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510(k)s have been a part of 
CDRH’s mission for over 40 years

1976 2017

FDA Reauthorization Act 
(MDUFA IV)
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For devices that require authorization, 
510(k) is the primary path to the U.S. market
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There’s a lot to know about 510(k)s, and it can 
be difficult to know where to begin
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FDA shares AMDM’s commitment to 
industry education

2018 Educational 
Workshop & Meeting
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Understanding 510(k) begins with 
three key concepts

1. Regulatory Context

2. Essential Processes

3. Resources



7

Understanding 510(k) begins with 
three key concepts

1. Regulatory Context

2. Essential Processes

3. Resources



8

510(k)s are one part of a large 
regulatory ecosystem

Device Life Cycle

Safety & 
Effectiveness

Risk

Type of Premarket 
submission 

Moderate Risk 
devices

Compared to a 
predicate

Review Standard

Low High



9

A device goes through several steps 
throughout its life cycle

Discovery & 
Prototyping

Data Collection /
Performance Testing

Premarket 
submission

Product 
Launch

Post-market 
monitoring

510(k)

De novo

513(g)

Third Party 510(k)

PMA

HDE

MDR

CLIA Waiver

CLIA RequestIDE

Q-Sub

Emergency Use 
Authorization (EUA)

Recall (& HHE)

Post-approval study

Quality System Regulations

Registration & 
Listing

CLIA 
Categorization

BIMO

Device Life Cycle
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There are many regulatory activities 
throughout a device’s life cycle

Discovery & 
Prototyping

Data Collection /
Performance Testing
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We will cover most regulatory activities 
in this workshop
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IDE

Emergency Use 
Authorization (EUA)

BIMO

Discovery & 
Prototyping

Data Collection /
Performance Testing

Premarket 
submission

Product 
Launch

Post-market 
monitoring

510(k)

De novo

Third Party 510(k)

MDR

CLIA Waiver

CLIA Request

Q-Sub

Recall (& HHE)

Quality System Regulations

Registration & 
Listing

CLIA 
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513(g)

Post-approval study
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510(k) is one of several types of 
premarket submissions
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510(k)s are required for most moderate risk 
and some low & high risk devices
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510(k)s are required for most moderate risk 
and some low & high risk devices
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Some Class I devices require a 510(k), 
while some Class II devices do not

Low High
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No submission
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Regulatory
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De novo
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Some Class I devices require a 510(k)
when exceed the “limitations of exemption”

Class I

Limitations of Exemption
(21 CFR 8xx.9)

510(k)

a) New intended use

b) Different fundamental 
scientific technology

c) Intended for certain 
IVD uses

Risk
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Many IVD Class II devices no longer 
require a 510(k)

No Submission 
(“exempt”)

Class II

July 2017

“…list of class II devices that…no 
longer require [510(k)]….

Risk
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Each premarket submission type has a review 
standard for assessing safety and effectiveness

Safety & 
Effectiveness

510(k)

De novo

HDE

PMA

Review Standard
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Unlike other submission types, 510(k) has a 
comparative review standard

510(k)

De novo

HDE

PMA

Comparative
(“substantially equivalent” to a “predicate”)

Review Standard

Safety & 
Effectiveness

Stand-alone
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In 510(k), a device is compared to a 
predicate in two stages

Stage 1: Is 510(k) appropriate?

Stage 2: Does the data establish equivalence?

Safety & 
Effectiveness

Review Standard

& you

predicateyou



21

In 510(k), a device is compared to a 
predicate in two stages
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Stage 1: Is 510(k) appropriate?

Stage 2: Does the data establish equivalence?

The answer at each stage 
determines your regulatory path

Yes

No

No

Yes

Submit De novo, PMA or HDE
(NSE)

Submit new 510(k)
(NSE)

Ok to market 
(SE)
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Stage 1: To be a 510(k), a device 
needs an adequate predicate

✓ Device legally marketed in U.S.
✓ Device does not require PMA

✓ Not new intended use
✓ Different technological characteristics 

do not raise different questions of 
safety and effectiveness

510(k)  is the right submission type when…510(k)

1.              = predicate

2.    you    vs predicateyou
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Stage 2: To be found SE, a device should be 
as safe and effective as the predicate

=Safety & 
Effectiveness

Primary predicate
(+ Reference devices)

