
Stakeholder Activation 
Perform proactive stakeholder  

engagement to shape the environment, 
activate advocacy groups to prepare 

the market, and invest in infrastructure 
development (e.g. registries) for feasibility  
and implementation of access agreements

Market Assessment
Outline a holistic plan for launch  

sequencing and follow-up indications in  
order to maximize asset’s Pricing & Market 

Access potential based on changing 
treatment paradigm, patient experience 

and payer expectations for efficacy

Supply Chain and Distribution
Assess and engage supply chain providers 

while keeping in mind specialized  
capabilities, handling requirements  

and site of care requirements 

Optimize the distribution network for 
delivering single patient therapies

Launch Access Strategy 
Establish a comprehensive launch  

access plan (early/conventional) that 
encompasses strong payer communication 
tools, value-driven pricing and necessary 

patient services programs 

Value-Based Pricing
Consider innovative reimbursement  

models (e.g. value-based models)  
to address concerns with costs

Pursue creative yet actionable  
solutions with regard to  

managed entry agreements (MEAs)
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