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Overview of De NOVO Program
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DEFINITION

 De Novo is a classification process that uses a risk-based strategy to down classify new 

Class III medical device into Class II or Class I because there is no legally marketed 

predicate device on the market.

 De Novo application is submitted by the medical device sponsor to FDA:

 If granted, it establishes a new “device type” along with classification, regulation, 

necessary controls and product code

 The new device is eligible to serve as a predicate for new medical devices, where 

appropriate [510(k) process
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DEFINITION

 The de novo process provides a pathway to classify novel

medical devices for which general controls alone, or general and

special controls provide a reasonable assurance of safety and

effectiveness for the intended use.
Which there is no legally marketed predicate device.

De novo classification is a risk-based classification process.

Devices that are classified as I or II may be marketed and used as a predicate for

future premarket notification submissions 510 (k).
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CHANGES TO DENOVO PROCESS
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DIFFERENCE BETWEEN PMA AND DE NOVO
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DETERMINATION OF DENOVOVO ELEGILIBILITY

Step 1
• Submission of 513 (g) Request of Information

Step 2
• FDA Review of 513(g) Request for Information 

Step 3
• FDA Response to 513(g) Request for Information 
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DE NOVO SUBMISSION PROCESS

• Two pathways can be used:

• Pathway #1:510(k) before de novo: after receiving a high level
not substantially equivalent (NSE) determination, attempt 510
(k) route with proposed predicate device submission found
NSE candidate for de novo.

• Pathway #2: direct de novo: upon the requester's determination
that there is no legally marker device upon which to base a
determination of substantial equivalence, useful if sponsors
believes propose device is viable de novo candidate with
feedback from pre sub program.



8

SUBMISSION OF 510(K) BEFORE DE NOVO
This is used when believed you have a suitable predicate device

1.Sponsor Submits 510(k) Submission (this should be a complete 510(k) 
submission) 

2.FDA Reviews 510(k) Submission and makes NSE finding due to Lack of Predicate

 -lack of predicate= proposed predicate device does not have same intended 
use and technological characteristics as new device.

 FDA may choose to indicate in NSE letter that new device maybe appropriate 
de novo candidate (based on risk-benefit profile, not adequacy of data 
submitted) the suggestion for de novo is not binding 

3.Sponsor Submits De Novo Application:
-Reference prior 510(k)
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SUBMISSION OF 510(K) BEFORE DE NOVO( CONTINUED)

Sponsor Submits De Novo Application (Continued)
 Provide additional evidence to demonstrate safety and effectiveness of new device, as appropriate
 Address any differences and evidence gaps between 510(k) device and de novo: provide added 

testing, S&E information as needed 
 Characterize risks to health associated with use of new device
 Characterize how the risks may be mitigated
 Provide rationale for why device does not fit into an existing regulation
 If propose Class II classification, then identify the special controls to mitigate the 

risks to health
• FDA Reviews De Novo Application

 May interact with sponsor, ask for additional information render final de novo 
decision: grantor decline 
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SUBMISSION OF DIRECT DE NOVO APPLICATION
 1. Sponsor Submits De Novo Application:

-evidence that establishes reasonable assurance of safety and 
effectiveness of new device 
-Most information typically submitted in traditional 510(k)submission
-Device description
-Labeling
-Performance testing (bench, animal, clinical) 
-Characterize risks to health associated with use of new device
-Characterize how the risks may be mitigated
-Provide rationale for why device does not fit into existing regulation 
(either 510(k) or (PMA)
-If propose class ii classification, then identify the special controls to 
mitigate the risks to health 
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SUBMISSION OF 513 (G) REQUEST OF INFORMATION

A 513(g) Request for Information must be submitted in writing to CDER
or CBER and should include:
Cover letter
Description of the device
Description of what the device is to be used for
any proposed labeling or promotional material for the device and,

as applicable, any labeling or promotional material of a similar,
legally marketed device, if available.
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SUBMISSION REQUEST

 In accordance with section 513(f)(2), you may submit a de novo requesting FDA to make a
classification determination for the device according to the criteria at section 513(a)(1) of the
FD&C Act.

 The de novo must include a description of the device and detailed information and reasons for
any recommended classification (see section 513(f)(2)(A)(v) of the FD&C Act).

