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Even before the FDAʼs full review of a New Drug Application (NDA) 
or Biologics License Application (BLA), a filing review is conducted 
to ensure that the submission is acceptable for a full review. 
A “Refuse to Fileˮ (RTF) letter from the FDA can halt years of 
progress in the blink of an eye.

At Syner-G, we partner with sponsors to build documented, 
science-aligned, inspection-ready submissions from the 
earliest stages of development through post-submission 
support. From strengthening CMC packages and improving 
submission “reviewability,” to optimizing cross-functional 
workflows and ensuring inspection readiness, our team helps 
reduce regulatory risk and accelerate time to approval.
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Avoiding RTF letters and costly delays requires  
more than technical expertise. It demands 
foresight, alignment, and disciplined execution.

Resources

• Quality control documentation 
• Inspection readiness 
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Equally as challenging as receiving an RTF letter are delays in your 
submission timeline.  A recent analysis showed that delays in drug 
approval could be as much as $800,000 per day.
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https://synergbiopharma.com/playbook/the-biopharma-playbook-navigating-marketing-applications/

