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Types of Premarket Submissions
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Review points to consider

Disclaimer
 The following slides are NOT intended to be guidance

* Please reach out via the pre-sub process for specific
guestions about your regulatory approach



Key Elements
for Digital Marketing Submissions

Indications for Use (IFU) Statement
Description of Technology

Labeling

Biocompatibility

Software and Cybersecurity

EMC, Electrical Safety, Wireless Testing, MR
Compatibility

Performance testing
Benefit-Risk Analysis



Clinical Review Points to Consider

Well-
controlled

Blinding

Statistical
analysis
plan
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Clinical Review Points to Consider

Define target

population Define indication
for use

E.g., Adjunctive use vs. Standalone
therapy
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Clinical Review Points to Consider

Evaluate safety and effectiveness in
target population

Inclusion/ Target

Exclusion patient
Criteria population
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Clinical Review Points to Consider

Prespecify study
endpoints

Define time frame
for evaluating
primary endpoint

Outcome
WIEENIIES

Objective
endpoints
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Special Programs



FDA Patient Engagement

* We are committed to understanding the views of patients
during medical device development and regulatory decision-
making

* We are evaluating ways to engage with patients to capture
view points
* You can review the websites below to see the ongoing

initiatives and new initiatives

https://www.fda.gov/about-fda/center-devices-and-radiological-health/cdrh-
patient-engagement

https://www.fda.gov/patients/learn-about-fda-patient-engagement
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-
Breakthrough Devices Program

* Intended to help patients have more timely access to
certain medical devices and device-led combination
products that provide for more effective treatment or
diagnosis of life-threatening or irreversibly
debilitating diseases or conditions by expediting their
development and prioritizing their review

— Voluntary program
— Access to Breakthrough Interactions (Sprints, etc...)

— Breakthrough Devices Program Guidance:
https://www.fda.gov/media/108135/download
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https://www.fda.gov/media/108135/download

Medical Device Development
Tools (MDDTs) Program

* The FDA's Medical Device Development Tools (MDDT) program is a way for
the FDA to qualify tools that medical device sponsors can use in the
development and evaluation of medical devices.

* https://www.fda.gov/medicaldevices/scienceandresearch/medicaldeviced
evelopmenttoolsmddt for more information and link to Guidance
Document

 Email MDDT@fda.hhs.gov with questions
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CDER Biomarker Qualification Program

Biomarker Qualification Process

T Is a request for the qualification of a specific biomarker for a
proposed context of use (COU) in drug development

. Describes biomarker development plans for the COU and provides
Qualification Plan : L :
data on analytical validation of the biomarker measurement

Full Qualification Contains all accumulated data to support the
Package qualification of the biomarker for the proposed COU

Is FDA’s determination on qualification of the biomarker for the
proposed COU based on a comprehensive review of the full
qualification package.

Qualification

Determination

-  J -/ J _ J
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General Considerations for DHT Regulation

* Diagnostic considerations — clinical flow, output, interpretation
* Treatment considerations — outcome measure choice

* Non-clinical and related issues

WL

\|
\ | F\ r- e
I 0 A A @R

A

Y E?L

~ 3 "

19



Contact Information

Anita Bajaj, MD, MPH Anita.Bajaj@fda.hhs.gov

Division of Neuromodulation and Physical Medicine Devices
OHT5: Office of Neurological and Physical Medicine Devices
Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Food and Drug Administration
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CDRH Vision
Patients in the U.S. have access to high-quality,
safe, and effective medical devices of public
health importance first in the world
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Thanks!



Additional References
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Types of Premarket Submissions

Premarket Notification [510(k)] (Class | and Il):

* Required for most Class Il devices

* You must demonstrate device to be marketed is substantially equivalent to a legally marketed device (same intended
use and technological characteristics that do not raise different questions of safety and effectiveness)

* FDA “clears” 510(k)s

De Novo Petition (Class | and Il):

* For new device type with low/moderate risk:
* No identifiable predicate device;
e New intended use; or
¢ Different technology that raises different types of questions of safety or effectiveness

Premarket approval (PMA) (Class lll):

¢ Approval is based on a determination by FDA that the PMA contains sufficient valid scientific evidence to assure that the
device is safe and effective for its intended use(s).

Humanitarian Device Exemption (HDE):

¢ Annual US incidence less than 8000 individuals

¢ Approval standards:
» Safety: information showing no unreasonable/significant risks
o Effectiveness: Probable benefit

24



FDA Guidance Documents

Implanted Brain-Computer Interface (BCl) Devices for Patients with  Paralysis or

Amputation — Non-clinical Testing and Clinical Considerations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/implanted-
brain-computer-interface-bci-devices-patients-paralysis-or-amputation-non-clinical-testing
Benefit Risk Guidance for PMA and De Novo Submissions
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/g
uidancedocuments/ucm517504.pdf

Benefit Risk Guidance for IDE Submissions
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/ucm451440.pdf

Patient Preference Information in Premarket Submissions Guidance
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/g
uidancedocuments/ucm446680.pdf

Leveraging Real World Evidence in Premarket Submissions Guidance
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/g
uidancedocuments/ucm513027.pdf

Breakthrough Devices Program
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/UCM581664.pdf
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FDA Guidance Documents

Software

https://www.fda.gov/downloads/MedicalDevices/.../ucm089593.pdf
Biocompatibility
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/g
uidancedocuments/ucm348890.pdf

Wireless Technology
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/UCMO077272.pdf

Cybersecurity
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/UCM356190.pdf

Electromagnetic Compatibility
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/UCM470201.pdf
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FDA Guidance Documents

Significant Risk/Non-Significant Risk Guidance Document

— http://www.fda.gov/downloads/Regulatorylnformation/Guidances/UCM12
6418.pdf

513(g) Guidance Document — when to assess the appropriate device
classification

— http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidan
ce/guidancedocuments/ucm209851.pdf

The 510(k) Program: Evaluating Substantial Equivalence in Premarket
Notifications [510(k)]

— http://www.fda.gov/downloads/MedicalDevices/.../UCM284443.pdf
De Novo Classification Process (Evaluation of Automatic Class Il Designation)

— https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuid
ance/GuidanceDocuments/ucm080197.pdf
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FODA
Point of Contact for .

General Submission Questions
Division of Industry and Consumer Education

DICE

EMAIL : DICE@fda.hhs.gov
Phone: 1(800) 638-2041 or (301) 796-7100
Press 1 to speak to the Consumer Team
Press 2 to speak to the Industry Team
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When is an IDE Needed?

When a device is a significant risk device. 21 CFR 812.3(m) defines
“Significant Risk” as and investigational device that:

v Is intended as an implant and presents a potential for serious risk
to the health, safety, or welfare of a subject;

v’ Is purported or represented to be for a use in supporting or
sustaining human life and presents a potential for serious risk to
the health, safety, or welfare of a subject;

v’ Is for a use of substantial importance in diagnosing, curing,
mitigating, or treating disease, or otherwise preventing
impairment of human health and presents a potential for
serious risk to the health, safety, or welfare of a subject; or

v' Otherwise presents a potential for serious risk to the health,
safety, or welfare of a subject.
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