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Background

On September 30, 2022, the FDA User Fee Reauthorization Act of 2022 (FDAUFRA) (Public 
Law 117-180) was signed into law. FDAUFRA 2022 amended the Federal Food, Drug, and 
Cosmetic Act (FD&C Act) by revising and extending the user fee programs for human drugs, 
biologics, generic drugs, medical devices, and biosimilar biological products.

Section 738A(a)(1)(A)(iii) of the FD&C Act, as amended by section 2004 of FDAUFRA 2022, 
requires the Food and Drug Administration (FDA) to provide “Real Time” reporting, posted on a 
quarterly basis, of guidance documents and public meetings related to the process for the 
review of devices.

Real Time Reporting Under Section 738A(a)(1)(A)(iii) of the FD&C Act

This report is being issued pursuant to the requirement of section 738A(a)(1)(A)(iii) of the FD&C 
Act, which states:

“Not later than 30 calendar days after the end of the second quarter of fiscal year 2023, and 
not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, 
the Secretary [of Health and Human Services] shall post…on the internet website of the 
Food and Drug Administration…

· “The number and titles of draft and final guidance on topics related to the process for the 
review of devices, and whether such guidances were issued as required by statute or 
pursuant to the letters described in section 201(b) of the Medical Device User Fee 
Amendments of 2022; and

· “The number and titles of public meetings held on topics related to the process for the 
review of devices, and if such meetings were required by statute or pursuant to a 
commitment under the letters described in section 201(b) of the Medical Device User 
Fee Amendments of 2022.”
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Medical Devices

Guidance Documents

Pursuant to the MDUFA V Commitment Letter,1 the table below includes all FDA guidance 
documents issued in the specified quarter related to the devices program. Pursuant to section 
738A(a)(1)(A)(iii) of the FD&C Act, guidance documents that are related to the process for the 
review of devices and whether they are required by statute or are being issued pursuant to the 
MDUFA V Commitment Letter are indicated as such.2 The table also indicates whether a 
guidance document is on the Center for Devices and Radiological Health’s annual agenda of 
guidance documents (known as the A/B List). 3

Table 1:  Draft and Final Guidance Documents Related to the Devices Program for FY 2023

# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

1 Q1

4FDA and Industry Actions on Premarket 
Notification (510(k)) Submissions: Effect on 
FDA Review Clock and Goals
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/fda-and-industry-actions-
premarket-notification-510k-submissions-
effect-fda-review-clock-and-goals

10/3/2022 Yes No N/A No

2 Q1

4FDA and Industry Actions on Premarket 
Approval Applications (PMAs): Effect on 
FDA Review Clock and Goals
www.fda.gov/regulatory-information/search-
fda-guidance-documents/fda-and-industry-
actions-premarket-approval-applications-
pmas-effect-fda-review-clock-and-goals

10/3/2022 Yes No N/A No

3 Q1

4FDA and Industry Actions on De Novo 
Classification Requests: Effect on FDA 
Review Clock and Goals
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/fda-and-industry-actions-de-
novo-classification-requests-effect-fda-
review-clock-and-goals

10/3/2022 Yes No N/A No

4 Q1

4User Fees for 513(g) Requests for 
Information
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/user-fees-513g-requests-
information

10/5/2022 Yes No N/A No

1 www.fda.gov/media/158308/download. 
2 CDRH provides the annotation of “yes” for guidances that are substantially related to the process. CDRH provides 
the annotation of “no” for guidances that contain a minimal amount of guidance related to the process.
3 www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-
proposed-guidances-fiscal-year-2023-fy2023.
4 This is a Level 2 guidance document as defined in 21 CFR 10.115(c)(2).

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-notification-510k-submissions-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-notification-510k-submissions-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-notification-510k-submissions-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-notification-510k-submissions-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-notification-510k-submissions-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-approval-applications-pmas-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-approval-applications-pmas-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-approval-applications-pmas-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-premarket-approval-applications-pmas-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-de-novo-classification-requests-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-de-novo-classification-requests-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-de-novo-classification-requests-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-de-novo-classification-requests-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-actions-de-novo-classification-requests-effect-fda-review-clock-and-goals
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-513g-requests-information
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-513g-requests-information
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-513g-requests-information
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-513g-requests-information
http://www.fda.gov/media/158308/download
http://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2023-fy2023
http://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2023-fy2023
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# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

5 Q1

4User Fees and Refunds for Premarket 
Notification Submissions (510(k)s)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/user-fees-and-refunds-
premarket-notification-submissions-510ks

10/5/2022 Yes No N/A No

6 Q1

4User Fees and Refunds for Premarket 
Approval Applications and Device Biologics 
License Applications
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/user-fees-and-refunds-
premarket-approval-applications-and-
device-biologics-license-applications