Performance 
Data

Descriptive 
Information

Performance 
Data

Descriptive Info

OR

Your device
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Stage 2: To be found SE, a device should be 
as safe and effective as the predicate

=Safety & 
Effectiveness

Primary predicate
(+ Reference devices)

Performance 
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Descriptive 
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Performance 
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Descriptive Info

OR
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Request only 
“minimum 
required 

information” for 
decision1

Least Burdensome
Scope = premarket approval + clearance

“consider the 
role of 

postmarket 
information”1

Deficiency
format “...include a statement of the basis 

for the deficiencies” 2

Do not change 
standards “for 

premarket 
approval” or 
“substantial 

equivalence”1

Least Burdensome

21st Century Cures Act

Deficiency letters will…

MDUFA IV 
Commitment Letter

Least Burdensome is defined 
by law and supported in 
MDUFA IV

“…include a statement of the basis for the deficiencies..” 

“…ensure the deficiencies cited are relevant to [SE]”
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Understanding 510(k) begins with 
three key concepts

1. Regulatory Context

2. Essential Processes

3. Resources
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510(k)s have processes for both 
applicants and FDA

1. Decide when to 
submit

2. Determine 
510(k) Type

3. Prepare and 
submit 510(k)

Applicant Process

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision
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The applicant’s 510(k) process includes 
three important steps

1. Decide when to 
submit

2. Determine 
510(k) Type

3. Prepare and 
submit 510(k)

Applicant Process
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A new 510(k) is required for new and 
modified devices

A 510(k) is required when:

• Introducing device to U.S. market for the first time 

• New or different intended use

• Device modification that “could significantly affect 
safety or effectiveness” 

1. Decide when to 
submit
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There are three types of 510(k)s; 
Traditional is most common

Traditional

Abbreviated

Special 

85%

13%

2%

510(k) Types Received for IVD Devices 
(FY2014-2017)

Traditional

Special

Appreviated

• Most common
• Review all relevant performance data

• Rely on conformance to guidance 
documents, special controls, and/or 
recognized standards

• Certain changes
• Rely on summary of results from 

design control process 

2. Determine 
510(k) Type

Source: Internal data
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510(k)s should be complete 
and high quality

3. Prepare and 
submit 510(k)

Complete

✓ Contact info

✓ Primary predicate

✓ RTA checklist 
elements

✓ eCopy

✓ User Fee

Quality

• Organized

• Consistent

• Purposeful

• Tell the story of 
equivalence
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FDA’s 510(k) process includes
six important steps

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision
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FDA’s 510(k) process is
subject to “Hold”

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision

FDA Clock Effect:

HoldHold

Does not start Pause

Hold

Days to Respond: 180 Days

RTA AI

Varies*

*Depends on whether Original or response to RTA or AI hold



36

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision

FDA’s 510(k) process is 
interactive

Interactive Review

FDA Clock Effect: None

Days to Respond:
2-7 days 

(or Reviewer discretion)
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5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision

FDA’s 510(k) process is subject to 
MDUFA and other goals

1 day

FDA Day 15 FDA Day 60 FDA Day 90

MDUFA Goals*

Total Time to Decision (TTD) = 124
(FDA Days + AI Hold days)

Monthly

*Refer to MDUFA IV Commitment Letter for percent of submissions that should meet each goal

NEW
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Total Time to Decision (TTD) goals are a 
shared responsibility

MDUFA IV Commitment Letter: https://www.fda.gov/downloads/ForIndustry/UserFees/MedicalDeviceUserFee/UCM535548.pdf 

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision

HoldHoldHold

RTA AI

FDA Day 90

(up to 180 Days)

180 + 90 = 270

TTD Goal Fiscal Year

124 2018

120 2019

116 2020

112 2021

108 2022
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8. Final decision

After an SE decision, you will receive
three documents

SE Letter IFU Statement 510(k) Summary*

*Except if you provide a 510(k) Statement



40

After an SE decision, we will publicly 
post four documents

SE Letter

IFU Statement

510(k) Summary

9. Post public 
information

(SE only)

IVD Decision 
Summary&

Public 510(k) Database: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm 
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Understanding 510(k) begins with 
three key concepts

1. Regulatory Context

2. Essential Processes

3. Resources
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Resources are available to help

Guidances

Predicates

People
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There are guidances related to the 
510(k) review standard

Compared to 
a predicate
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There are guidances related to the
applicant’s 510(k) processes

