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Product  Approval  Process

The product approval process for new medical technology is challenging and complex. That’s why we’ve
developed our MedD4TM Program – a multi-modular system designed to:

• define regulatory and clinical strategies

• develop clinical research and data management processes

• document the submission process

• deliver the product approval process

Track IV/Deliver provides the tools and know how to help deliver your product approval in a timely 
and efficient manner.

Our experienced FDA liaisons can assist with and participate in panel advisory and other key meetings and
presentations critical to the approval process. We can also address submission deficiency letters and help steer
them toward approval.

Through our established crisis management support programs, we can put troubled projects back on the
approval track helping to minimize any market exposure and liability implications and maximize efficiency.

Track IV /Deliver
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• Panel meetings
• Correction of Submission 

Deficiencies
• Crisis Management Support
• Product Approval
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Track IV/  Del iver
Our primary mission is to deliver the product
approval process as efficiently as possible. With our
skilled team and MedD4TM program, we can provide
the tools and know-how to address the challenges
that often arise and guide you through this complex
process to help accelerate product time to market.

Panel  Meet ings

In addition to PMA submission preparation, we 
can help prepare for and actively participate in 
FDA advisory panel meetings. Our experienced team
of FDA liaisons and medical writers can effectively
prepare and deliver quality presentations including
integration of key data tables and analyses to support
safety and efficacy claims.

Correct ion of  Submission Def ic iencies

Our experienced team of regulatory strategists, 
medical writers, and biostatisticians can help turn
submission deficiency letters into approvals by 
utilizing novel study designs and skilled data 
analyses as well as through strategic meetings 
and communications with FDA and other global 
regulatory bodies.

Crisis  Management  Support

We can help turn around troubled clinical and 
regulatory programs and set them back on track 
so they are in compliance with good clinical 
practices and other regulations. We can also assist
with clinical site and sponsor preparation for audit
programs.

Let Boston Biomedical Associates and MedD4TM

help deliver your product approval.
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Challenges
• Inadequate panel meeting presentation
• 510 (k) not approved
• Clinical investigator noncompliance issues
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