10/5/2022 Yes No N/A No

7 Q1

4User Fees and Refunds for De Novo 
Classification Requests
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/user-fees-and-refunds-de-novo-
classification-requests

10/5/2022 Yes No N/A No

8 Q1

Procedures for Handling Post-Approval 
Studies Imposed by PMA Order
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/procedures-handling-post-
approval-studies-imposed-pma-order

10/7/2022 Yes No N/A A-List

9 Q1

Postmarket Surveillance Under Section 
522 of the Federal Food, Drug, and 
Cosmetic Act
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/postmarket-surveillance-under-
section-522-federal-food-drug-and-
cosmetic-act

10/7/2022 Yes No N/A A-List

10 Q1

Select Updates for the Breakthrough 
Devices Program Guidance: Reducing 
Disparities in Health and Health Care
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/select-updates-breakthrough-
devices-program-guidance-reducing-
disparities-health-and-health-care

10/21/2022 Yes No N/A A-List

11 Q1

4Developing and Responding to 
Deficiencies in Accordance with the Least 
Burdensome Provisions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/developing-and-responding-
deficiencies-accordance-least-
burdensome-provisions

10/26/2022 Yes Yes
MDUFA V 

Commitment 
Letter V.B.

No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-notification-submissions-510ks
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-notification-submissions-510ks
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-notification-submissions-510ks
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-notification-submissions-510ks
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-approval-applications-and-device-biologics-license-applications
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-approval-applications-and-device-biologics-license-applications
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-approval-applications-and-device-biologics-license-applications
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-approval-applications-and-device-biologics-license-applications
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-premarket-approval-applications-and-device-biologics-license-applications
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-de-novo-classification-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-de-novo-classification-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-de-novo-classification-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/user-fees-and-refunds-de-novo-classification-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/procedures-handling-post-approval-studies-imposed-pma-order
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/procedures-handling-post-approval-studies-imposed-pma-order
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/procedures-handling-post-approval-studies-imposed-pma-order
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/procedures-handling-post-approval-studies-imposed-pma-order
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/postmarket-surveillance-under-section-522-federal-food-drug-and-cosmetic-act
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/postmarket-surveillance-under-section-522-federal-food-drug-and-cosmetic-act
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/postmarket-surveillance-under-section-522-federal-food-drug-and-cosmetic-act
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/postmarket-surveillance-under-section-522-federal-food-drug-and-cosmetic-act
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/postmarket-surveillance-under-section-522-federal-food-drug-and-cosmetic-act
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/select-updates-breakthrough-devices-program-guidance-reducing-disparities-health-and-health-care
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/select-updates-breakthrough-devices-program-guidance-reducing-disparities-health-and-health-care
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/select-updates-breakthrough-devices-program-guidance-reducing-disparities-health-and-health-care
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/select-updates-breakthrough-devices-program-guidance-reducing-disparities-health-and-health-care
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/select-updates-breakthrough-devices-program-guidance-reducing-disparities-health-and-health-care
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/developing-and-responding-deficiencies-accordance-least-burdensome-provisions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/developing-and-responding-deficiencies-accordance-least-burdensome-provisions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/developing-and-responding-deficiencies-accordance-least-burdensome-provisions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/developing-and-responding-deficiencies-accordance-least-burdensome-provisions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/developing-and-responding-deficiencies-accordance-least-burdensome-provisions
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# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

12 Q1

Referencing the Definition of "Device" in 
the Federal Food, Drug, and Cosmetic Act 
in Guidance, Regulatory Documents, 
Communications, and Other Public 
Documents
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/referencing-definition-device-
federal-food-drug-and-cosmetic-act-
guidance-regulatory-documents

11/14/2022 No No N/A No

13 Q1

Voluntary Malfunction Summary Reporting 
(VMSR) Program for Manufacturers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/voluntary-malfunction-
summary-reporting-vmsr-program-
manufacturers

12/9/2022 Yes No N/A A-List

14 Q1

Content of Human Factors Information in 
Medical Device Marketing Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/content-human-factors-
information-medical-device-marketing-
submissions

12/9/2022 Yes No N/A B-List

15 Q1

Circumstances that Constitute Delaying, 
Denying, Limiting, or Refusing a Drug or 
Device Inspection (December 2022)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/circumstances-constitute-
delaying-denying-limiting-or-refusing-drug-
or-device-inspection-december

12/16/2022 No No N/A No

16 Q2

4Policy for Evaluating Impact of Viral 
Mutations on COVID-19 Tests (Revised)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/policy-evaluating-impact-viral-
mutations-covid-19-tests-revised

1/12/2023 No No N/A No

17 Q2

4Policy for Coronavirus Disease-2019 Tests 
(Revised)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/policy-coronavirus-disease-
2019-tests-revised

