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Device Classification
• FDA classifies devices according to risk

• There are specific classification regulations for types of devices 

• The classification regulation indicates whether the device is Class I, II, or III

• How do I know how my device is classified?  

1. Search the FDA database using terms that describe your product 

2. How are your competitors’ products classified?  Search the FDA databases for your 

competitor products 

3. How are similar products classified?  

4. Document the product classification determination in a memo to the regulatory file 
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How Do I Know How My Device Is 

Classified?
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Device Classification – Class I Devices
• Subject to general 

controls 

• Most exempt from 

510(k) premarket 

notification

• Many Class I 

devices exempt 

from GMP 

requirements, but 

not software 

devices 
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Example 



Device Classification – Example Class I Device  
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Device Classification – Class II Devices 

• General controls PLUS special controls

• Special controls can include:

– Performance standards

– Special labeling requirements

– Premarket, postmarket data requirements

– Guidance documents

• Most Class II devices require 510(k) premarket 

notification before they may be marketed
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Device Classification – Example Class II Device 
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Device Classification – Class III Devices  
• FDA approval before commercial 

distribution 

• Devices that:

– Support human life; 

– Are of substantial 
importance in 
preventing 
impairment of 
human health; or 

– Present a potential, 
unreasonable risk of 
illness or injury 
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Device Classification – Example Class III Device
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Premarket Pathways 

Premarket approval (PMA)

510(k) clearance  

De novo review 

Exempt from premarket notification 

Pre-1976, grandfathered device
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PMA 
• By default, FDA classifies devices into the highest risk (i.e., Class III requiring 

PMA) if there is no existing classification regulation 

• FDA assesses a PMA to determine whether the information provided by the 
sponsor provides a “reasonable assurance of safety and effectiveness”

• Applicant must provide “valid scientific evidence” of safety and effectiveness

– Well-controlled investigations, partially controlled studies, studies and objective 
trials without matched controls

– Well-documented case histories conducted by qualified experts

– Reports of significant human experience with a marketed device

• Clinical data 

• Filing fee: $365,657 (FY 2021 user fee) 
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PMA Supplements 
• PMA supplement is required for a change affecting the 

safety or effectiveness of an approved device

PMA Supplement Type Description 

Prior approval (180 days) • For significant changes that affect the safety and 

effectiveness of the device

• In-depth review and approval by FDA required before 

implementation of the change

30-Day Notice • Used for modifications to manufacturing procedures that 

affect the safety and effectiveness of the device

• Change may be made 30 days after FDA receives the 

notice, unless FDA informs the PMA holder that the notice is 

not adequate 

Changes Being Effected • Can implement after FDA acknowledges receipt that 

submission qualifies for “CBE” supplement

Annual Report • Certain changes not reported in PMA supplement 
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510(k) Clearance 
• A 510(k) notification leads to “clearance,” not approval, of the device  

• Notification must be submitted to FDA 90 days before introducing device into 
commercial distribution

• Must wait for FDA to issue order that device is “substantially equivalent” to a 
predicate device 

– A predicate device is a device that was first marketed before May 28, 1976 or 
was marketed after May 28, 1976 but was found to substantially equivalent to a 
pre-1976 device

• Good FDA resource on 510(k) submissions: 
https://www.fda.gov/medical-devices/premarket-submissions/premarket-
notification-510k 
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Substantial Equivalence 
• A device is substantially equivalent if, in comparison to a 

predicate it:

– has the same intended use as the predicate; and

– has the same technological characteristics as the predicate;

OR

– has the same intended use as the predicate; and

– has different technological characteristics and does not raise 
different questions of safety and effectiveness; and

– the information submitted to FDA demonstrates that the device is 
as safe and effective as the legally marketed device.

• Filing fee: $12,432 (2021 user fee) 
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Device Modifications
• Certain modifications to cleared 

devices require a new 510(k) 

– Reference FDA flow charts 

• Must establish that the device has the 
same intended use as a legally 
marketed predicate device and

– Has the same technological 
characteristics as the predicate 
device, or

– Has different technological 
characteristics and the information 
submitted demonstrates that the 
device is as safe and effective as a 
legally marketed device, and does not 
raise different questions of safety and 
effectiveness than the predicate 
device
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De Novo Review 
• Suited to low-risk, novel devices – like digital health products – where there is no 

predicate device 

• Permits FDA to "down classify” a novel device from the default class III 
designation, if:

– The device is low to moderate risk and 

– General controls, in combination with special 
controls (if required), are sufficient to provide a 
reasonable assurance of safety and effectiveness

• Devices that are classified through the de novo process may be used as 
predicates for future 510(k) submissions 

• Filing fee: $109,697 (2021 user fee) 
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De Novo Example 
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Exempt Devices  
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• Exempt devices do not require any premarket submission 

• But, general controls still apply: 

