
Overcoming Enrollment Challenges 
in Autologous T-cell Therapy

Situation
Immunotherapy studies in autologous cell 
therapies (ACT) present new and unique challenges 
involving the selection of appropriate sites with the 
experience and capabilities of running these 
complex studies. Qualified study sites and team 
members are essential to safeguard the integrity 
of the cell product. Following site identification and 
activation, it is necessary to continuously 
reevaluate obstacles that may interfere with blood 
procurement, product manufacture and delivery of 
treatment doses.

Challenge
Through the management of several recent ACT 
studies, Syneos Health™ has been able to identify 
issues that can impact site activation and subject 
enrollment and treatment. Challenges 
experienced include:

• Investigational product (IP) required liquid 
nitrogen storage, which is typically found in  
a Cell Therapy Lab, as opposed to pharmacy 
storage. This narrowed the selection to sites 
with adequate capabilities for product 
handling and storage of the five doses.

• Sites experienced multiple reviews and 
numerous rounds of questions from the 
ethics committee and other review boards, 
which delayed site activation.

• Patients’ starting material required delivery to 
the manufacturer in the United States within 
36 hours of blood draw, even if the blood 
draw had occurred in a patient in from Europe 
or Asia.

• Manufacturing techniques around cell 
processing can fluctuate throughout a study, 
impacting the number of slots that are 
available for enrollment. Management of 
available production slots requires clear and 
routine communication to ensure a high 
threshold of slot fulfillment is maintained.

Demonstrated 
Capabilities

Area

• Hematology & Oncology

Clinical Phase

• Phase II

Overview

• Identification and selection of 
sites with adequate capabilities 
to manage personalized 
immunotherapy studies  
requires more extensive and 
careful efforts.

• Site activation is expedited by 
leveraging site commitment  
to the therapy.

• Mitigation strategies for 
alternate methods of product 
shipment can create flexibility.

• Doses for treatment can be 
maximized by ongoing 
evaluation of issues resulting  
in product failures.
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Solution
• Targeted Pre-Study Visits (PSVs) were conducted to include a meeting between all 

stakeholders (eg, cell therapy lab personnel) to identify potential IP handling barriers. 
Monitors that had experience with cell therapy studies were assigned to  
the study.

• Site activation timelines were discussed in detail during the PSV to gain commitment 
from the principal investigator and study team to maintaining the site activation goal. 
When delays were encountered, issues were escalated to the investigators (eg, to 
expedite IRB/EC reviews/approvals) per their previously made commitments. Prompt 
sponsor and CRO responses to frequent IRB/EC and site questions were critical to 
maintaining site commitment to timelines.

• For cases where the sites could not store all five doses, the use of single dose shippers 
was implemented. The shippers allowed for the viability of the dose to be maintained 
for up to 10 days.

• As the study expanded beyond the U.S., a specialized shipping vendor was identified to 
expand capabilities of shipping the starting material within the required timeframe.

• As the manufacturing increased, the frequency of site communications was increased  
to provide awareness to the sites of the increased number of available manufacturing 
slots. Booster visits by the CRAs, and sponsor visits by the Medical Monitor were 
conducted for those sites that had not enrolled patients.

Impact
• Reduced first site activated timeline by approximately three months by engaging with 

cell product stakeholders during the site selection process.

• Able to include five sites that were not able to offer multidose storage for the study.

• Increased regional reach for the transportation of starting product from 5,000 miles in 
36 hours to 7,000 miles in 36 hours by including easily transported starting product.

• Following first subject collected, maintained slot fill threshold of 66%.

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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