1/12/2023 No No N/A No

18 Q2

Photobiomodulation (PBM) Devices - 
Premarket Notification [510(k)] 
Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/photobiomodulation-pbm-
devices-premarket-notification-510k-
submissions

1/12/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-definition-device-federal-food-drug-and-cosmetic-act-guidance-regulatory-documents
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-definition-device-federal-food-drug-and-cosmetic-act-guidance-regulatory-documents
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-definition-device-federal-food-drug-and-cosmetic-act-guidance-regulatory-documents
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-definition-device-federal-food-drug-and-cosmetic-act-guidance-regulatory-documents
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-definition-device-federal-food-drug-and-cosmetic-act-guidance-regulatory-documents
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/voluntary-malfunction-summary-reporting-vmsr-program-manufacturers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/circumstances-constitute-delaying-denying-limiting-or-refusing-drug-or-device-inspection-december
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/circumstances-constitute-delaying-denying-limiting-or-refusing-drug-or-device-inspection-december
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/circumstances-constitute-delaying-denying-limiting-or-refusing-drug-or-device-inspection-december
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/circumstances-constitute-delaying-denying-limiting-or-refusing-drug-or-device-inspection-december
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/circumstances-constitute-delaying-denying-limiting-or-refusing-drug-or-device-inspection-december
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-evaluating-impact-viral-mutations-covid-19-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-evaluating-impact-viral-mutations-covid-19-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-evaluating-impact-viral-mutations-covid-19-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-evaluating-impact-viral-mutations-covid-19-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-coronavirus-disease-2019-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-coronavirus-disease-2019-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-coronavirus-disease-2019-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-coronavirus-disease-2019-tests-revised
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/photobiomodulation-pbm-devices-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/photobiomodulation-pbm-devices-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/photobiomodulation-pbm-devices-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/photobiomodulation-pbm-devices-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/photobiomodulation-pbm-devices-premarket-notification-510k-submissions


5

# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

19 Q2

Surveying, Leveling, and Alignment Laser 
Products
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/surveying-leveling-and-
alignment-laser-products

1/31/2023 No No N/A No

20 Q2

4Policy Clarification and Premarket 
Notification [510(k)] Submissions for 
Ultrasonic Diathermy Devices
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/policy-clarification-and-
premarket-notification-510k-submissions-
ultrasonic-diathermy-devices

2/21/2023 Yes No N/A No

21 Q2

4Medical X-Ray Imaging Devices 
Conformance with IEC Standards
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/medical-x-ray-imaging-devices-
conformance-iec-standards

2/21/2023 Yes No N/A No

22 Q2

4Marketing Clearance of Diagnostic 
Ultrasound Systems and Transducers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/marketing-clearance-
diagnostic-ultrasound-systems-and-
transducers

2/21/2023 Yes No N/A No

23 Q2

4Laser Products - Conformance with IEC 
60825-1 Ed. 3 and IEC 60601-2-22 Ed. 3.1 
(Laser Notice No. 56)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/laser-products-conformance-
iec-60825-1-ed-3-and-iec-60601-2-22-ed-
31-laser-notice-no-56

2/21/2023 No No N/A No

24 Q2

4Performance Standard for Diagnostic X-
Ray Systems and Their Major Components 
(21CFR 1020.30, 1020.31, 1020.32, 
1020.33); Small Entity Compliance Guide
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/performance-standard-
diagnostic-x-ray-systems-and-their-major-
components-21cfr-102030-102031-102032

2/21/2023 No No N/A No

25 Q2

4Guidance for Industry and Food and Drug 
Administration Staff - Assembler's Guide to 
Diagnostic X-Ray Equipment
www.fda.gov/regulatory-

information/search-fda-guidance-
documents/guidance-industry-and-food-
and-drug-administration-staff-assemblers-
guide-diagnostic-x-ray-equipment

