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Today’s Agenda

 Regulatory framework for 510(k)s

 Planning for an effective and efficient filing

 Traditional 510(k) route

 The de novo option

 Post-marketing considerations

 Q&A
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FDA Regulation of Medical Devices

 Under US law, a medical device is “an instrument,
apparatus, implement, machine, contrivance, implant, in
vitro reagent, or other similar or related article, including
a component part, or accessory which is:
– recognized in the official National Formulary, or the United States

Pharmacopoeia, or any supplement to them,Pharmacopoeia, or any supplement to them,
– intended for use in the diagnosis of disease or other conditions,

or in the cure, mitigation, treatment, or prevention of disease, in
man or other animals, or

– intended to affect the structure or any function of the body of
man or other animals, and which does not achieve any of its
primary intended purposes through chemical action within or on
the body of man or other animals and which is not dependent
upon being metabolized for the achievement of any of its primary
intended purposes.”
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FDA Regulation of Medical Devices (cont’d)

 Medical devices are classified in three classes (I, II,
III), Class III being highest risk
– Class I devices are generally exempt from premarket

review
– Class II devices typically require FDA Premarket– Class II devices typically require FDA Premarket

Notification under section 510(k) of the US Food, Drug,
and Cosmetic Act (establishing substantial equivalence to
predicate)

– Where no suitable predicate device is available, devices
are automatically designated as Class III (Premarket
Approval)

 De novo process allows for risk based classification
of “novel” low risk devices
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FDA Approval or Clearance Pathways

 510(k) – Substantially equivalent to a legally
marketed predicate

 De novo – risk-based classification of a device
without a valid predicate (reasonable assurancewithout a valid predicate (reasonable assurance
of safety and effectiveness)

 PMA – valid scientific evidence demonstrating
reasonable assurance of safety and
effectiveness; generally the default for a new
technology

5



Which Pathway is the Right Fit for My Technology?

 What is the market opportunity?
 What is the clinical landscape like? Is it well

studied?
 What claims/intended uses do I want?
 Do my claims/intended uses match my technology? Do my claims/intended uses match my technology?
 Has FDA previously reviewed a similar product?
 Is this a new technology for FDA? Or is there a clear

predicate/pathway?
 Should we meet with FDA before filing anything?
 What are our production and post-marketing

requirements?
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Pre-Submission Meetings with FDA

Top 5 tips to getting value out of a FDA Meeting

1. Know your device!

2. Do your homework

3. Come with a plan

4. Keep an open mind and listen to what FDA tells
you

5. Document your interactions with the Agency
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510(k) Standards

 Applicant demonstrates Substantial Equivalence
(“SE”) to legally marketed device
– Intended Use

– Technological Characteristics

– Safe and effective under conditions promoted

 If Intended Use and/or Technological Characteristics
are not the same, may lead to Not Substantially
Equivalent (“NSE”) determination

 Notification by FDA of acceptance of 510(k)
application results in a “clearance” to lawfully market
(not an “approval”)
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510(k) Refuse to Accept (RTA) Principles

 Acceptance review only starts once the User Fee has
been paid and a validated eCopy has been received

 Should FDA fail to complete the acceptance review
within the review period (i.e., within 15 calendar days of
receipt:receipt:
– Submitter will be notified in writing that acceptance review was

not completed and the submission is under substantive review

– Substantive review can still include RTA review

– FDA staff are to provide the submitter a copy of the completed
checklist

 FDA staff are to provide the submitter a copy of the
completed checklist
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RTA: Basic Principles

•Acceptance should not be based on a substantive review
of the information
•Reviewers must determine whether submitter provided
justifications for reasonable alternative approaches
•FDA guidance documents, applicable recognized
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•FDA guidance documents, applicable recognized
standards, and applicable regulations must have been
considered



RTA: Preliminary Questions

• Is the product a device or combination product?
• Is the application with the appropriate Center?
• If a Request for Designation (RFD) was submitted confirm

this is the same product and indications as were subject
to the RFD?
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to the RFD?
• Is this device type eligible for 510(k) submission?
• Is there a pending PMA for the same device with the

same indications?
• If clinical studies have been submitted, is the submitted

the subject of the Application Integrity Policy?



RTA: MDUFA III Goals
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Example of 510(k) Clearance: Tinnitus Masker
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Example of 510(k) Clearance (cont’d)
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Example of 510(k) Clearance (cont’d)
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Example of 510(k) Clearance:
Intended Use

16



Example of 510(k) Clearance (cont’d)
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But What Are My Options If…

 My product is a medical device that I believe is:
– Safe; and

– Will be subjected to applicable manufacturing, quality,
and labeling controls.and labeling controls.

 But:
– I can’t find a predicate;

– I don’t have or can’t produce clinical data to support a
PMA; and

– My management and shareholders don’t want an
NSE or automatic PMA classification.
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De Novo Classification: History

 Pre-1997: regardless of risk, 510(k) or PMA
 The Food and Drug Administration

Modernization Act (1997) added the de novo
process
– Required a 510(k) + NSE

 Food and Drug Administration Safety and
Innovation Act (2012)
– Novel (no valid predicate)
– Low to moderate risk
– No 510(k) or NSE required
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De Novo Process

 There are two regulatory paths for de novo classification
– Option 1: Any person who receives an NSE determination in

response to a 510(k) submission may, within 30 days of receipt
of the NSE determination, submit a de novo request for the FDA
to make a risk-based evaluation for classification of the device
into Class I or II.into Class I or II.

– Option 2: Any person who determines that there is no legally
marketed device upon which to base a determination of
substantial equivalence may submit a de novo request for the
FDA to make a risk-based classification of the device into Class I
or II, without first submitting a 510(k) and receiving an NSE
determination.

 Devices that are classified through the de novo process may be
marketed and used as predicates for future 510(k) submissions.
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De Novo Process: Choosing the Right Path

 510(k) + de novo request

– Could be a less burdensome path

– Leverage the work of competitors

 Original de novo request

– More Data

– Guiding the way for competitors

– Faster

21



An Efficient De Novo Process

Pre-De Novo Submission

 Provides early interaction w/ FDA

– suitability of de novo process

– data requirements necessary to support safety and– data requirements necessary to support safety and
effectiveness

 Intended to facilitate de novo petition review and
identify potential road blocks

 [***Remember our 5 tips for meeting with FDA!]
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Example of De Novo Clearance
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Example of De Novo Clearance (cont’d)
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De Novo Guidance – Outdated but Useful
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De Novo Guidance (cont’d)
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Post-Clearance Considerations

 General vs. Special Controls

 Quality System Regulation (GMP)

 Labeling Requirements

 Adverse Events

 Misbranding and Adulteration

 General vs. Specific Intended Use

 Pre-approval Commercialization Risks
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Marketing Regulations
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Marketing Regulations (cont’d)
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Marketing Regulations (cont’d)
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Questions?

Mahnu Davar

mahnu.davar@aporter.com

(202) 942-6172

Philip Desjardins

philip.desjardins@aporter.com

(202) 942-5303
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