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Submission Preparat ion Service

Preparing successful regulatory submissions to win market approval of your new medical technology is often
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 III/Document provides the tools and know-how to prepare successful FDA and other regulatory sub-
missions by helping you expertly integrate and skillfully present critical data and analyses. In addition, our
experienced FDA liaisons can assist with pre-IDE, panel advisory, and other key meetings and presentations.

Track III /Document

TM

TM

• Report Structure
• Integration Services
• Panel Meetings
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Delivering product approvals.
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Track III /Document
Boston Biomedical Associates will guide you through
the submission preparation process with ease. Our
experienced medical writers, statisticians, and FDA
liaisons will help you accurately complete and pres-
ent winning submissions to help minimize product
time-to-market.

Submission preparat ion

We can effectively prepare and supervise regulatory
submissions including:

• IDE
• 510(k)
• PMA
• HDE
• Annual periodic reports
• Requests for designation

With our established turnkey programs and tem-
plates and our excellent track record with the FDA,
we can make report generation and submission easy,
with accurate data integration and analysis to help
propel your medical device through the approval
process.

Internat ional  submissions 
and product  approvals

We can also assist with any international submis-
sions necessary to obtain overseas approvals and
market entry.

Panel  meet ings

In addition to PMA submission preparation, we can
effectively prepare and deliver panel meeting presen-
tations with integrated key tables and analysis to
support safety and efficacy claims.

Let Boston Biomedical Associates and MedD4TM

help you prepare successful submissions.

   10    20    30    40    50   60   70   80   90 

Appr
oved

✓ 

Challenges
• Repeated deficiencies
• Non-filable PMA
• Unprepared for panel meeting presentation
• Annual report overdue

Document 
• Submission templates
• Panel meeting prep 

& presentation

Document 
• Submission templates
• Panel meeting prep 

& presentation

Track III : Document Submissions
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