– Facility registration 

– Product listing 

– Recalls, corrections, removals 

– MDRs 

– Labeling 

– Adulteration and misbranding 

provisions  

• Note the “8XX.9” limitation



• Device Classification 

• Premarket Pathways

• Working with FDA

• Current Agency Initiatives At a Glance

• Other Considerations

• Case Study/Example

21

Agenda



• Informal way to engage FDA, prior to submitting an application

– Voluntary

• Opportunity to obtain FDA feedback on specific 

questions 

– New technology, or where classification is unclear 

– Proposal for performance testing, planned clinical 

studies 

• Requires a written package

• Requestors may request a face-to-face meeting 

or teleconference (pre-pandemic)

• FDA review team provides written feedback in 70 days (pre-pandemic)

Q-Sub Process 
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Benefits: 

• Plan studies with

acceptable endpoints

• Potentially shorter 

application review time

• Potentially smoother 

review process 
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CDRH Management Directory by Organization | FDA

Division of Digital Health

Division Director Bakul Patel 301-796-5528

Deputy Division Director Brendan O'Leary 301-796-5528

Chief Medical Officer for Digital Health 

Center For Excellence

Matthew Diamond, M.D.,Ph.D 301-796-5386

Assistant Director for Digital Health Policy 

Leadership and Development

Sonja Fulmer 240-402-5979

Assistant Director for Emerging Digital 

Health Technology Assessment 

and Strategy

Vacant

Supervisor for Digital Health Center 

of Excellence

Anindita Saha 301-796-2537

https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory-organization
mailto:bakul.patel@fda.hhs.gov
mailto:Brendan.O'leary@fda.hhs.gov
mailto:Matthew.Diamond@fda.hhs.gov
mailto:Sonja.Fulmer@fda.hhs.gov
mailto:Anindita.Saha@fda.hhs.gov


Current Initiatives 
1. 21st Century Cures Act (2016)

– Exempted certain software from 
the definition of “device” (e.g., 
clinical decision support or CDS) 

– FDA has updated guidance to 
reflect the new law 

2. Cybersecurity has become a more significant 
consideration during review

3. AI and machine learning – still figuring it out

4. Software pre-certification program 

– Streamlined model for software 
developers with demonstrated 
quality culture 
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Current Agency Initiatives – Pre-Cert 

Program 

Source: https://www.fda.gov/medical-devices/digital-health/digital-health-software-precertification-pre-cert-program#program 



• Device Classification 

• Premarket Pathways

• Working with FDA

• Current Agency Initiatives At a Glance

• Other Considerations

• Case Study/Example

27

Agenda



Investigational Device Exemption

• If a firm is studying a digital health product, it 
is important to consider whether IDE 
regulatory requirements might apply (21 CFR 
Part 812)

• “Significant risk” – IDE approval

• “Nonsignificant risk – IRB approval

• IDE regulations exempt certain studies (e.g., 
consumer preference)



User Fees / Timelines

• User fees for various filings adjust 

annually – available on FDA’s web site

– REMEMBER:  Small business exemption can 

take up to 6 weeks to obtain  

– Don’t forget to apply well in advance of filing!

– Must be renewed every fiscal year (10/1)



User Fees / Timelines

• FDA review cycle timelines

–510(k) – 90 days

–De novo – 150 days

–PMA – 180 days



Combination Product Definition

• Definition of combination product, 21 CFR 

3.2(e)

– Two or more regulated components 

• Combined in a single physical or chemical entity 

or

• Placed in a single package or unit



Combination Product Definition

• Definition of combination product

– A single component packaged separately and 

labeled for use with an approved “individually 

specified” component

• Where both are required to achieve  effect and 

• Labeling of approved product would need to be 

changed



Primary Mode of Action

• Mode of action is means by which product achieves a 

therapeutic effect or action (21 CFR 3.2(k))

• Primary mode of action is the single mode of action of a 

combination product that provides the most important 

therapeutic action (i.e., expected to make the greatest 

contribution to the overall intended therapeutic effect of 

the combination product) (21 CFR 3.2(m))



Primary Mode of Action
• If no primary mode of action can be determined, primary 

jurisdiction is assigned to Center that regulates other 
combination products that present similar questions of safety 
and effectiveness

• If no other combination product presents similar questions of 
safety and effectiveness, then assignment will be to Center 
with the most expertise related to the most significant safety 
and effectiveness questions presented by the combination 
product



Unique Considerations for Pharma

• Software can be:
– companion product 

– compliance aid

• First step is to analyze classification:
– Is it a combination product or a stand-alone device?  Not 

regulated by FDA under Cures?

– Companion diagnostic – “information that is essential for 
the safe and effective use of a corresponding drug or 
biological product” –

• Typically requires separate device approval, usually a PMA 
(clinical studies in drug center)
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Wireless Connection to Tablets / Phones   



Wireless Connection to Tablets / 

Phones   



Digital Health Examples – Mobile 

Apps  



Digital Health Examples – Mobile 

Apps  



Digital Health Examples – Post 

Cures Act  


