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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

TM

TM

• 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.

   10    20    30    40    50   60   70   80   90 

Appr
oved

✓ 

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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Clinical  Research and Data  Management  Processes

Managing clinical studies that support claims for market approval is a challenging and complex process.
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 II/Develop provides the tools and know-how to guide you through execution, management, and analy-
sis of clinical trials according to your research plan and applicable regulatory requirements. In addition, our
unique, proprietary, web-based Clinical Discovery Platform System provides a central location for managing
the entire data management process.

MedD4 will help ensure that your clinical studies are designed and managed for maximum efficiency and
outstanding results.

Track II /Develop
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• Clinical Monitoring
• Safety Monitoring 

(DSMB & CEC)
• Data Management 

& Biostatistics
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Challenges
• Protocol compliance and safety issues at clinical sites
• Slow enrollment
• Data integrity problems
• Problems generating accurate data queries

Develop 
• Monitoring
• Safety Committees
• Data Management /

Biostatistics

Develop 
• Monitoring
• Safety Committees
• Data Management /

Biostatistics
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Track II : Develop Processes

TM

Track II /Develop
Our primary clinical research goal is to ensure that
clinical studies are expertly designed and managed in
compliance with all applicable regulations to provide
valid scientific evidence supporting the safety and
effectiveness of new or improved medical devices
and technologies.

Managing c l inical  t r ia ls

We can manage all aspects of clinical trials, including:

• Investigator & site recruitment/qualification
• Site management & monitoring
• Investigator contract negotiation
• Patient recruitment techniques
• Investigator meeting management
• Device inventory monitoring
• Full data management & biostatistics

Study monitoring

We use highly experienced regional monitors, skilled
in client’s therapeutic areas, who undergo extensive
GCP, SOP and study-specific training and are com-
mitted to meticulous oversight.

Data safety  monitoring committee
management

Our staff is highly adept at establishing and manag-
ing data safety monitoring and clinical event committees
for adverse event adjudication and interim study 

reviews. Our results-proven turnkey programs and 
templates help ensure quality data safety monitoring
critical to many clinical trials.

Data management  and biostat ist ics

We offer a full range of data management and 
biostatistics service and have extensive experience
developed advanced, fully-compliant, state-of-the-art
clinical data systems designed to provide intuitive
methods for successfully managing clinical trials.

Our experienced staff utilizes rigorous statistical
methods to analyze and interpret clinical results 
for incorporation in submission-ready reports.

Our Clinical  Discovery 
Plat form™ features :
• Remote data capture
• Real-time study progress and interim 

analysis reporting
• Secure, validated, and compliant 

with federal regulations
• Secured, collaborative work centers
• Web-based training for sponsors and 

investigational sites
• Clinical study reference center
• Confidentiality and physical security

Let Boston Biomedical Associates and MedD4TM

help develop all your clinical trial and data 
management processes.
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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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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.
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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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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

TM

TM

• 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

Develop Document 
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• Panel meetings
• Correction of Submission 

Deficiencies
• Crisis Management Support
• Product Approval
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Track IV: Deliver Product Approval
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