 FDA must make a classification determination for the device that is the subject of the de novo by
written order within 120 days of the request (see section 513(f)(2)(A)(iii) of the FD&C Act).

 If the submitter demonstrates that the criteria at section 513(a)(1)(A) or (B) of the FD&C Act are
met, FDA will grant the de novo, in which case the specific device and device type is classified in
class I or class II.
 The device may then be marketed immediately and serve as a predicate device.
 FDA will publish a notice in the Federal Register announcing the classification and the

controls necessary to provide reasonable assurance of safety and effectiveness.
 If the de novo is declined, the device remains in class III and may not be marketed
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CONTENT OF THE DENOVO REQUEST
 A De Novo request should include all the content elements necessary for acceptance of 

the De Novo request, listed in Appendix A of the "Acceptance Review for De Novo 

Classification Request" guidance document. The FDA intends to Refuse to Accept a De 

Novo request that does not include these elements. Pertinent elements of a De Novo 

request are reiterated below:

 A coversheet clearly identifying the request as a "Request for Evaluation of Automatic Class III 

Designation" under 513(f)(2) De Novo request.

 Administrative Information, such as the device's intended use, prescription use or over-the-

counter use designated, etc.

Device Description, including technology, proposed conditions of use, accessory, components, 

etc.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-review-de-novo-classification-requests
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CONTENT OF THE DENOVO REQUEST
 Classification Information and Supporting Data:

 The classification being recommended under section 513 of the Food, Drug, and Cosmetic Act (FD&C Act).

 A complete discussion of why general controls or general and special controls provide

reasonable assurance of the safety and effectiveness of the device, and what special controls, if

proposing a class II designation, would allow the Agency to conclude there is reasonable

assurance the device is safe and effective for its intended use

 Clinical data (if applicable) that are relevant to support reasonable assurance of the safety and

effectiveness of the device. For information on acceptance of clinical data, refer to FDA's

guidance document entitled "Acceptance of Clinical Data to Support Medical Device Applications

and Submissions: Frequently Asked Questions."

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/acceptance-clinical-data-support-medical-device-applications-and-submissions-frequently-asked


CONTENT OF THE DENOVO REQUEST
 Non-clinical data including bench performance testing. For information regarding the content and

format of bench testing information, please see the FDA's guidance document, "Recommended

Content and Format of Non-Clinical Bench Performance Testing Information in Premarket

Submissions."

 Information on the reprocessing and sterilization, shelf life, biocompatibility, software, electrical

safety and electromagnetic compatibility, animal study, literature (if applicable)

 A description of the probable benefits of the device when compared to the probable or anticipated

risks when the device is used as intended. For information on assessing the benefits and risks of your

device, refer to FDA's guidance entitled "Factors to Consider When Making Benefit-Risk

Determinations in Medical Device Premarket Approval and De Novo Classifications."

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/factors-consider-when-making-benefit-risk-determinations-medical-device-premarket-approval-and-de


16

CONTENT OF DE NOVO SUBMISSION TO FDA
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CONTENT OF DE NOVO SUBMISSION TO FDA



18

FDA RESPONSE TO 513 (G) REQUEST OF INFO

FDA response will fall into one of the following 3 categories: 
 1.  A device within the meaning of section 201(h) of the FD&C Act :
 appears to be an unclassified pre-amendments device type and therefore is

subject to the 510(k) requirement;
 appears to be a post-amendments device type that has not yet been reclassified

and therefore is subject to the PMA requirement; or
 appears to be a device that is a classified device type. We will generally identify

the generic type of device (e.g., classification regulation) that your device appears
to be within, the class of devices within which your device appears to fall and the
type of if any required in order to market device of the particular class within the
generic type:



FDA RESPONSE TO 513 (G) REQUEST OF INFO

1. Is a Device 

 Class I or II subject to the 510(k) requirement.

 Class I or II exempt from the 510(k) requirement.  

 Class III subject to the 510(k) or PMA requirements.

2. Not a Device

 may be another type of product regulated by FDA

 In this case, FDA provides contact information for another department of FDA in charge of 

this type of product not a product under FDA has jurisdiction.

