
Edwards Lifesciences
The global leader in patient-focused 
innovations for structural heart 
disease and critical care monitoring.



Our History
 Founded by Miles “Lowell” Edwards in 1958

– Inventor and visionary, held 60+ patents

 Trusted partner with physicians to introduce 
innovative medical devices
– Albert Starr, Jeremy Swan, William Ganz, 

Thomas Fogarty, Alain Carpentier, 
Delos Cosgrove, Alain Cribier

 Company evolution
– 1958 Edwards Laboratories
– 1968 American Hospital Supply
– 1985 Baxter International
– April 2000 Edwards Lifesciences (NYSE:EW)
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40+ Offices in 35 Countries
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Edwards Lifesciences 
Product Lines



Hemodynamic Monitoring
Enhanced Surgical Recovery

Transcatheter Aortic Valve Replacement
Surgical Replacement & Repair

Edwards’ Product Groups

Critical Care
and Vascular

Transcatheter Heart Valves Surgical Heart 
Valve Therapies 
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Critical Care and Vascular
 50+ years of successful partnership with clinicians and vascular surgeons
 Improve quality of care for 15 million patients each year by 2020

– Drive



 Transcatheter aortic valve replacement (TAVR) therapies 
expand treatment options
– Clinical evidence, new technologies extend 

leadership positions
– Focus remains on procedural success

 Global growth opportunities
– Untreated patient populations
– Intermediate and low-risk patients may seek 

treatment longer-term

Transcatheter Heart Valves



 Surgical Valve Replacement & Repair and Cardiac 
Surgery Systems
 Investing to transform patient experience and 

extend leadership

– New tissue platforms to improve durability, ease of use

– Expand therapies to broader populations

– Innovate to deliver better patient outcomes

Surgical Heart Valve Therapies



FDA’s Pre-submission 
process: An industry 
perspective



http://www.fda.gov/downlo
ads/MedicalDevices/Devic
eRegulationandGuidance/
GuidanceDocuments/UC
M311176.pdf
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Type of Meetings under Guidance
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• Q-Submissions
• Pre-Submissions
• Informational Meetings
• Study Risk Determinations
• Formal Early Collaboration Meetings
• Submission Issue Meetings
• Day 100 Meetings for PMA Applications



Meetings Types for Today
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• Q-Submissions
• Pre-Submissions
• Informational Meetings
• Study Risk Determinations
• Formal Early Collaboration Meetings
• Submission Issue Meetings
• Day 100 Meetings for PMA Applications



Q-Submissions
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• Feedback mechanisms addressed in guidance:
– Pre-Submissions
– Informational Meetings
– Study Risk Determinations
– Formal Early Collaboration Meetings
– Submission Issue Meetings
– Day 100 Meetings for PMA Applicants

• Organizational Structure: Q-Submissions or Q-Subs



Submitting a Q-Sub
• Two copies are required (One copy must be an electronic copy or eCopy)
• Requests must be submitted through the Document Control Center (DCC)
• Q-Sub applicants will receive an acknowledgement letter that contains the Q 

number
• For a subset of Q-Subs, an acceptance review will be conducted within 14 days 

of receipt of the Q-Sub (e.g. Pre-Submissions, Informational Meeting requests
and Submission Issue Meeting requests)
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Q-Sub Reminders – Meeting Requests
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• Various factors affect the scheduling of meetings
• Teleconferences are encouraged, whenever possible and 

appropriate
• Complete background information should be provided at the 

time of the initial request
• For meeting duration requests longer than 1 hour a rationale 

should be provided



Q-Sub Reminders – Meeting Requests Continued

• Meeting slides should be provided electronically at least two 
business days before the scheduled meeting

• No audio or video taping is permitted
• Meeting minutes should be taken and submitted within 15

calendar days of the meeting
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Q-Sub Type: Pre-Submissions
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• A formal written request for feedback from FDA to help 
guide product development and/or application preparation

• Voluntary program
• No user fees
• Feedback methods: in-person meeting, teleconference, 

facsimile or email
• Timeframe: 75-90 days (*21 days for urgent public health issues)



Recommended Information for Pre-Sub Packages
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• Cover Letter
• Table of Contents
• Detailed Device Description
• Proposed Intended Use/Indications for Use
• Summary of Previous Discussions or Submissions Regarding the Same Device
• Overview of Product Development
• Specific Questions for FDA Feedback
• Preferred method to receive FDA Feedback
• Meeting Format, Preferred Dates and Times, Planned Attendees, and 

Audiovisual Equipment Needs, if meeting or teleconference is requested



Examples of Appropriate Pre-Sub Questions
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• Are the proposed trial design and selected control group appropriate?
• Does the FDA concur with the use of the proposed alternative test 

method, which is different than the normally recognized standard?
• Is a “moderate level of concern” the appropriate level of concern for my 

software?
• Are there concerns with the predicate device proposed?
• What specific information about a postapproval study should the PMA 

contain?
• Are the proposed study designs for demonstrating precision and 

accuracy adequate to support use of the assay in the Phase 3 clinical
study?



A Pre-Sub is Not For…

• Other mechanisms of feedback addressed later in this presentation

• Requests for general information or questions
• FDA to design study protocols or clinical trial design for applicants
• Substitute for conducting your own research and analysis of current 

medical device development practices
• Addressing questions that a reviewer could readily answer
• The interactive review of an active submission
• An appeal regarding a decision on a premarket submission
• Requests for jurisdictional designation (RFD)
• Requests for device classification (Section 513(g))



Pre-Sub Reminders

• A Pre-Sub is not meant to be iterative
• FDA review of a Pre-Sub does not guarantee

approval or clearance of future premarket 
applications

• FDA intends to stand behind their feedback
• Sponsors should reference Pre-Sub feedback

received in subsequent submissions



Q-Sub Type: Informational Meetings
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• A meeting with the intent to share information with FDA without 
the expectation of receiving feedback

• FDA is in listening mode
• Timeframe: 90 days, resource permitting
• An Informational Meeting may be appropriate:

– Provide an overview of ongoing device development
– Familiarize reviewers about new device with significant

differences in technology from currently available devices



Conclusion:  

 Healthy tool for both industry and regulators

 Gets difficult questions answered early

 Focused use of precious resources on both sides

 Provides reliable feedback to industry

 Reduces mutual “stress” at time of submissions

 Builds mutual trust and helps hit timelines!

 Pre-Submission process is good for everyone.
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