
As part of Sarcoma Awareness Month, we are featuring our colleagues working to support the 
afami-cel BLA and commercialization process.  

 

 
 

  
 Erin Van Winkle is based in the Navy Yard, in the US. She is Senior Director, Clinical Programs and 
works in the Clinical Development team focusing on afami-cel. Erin is very passionate about our 

clinical trials and the people who take part in them. She is committed to ensuring that the patient 
experience as well as the experience of their caregivers is the best it can be. Read Erin’s Perspective 
below.  

 
Tell us about what inspires you in your job as Senior Director, Clinical Development Operations at 

Adaptimmune 
  
In my role within the Clinical Development Operations group, I get to work closely with the 

physicians and health care professionals treating and caring for our clinical trial patients. We want to 
do everything we can to ensure participating in an Adaptimmune trial is the best possible experience 
for patients, their families, and the site staff working with us. Our clinical trials can be complicated 

and time consuming, but we don’t want that to prevent patients from living their lives or detract 
from the care that staff need to provide. Knowing that I can directly impact the experience they have 

with our products and on our trials motivates me to put patients first every day. I am truly inspired 
by the potential of helping a person with cancer to live longer, feel healthier, or even just have the 
knowledge that they played a part in making new treatments available to others living with synovial 

sarcoma.  
  
July is sarcoma awareness month – what do you think we should all be aware of when it comes to 

this cancer?  
  

I am always impacted when I see the age of our sarcoma patients. This cancer often affects younger 
people with active, busy lives. We have heard stories of our sarcoma trial patients returning to 
college classes, being able to exercise again, attending their kids’ sporting events and taking family 

trips. Working on a treatment option which would allow people living with cancer to have the 
possibility of life without frequent hospitalizations or harsh treatments is really important, especial 

for sarcoma patients.  
  
What is your role in the BLA and commercialization process? Why is this important? 

  
For the BLA, I am responsible for contributions to, and delivery of, the clinical documents for the 
submission. Each of the afami-cel studies has a Clinical Study Report written to document the 



conduct and outcome of the trial, including all efficacy and safety data produced. The Clinical Study 
Report for SPEARHEAD-1, the largest of our trials to date and the data that will provide the basis for 

our submission, was just completed in June! There are also required documents that summarize the 
efficacy and safety data across all the afami-cel studies. After the Clinical Module of the BLA is 

submitted, we are required to send the FDA a safety update from our trials 120 days later and the 
planning and work for this is underway as well. I sit on the core BLA team and contribute to 
documents and meetings pertaining to FDA interactions and requirements. 

  
Having worked in sarcoma at Adaptimmune for 7 years now, I try to support our commercial and 
medical affairs teams as we prepare for our first commercial product with history and experience 

with our clinical sites, the physicians we work with, and the operational and logistical considerations 
for treating patients with afami-cel. 

 