3.  A Combination Product 

 Where it is not clear which Center has primary jurisdiction FDA recommends more  

discussions case in this.
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SMALL BUSINESS FEES

MDUFA user schedule benefits, and “first premarket application” fee 
waiver.

A. MDUFA user fee schedule
• The standards MDUFA user fee mist be paid for the identified

application order for the FDA to begin its review, unless applicant is
eligible for a waiver exemption.

• If you qualify for a small business, you are eligible pay a reduced
fee for any application types listed in the FDA MDUFA user fees
website, from the date the FDA’s determination of your small
business status through the end of that FY.
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“FIRST PREMARKET APPLICATION/REPORT” FEE WAIVER

 If the FDA determines that you are eligible for a “first premarket application/report” fee waiver, 

this means that you will be eligible to waive the fee for your first premarket application/report 

(i.e., PMA, including Modular PMA, BLA, PDP, or PMR). 

 This fee waiver may only be applied once. 

 The “first premarket application/report” is defined as ‘the first PMA (including Modular PMA), 

BLA, PDP, or PMR received by FDA from a business entity or any of its affiliates.’

 If a second business entity (or any of its affiliates) acquires another business entity that has 

previously submitted a premarket application/report, then the second business entity is not 

eligible for a "first premarket application/report" waiver



“FIRST PREMARKET APPLICATION/REPORT” FEE WAIVER

 To qualify for the “first premarket application/report” fee waiver, you must meet both criteria: 

 You must qualify as a small business with gross receipts or sales of no more than $30 million, including 

the gross receipts or sales of all of your affiliates. 

 FDA must determine that this is your first premarket application/report (i.e., PMA, including Modular 

PMA, BLA, PDP, or PMR). Specifically, if you or any affiliate previously submitted a premarket 

application/report, then your next application does not qualify for the “first premarket application/report” 

fee waiver, and you must pay the fee that would otherwise apply. 

Note: This means that some businesses may qualify as a small business because their gross receipts or 

sales are less than $100 million but would not qualify for the “first premarket application/report” fee waiver 

if their gross receipts or sales are more than $30 million. 



GUIDANCE FOR U.S. BUSINESSES
 A U.S. business is a business headquartered in the United States. If you are a U.S. business, you should follow the 

guidance provided in this section. 

 If you believe you qualify as a small business and want to pay reduced fees or have fees waived (for your first 

premarket application/report), you should submit the following documents to the FDA:

1. A completed Form FDA 3602 (MDUFA Small Business Certification Request, for a Business Headquartered in 

the United States) or include your Organization ID Number (Org ID) in box 2a of Form FDA 3602.

2. Org ID is a system-generated number assigned to a new organization during the User Fee account creation 

process that uniquely identifies your business in the FDA User Fee System. 7 Your Org ID is separate and 

distinct from any other number that may be associated with your company. See Section VII (Frequently Asked 

Questions) of this guidance for instructions on obtaining your Org ID;

3. a complete, signed copy of your original Federal (U.S.) income tax return for the most recent tax year;

4. certified Section III of Form FDA 3602A for each foreign affiliate.



GUIDANCE FOR U.S. BUSINESSES
 FDA will review your Form FDA 3602 and supporting materials within 60 calendar days of 

receipt.

 Upon completion of our review, we will send you a letter that indicates whether or not your 

business has been qualified under MDUFA as a small business. 

 A qualified small business is then eligible for a reduced or waived fee for submissions made 

during the FY.

 If your business is qualified as a small business, FDA’s decision letter will assign you a Small 

Business Decision number. 

 You should provide this number to FDA each time you want to receive a small business fee 

discount for any of your eligible applications or, if you qualify, when you want to obtain a fee 

waiver for your first premarket application/report. 



WHAT IS AN AFFILIATE? 
 The term “affiliate” is defined in Section 737(12) of the FD&C Act. An affiliate means a 

business entity that has a relationship with a second business entity whether, directly or 

indirectly: 

 (a) one business entity controls, or has the power to control, the other business entity; 

or

 (b) a third-party controls, or has power to control, both of the business entities. 