1. Decide when to 
submit

2. Determine 
510(k) Type

3. Prepare and 
submit 510(k)

Applicant Process
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There are guidances related to 
FDA’s 510(k) processes

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision
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Reviewing predicate 510(k)s and
Decision Summaries can help

Public 510(k) Database: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm 

Decision Summary
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Reviewing predicate De novos and 
Decision Summaries can help

Decision Summary

Public De novo Database: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
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For all types of questions, 
we can help

General
Specific

Type of Question

Division of Industry and 
Consumer Education

DICE@fda.hhs.gov
510(k) Program Staff

510k_Program@fda.hhs.gov

Review Staff
Pre-Submission, 

Interactive Review
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There’s a lot to know about 510(k)s, and it can 
be difficult to know where to begin
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FDA shares AMDM’s commitment to 
industry education

2018 Educational 
Workshop & Meeting
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Understanding 510(k)s begins with 
three key concepts
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QUESTIONS AND DISCUSSION
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APPENDIX
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510(k) Guidance Links

• The 510(k) Program: Evaluating Substantial Equivalence in Premarket 
Notifications [510(k)] (https://www.fda.gov/ucm/groups/fdagov-
public/@fdagov-meddev-gen/documents/document/ucm284443.pdf ) 

• The Least Burdensome Provisions of the FDA Modernization Act of 
1997: Concept and Principles 
(https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationand
Guidance/GuidanceDocuments/ucm085999.pdf)

• Developing and Responding to Deficiencies in Accordance with the 
Least Burdensome Provisions 
(https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationand
Guidance/GuidanceDocuments/ucm073680.pdf) 

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm284443.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm085999.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm073680.pdf
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510(k) Guidance Links (cont’d)

• Deciding When to Submit a 510(k) for a Change 
to an Existing Device 
(https://www.fda.gov/downloads/MedicalDevice
s/DeviceRegulationandGuidance/GuidanceDocu
ments/ucm514771.pdf )

• Deciding When to Submit a 510(k) for a 
Software Change to an Existing Device  
(https://www.fda.gov/downloads/MedicalDevice
s/DeviceRegulationandGuidance/GuidanceDocu
ments/UCM514737.pdf)

1. Decide when to 
submit

2. Determine 
510(k) Type

3. Prepare and 
submit 510(k)

Applicant Process

• The New 510(k) Paradigm – Alternate 
Approaches to Demonstrating Substantial 
Equivalence in Premarket Notifications  
(http://www.fda.gov/downloads/MedicalDevices/
DeviceRegulationandGuidance/GuidanceDocumen
ts/ucm080189.pdf ) 

• Refuse to Accept Policy for 510(k)s 
(https://www.fda.gov/downloads/medicaldevices/
deviceregulationandguidance/guidancedocuments
/ucm315014.pdf)

• Format for Traditional and Abbreviated 510(k)s” 
(http://www.fda.gov/RegulatoryInformation/Guid
ances/ucm084365.htm ) 

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm514771.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM514737.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080189.pdf
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm315014.pdf
http://www.fda.gov/RegulatoryInformation/Guidances/ucm084365.htm
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510(k) Guidance Links (cont’d)

• eCopy Program for Medical Device Submissions 
(http://www.fda.gov/downloads/medicaldevices
/deviceregulationandguidance/guidancedocume
nts/ucm313794.pdf ) 

• User Fees and Refunds for Premarket 
Notification Submissions (510(k)s 
(http://www.fda.gov/downloads/MedicalDevices
/DeviceRegulationandGuidance/GuidanceDocum
ents/UCM345931.pdf)

5. eCopy & 
User Fee 
review

9. Post public 
information

(SE only)

7. Substantive 
review

4. Log-in 
510(k)

FDA Process

6. Acceptance 
review

8. Final 
decision

• Types of Communication During the Review of 
Medical Device Submissions 
(http://www.fda.gov/downloads/MedicalDevices
/DeviceRegulationandGuidance/GuidanceDocum
ents/UCM341948.pdf ) 

• FDA and Industry Actions on Premarket 
Notification (510(k)) Submissions: Effect on FDA 
Review Clock and Goals 
(https://www.fda.gov/downloads/MedicalDevice
s/DeviceRegulationandGuidance/GuidanceDocu
ments/ucm089738.pdf )

http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm313794.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM345931.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM341948.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089738.pdf
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