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Regulatory Strategies

The medical device approval process can be a complicated, time-consuming, and expensive undertaking. Careful
planning, documentation, and management are key elements that can spell the difference between success and failure
for any medical product. 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 I/ Define provides tools for managing a full range of comprehensive regulatory services including the
determination and development of optimal regulatory and clinical protocol strategies for streamlined review
and incorporation in successful submissions. In addition, Boston Biomedical Associates can act as an FDA
liaison for key communications, presentations, and meeting participation critical to the approval process.

MedD4TM can guide you through the regulatory process with ease, helping to minimize regulatory burdens and
accelerate product time to market.

Track I / Define
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• FDA Liaison
• Pre-IDE
• Regulatory & Clinical 

Protocol Development
• Clinical Design
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Track 1/Def ine
Boston Biomedical Associates’ approach to regulatory
matters is strategic and proactive to help minimize
regulatory burdens and accelerate product time to
market.

Strategic  regulatory services

We can effectively define and develop optimal and
even novel regulatory and clinical strategies for
incorporation into successful submissions including:

• IDE
• 510(k)
• PMA
• HDE
• Annual, periodic reports

• Requests for designation

FDA l ia ison

We represent and advise clients before meetings with
FDA reviewers and advisory panels. Our turnkey,
established presentations (pre-IDE, PMA) can help
you move your medical technology along the pre-
approval path more effectively and efficiently.

Internat ional  submissions 
and product  approvals

We can assist with international submissions includ-
ing tech files and design dossiers as well as clinical
activities that may be necessary for obtaining product
approvals and market entry overseas.

Other regulatory services :

• SOP

• Facility registrations

• Due diligence activities

• Device listings

• Pre-clinical product test strategies/protocols

• Import/export permits

• Labeling, promotion, advertising strategies

• FDA/international regulations

• Post-market strategies

• Quality system development

Let Boston Biomedical Associates and MedD4TM

help define your regulatory and clinical strategies.
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Track I : Define Strategies
Challenges
• IDE submission deficiencies
• Stalled FDA negotiations
• Poorly developed protocol

Define
• FDA liaison
• Pre-IDE strategy/template
• Clinical/regulatory 

protocol development

Define
• FDA liaison
• Pre-IDE strategy/template
• Clinical/regulatory 

protocol development
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