 You must include the gross receipts or sales of all your affiliates with your own gross 

receipts or sales when you prepare your Form FDA 3602 (MDUFA Small Business 

Certification Request, for a Business Headquartered in the United States). 
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WHY DOES FDA REQUIRE ME TO SUBMIT FEDERAL 
(U.S.) INCOME TAX RETURNS?

 Sections 738(d)(2)(B) and 738(e)(2)(B) of the FD&C Act require an applicant to pay the

standard fees for its submissions unless it demonstrates it is a small business by

submitting a copy of its most recent Federal (U.S.) income tax returns (and returns of all

affiliates).

 A consequence of this requirement is that you cannot qualify as a small business under

MDUFA if you have not submitted a Federal (U.S.) income tax return. FDA cannot accept

a foreign tax return or state tax return in place of a Federal (U.S.) income tax return.
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WHAT IS THE PURPOSE OF A SMALL BUSINESS 
DECISION NUMBER?

 The Small Business Decision number is used by FDA to confirm that you have been

qualified as a small business and may receive the appropriate user fee reduction or waiver

when you submit an application that requires a user fee (as described at the FDA MDUFA

User Fees website ).

 You should use your Small Business Decision number to document that you have qualified

as a small business.

 You should include your Small Business Decision number when you submit a Medical

Device User Fee Cover Sheet, which is available from the FDA User Fee System.
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WHAT IS THE PURPOSE OF A SMALL BUSINESS DECISION 
NUMBER?

When will my status as a small business begin? 
 Your status as a small business will begin on the date of FDA’s decision letter which 

qualified you as a small business.

When will my status as a small business expire? 
 Your status as a small business will expire at the end of the FY for which the Small 

Business status was granted (September 30). You should submit a new MDUFA Small 
Business Certification Request each year to qualify as a small business.

 This is because:
 Your “gross sales and receipts” will vary from one year to another.
 We will always need a copy of your most recent Federal (U.S.) income tax return (if 

you are a U.S. business) or your most recent certification of income from your national 
taxing authority (if you are a foreign business). 



Classification of Medical Devices 

Section 
513 

• 513(a)(1)(A): Low Risk: Class I, “General Controls”
• 513(a)(1)(B): Medium Risk: Class II, “Special Controls”
• 513(a)(1)(C): High Risk: Class III, “Premarket Approval”

Section 
513 (f)(1)

• Introduction of “new devices”
• Devices not equivalent to Class I or II devices are classified automatically into Class III 

regardless of risk 

Section 
513(f)(2)

• Established de novo classification process
• Classifies devices that were automatically classified into Class III per Section 513(f)(1) (new 

devices) to Class I or II using criteria of Section 513(a)(1)(A-B) .
• Excludes devices already classified into Class III
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FDA REVIEW OF 513 (G) REQUEST OF INFORMATION

 At reception, Document Control Center (DCC) assigns a submission number to the 513(g) 
Request for Information and forward the request to the review branch (CDER or CBER) for 
consideration. 
 The DCC sends an "acknowledgement of receipt" letter to the submitter of the 513(g) 

Request for Information. 
 Staff from CDRH/CBER with appropriate scientific and regulatory expertise review the 

information provided, meet as necessary, and write response. 
 The response is limited to the regulatory question(s) asked in the 513(g) Request for 

Information. 
 FDA response within 60 days of receipt of request of information
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OUTCOMES OF DE NOVO APPROVAL

New device may be legally marketed
 New device may be used as a predicate device
 New classification regulation created
 FDA send and publishes granting order
 FDA publishes decision summary (Transparency Summary)
 FDA publishes notice in Federal Register
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REFERENCES
De Novo Classification Process (Evaluation of Automatic Class III Designation)  draft

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/UCM273903.pdf
De Novo Transparency Web Page

www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH
/CDRHTransparency/ucm232269.htm
De Novo Searchable Database
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm

Factors to Consider When Making Benefit-Risk Determinations in Medical Device 
Premarket Approval and De Novo Classifications
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/UCM296379.pdf

Medical Device User Fee Amendments 2017 (MDUFA IV) upcoming

http://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm454039.htm

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM273903.pdf
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHTransparency/ucm232269.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM296379.pdf
http://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm454039.htm
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Thank You

+1 781-672-4200

info@globalregulatorypartners.com

Global Regulatory Partners
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