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5 Key Factors to Help Bridge the Gap



My Background

2021

Engineer

Entrepreneur with successful
Business Sales

Clinical Research

Regulatory  Affairs



Medical Arena NOW —MORE than just a WIDGET and FAST-Changing….
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The Gap
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The Key Factors:

• The (right) BIG Idea

• The Funding maze

• Your TEAM

• Your Partners - Investors, FDA, Payors

• Developing the Playbook

• Executing EFFICIENTLY

• Making the BIG Idea a reality

LAB

MARKET



Confidential
5

The BIG Idea –

More than just a 

cool widget?

2021

Identify the NEED

• Select the Clinical Area of Medicine

• Observe!

• What is the underlying problem?

• Develop the NEED STATEMENT

Identify the Business Realities

• Brainstorm solutions

• In depth business analysis

• Talk to the STAKEHOLDERS 

ESTABLISH THE BIG IDEA
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The NEED Statement 

– EXAMPLE

2021

NEED to reduce catheter related bloodstream 
infections

• NOT, a new catheter coating to reduce 
infection

NEED to reduce incidence of diabetic ketoacidosis

• NOT, a new continuous glucose monitoring 
catheter



Understand the Value Proposition of the BIG IDEA
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Platform

Reward

New paradigm

Niche Products

Risk



Confidential
8

Understa
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The Funding MAZE – Finding the 
(right) Investor

• SEED, Angel, Friends and Family

• Venture Capital

• Strategic Partners

• Initial Public Offering (IPO)

Align the funder with the 

development stage!
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Business Analysis         The TEAM

• Financing

• Cost of Goods 

• Pricing

• Competitive Dynamics

• Regulatory Strategy

• Exit Strategy

• Investors

• Development Partners  

• Payors

• Market Research

• Understand the FDA 
Reviewers

• Stay in touch with 
strategics/bankers
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The Balance
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Targeted Marketing Plan 

Strong Regulatory Strategy 

Financial Support

Successful and Timely Product Introduction
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Developing THE Plan
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• Market approval regulations – regional based

• Timing to market launch

• Vigilance requirements

• Standard reporting requirements
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Pre-Market 

Regulatory Plan 

– 4 Steps

2021

1. Determine product categorization

• Drug, Device, Biologic or Combination

2. Determine type of submission 

• US:  PMA vs 510(k) vs BLA vs NDA 

3. Develop appropriate strategy

• Pre-submissions?

• Pre-meetings with regulators?

4. Consider reimbursement
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STEP 1: 

Product 

Categorization 

2021

Medical Device, Drug, Biologic 

or combo

Key is to assess:

• Primary Mode of Action  (PMOA)

• Claims

Examples:  

• Drug Coated Stent:  PMOA is mechanical

• Bone Morphogenic Protein: PMOA is mechanical

• SoloSTAR Pen:  PMOA is medicinal
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STEP 2: 

Determine 

Appropriate 

Regulation

2021

Review FDA guidance documents

FDA database search for similar products

• www.fda.gov

Utilize PRO CODES and Regulations

Review relevant 510(k) Summaries and PMA SSEDs 

(Summary of Safety And Effectiveness) for insight

PMA or 510(k)?

http://www.fda.gov/
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The 510(k) 
Database

www.fda.gov

2021
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Search Results
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Specific Example
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The “regulation”
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The PMA Database

2021
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2021

Search Results
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The Example 

2021
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2021

The SSED
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STEP 3:

Determine 

Specific 

Regulatory 

Requirements

2021

Review FDA guidance documents

• Example:  “Coronary Drug-Eluting Stents –

Nonclinical and Clinical Studies”

Review relevant SSED’s for insight

• Example:  SSED for Taxus DES

Couple the research with engineering expertise to develop 

a plan
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FDA Discussions –

When?

2021

Outstanding questions that are costly

• Which animal model?

• How many animals are appropriate?

Novel clinical study design

• Adaptive trial design

• Objective Performance Criteria vs. RCT

Challenge to a regulatory pathway

• Regarding product as a 510(k) vs PMA
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FDA Discussions 

– How?

2021

Contact review division chair

➢ Will likely connect you to a reviewer or project 

manager

Prepare a formal Pre-Submission

➢ Written document including:

• Product description

• Proposed indication

• Proposed test plan and protocol summary

• Specific questions requiring FDA input
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A Complicated and Ever-Changing LabyrinthSTEP 4:
Reimbursement
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▪ Location of administration of product – in hospital/out of 
hospital/home

▪ Who administers – physician/nurse

▪ Existing DRG code? 

▪ Novel/Breakthrough?
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2021

Summary – Producing your Playbook

• Understand your technology and THE NEED

• Do your homework on approval options

• Determine where the product fits in the reimbursement 

structure

• Set Up your  TEAM and Develop the Playbook
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2021

Closing the GAP

• THE NEED

• A Product

• THE Plan

• Documentation! 

• TEAM



Questions?
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Questions?
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Barbara Gibney

Director of Marketing

bgibney@sunriselabs.com

Sunrise Labs 

Thank you!
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Every Great Project Starts With A Thoughtful Conversation

Contact Us

mailto:bgibney@sunriselabs.com