2/21/2023 No No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/surveying-leveling-and-alignment-laser-products
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/surveying-leveling-and-alignment-laser-products
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/surveying-leveling-and-alignment-laser-products
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/surveying-leveling-and-alignment-laser-products
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-clarification-and-premarket-notification-510k-submissions-ultrasonic-diathermy-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-clarification-and-premarket-notification-510k-submissions-ultrasonic-diathermy-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-clarification-and-premarket-notification-510k-submissions-ultrasonic-diathermy-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-clarification-and-premarket-notification-510k-submissions-ultrasonic-diathermy-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-clarification-and-premarket-notification-510k-submissions-ultrasonic-diathermy-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-x-ray-imaging-devices-conformance-iec-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-x-ray-imaging-devices-conformance-iec-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-x-ray-imaging-devices-conformance-iec-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-x-ray-imaging-devices-conformance-iec-standards
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/laser-products-conformance-iec-60825-1-ed-3-and-iec-60601-2-22-ed-31-laser-notice-no-56
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/laser-products-conformance-iec-60825-1-ed-3-and-iec-60601-2-22-ed-31-laser-notice-no-56
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/laser-products-conformance-iec-60825-1-ed-3-and-iec-60601-2-22-ed-31-laser-notice-no-56
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/laser-products-conformance-iec-60825-1-ed-3-and-iec-60601-2-22-ed-31-laser-notice-no-56
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/laser-products-conformance-iec-60825-1-ed-3-and-iec-60601-2-22-ed-31-laser-notice-no-56
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/performance-standard-diagnostic-x-ray-systems-and-their-major-components-21cfr-102030-102031-102032
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/performance-standard-diagnostic-x-ray-systems-and-their-major-components-21cfr-102030-102031-102032
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/performance-standard-diagnostic-x-ray-systems-and-their-major-components-21cfr-102030-102031-102032
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/performance-standard-diagnostic-x-ray-systems-and-their-major-components-21cfr-102030-102031-102032
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/performance-standard-diagnostic-x-ray-systems-and-their-major-components-21cfr-102030-102031-102032
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-food-and-drug-administration-staff-assemblers-guide-diagnostic-x-ray-equipment
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-food-and-drug-administration-staff-assemblers-guide-diagnostic-x-ray-equipment
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-food-and-drug-administration-staff-assemblers-guide-diagnostic-x-ray-equipment
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-food-and-drug-administration-staff-assemblers-guide-diagnostic-x-ray-equipment
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-food-and-drug-administration-staff-assemblers-guide-diagnostic-x-ray-equipment
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26 Q2

4Enforcement Policy for Face Shields, 
Surgical Masks, and Respirators During the 
Coronavirus Disease (COVID-19) Public 
Health Emergency
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/enforcement-policy-face-
shields-surgical-masks-and-respirators-
during-coronavirus-disease-covid-19

3/13/2023 Yes No N/A No

27 Q2

4Enforcement Policy for Face Masks and 
Barrier Face Coverings During the 
Coronavirus Disease (COVID-19) Public 
Health Emergency
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/enforcement-policy-face-
masks-and-barrier-face-coverings-during-
coronavirus-disease-covid-19-public

3/13/2023 Yes No N/A No

28 Q2

Electronic Systems, Electronic Records, 
and Electronic Signatures in Clinical 
Investigations: Questions and Answers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/electronic-systems-electronic-
records-and-electronic-signatures-clinical-
investigations-questions

3/16/2023 No No N/A No

29 Q2

Transition Plan for Medical Devices That 
Fall Within Enforcement Policies Issued 
During the Coronavirus Disease 2019 
(COVID-19) Public Health Emergency
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/transition-plan-medical-devices-
fall-within-enforcement-policies-issued-
during-coronavirus-disease

3/27/2023 Yes No N/A A-List

30 Q2

Transition Plan for Medical Devices Issued 
Emergency Use Authorizations (EUAs) 
Related to Coronavirus Disease 2019 
(COVID-19)
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/transition-plan-medical-devices-
issued-emergency-use-authorizations-
euas-related-coronavirus-disease

3/27/2023 Yes No N/A A-List

31 Q2

Soft (Hydrophilic) Daily Wear Contact 
Lenses - Performance Criteria for Safety 
and Performance Based Pathway
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/soft-hydrophilic-daily-wear-
contact-lenses-performance-criteria-safety-
and-performance-based-pathway

3/28/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-shields-surgical-masks-and-respirators-during-coronavirus-disease-covid-19
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-shields-surgical-masks-and-respirators-during-coronavirus-disease-covid-19
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-shields-surgical-masks-and-respirators-during-coronavirus-disease-covid-19
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-shields-surgical-masks-and-respirators-during-coronavirus-disease-covid-19
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-shields-surgical-masks-and-respirators-during-coronavirus-disease-covid-19
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-related-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-related-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-related-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-related-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-related-coronavirus-disease
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/soft-hydrophilic-daily-wear-contact-lenses-performance-criteria-safety-and-performance-based-pathway
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/soft-hydrophilic-daily-wear-contact-lenses-performance-criteria-safety-and-performance-based-pathway
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/soft-hydrophilic-daily-wear-contact-lenses-performance-criteria-safety-and-performance-based-pathway
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/soft-hydrophilic-daily-wear-contact-lenses-performance-criteria-safety-and-performance-based-pathway
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/soft-hydrophilic-daily-wear-contact-lenses-performance-criteria-safety-and-performance-based-pathway
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32 Q2

General Considerations for Animal Studies 
Intended to Evaluate Medical Devices
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/general-considerations-animal-
studies-intended-evaluate-medical-devices

3/28/2023 Yes No N/A No

33 Q2

Orthopedic Non-Spinal Bone Plates, 
Screws, and Washers - Premarket 
Notification (510(k)) Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/orthopedic-non-spinal-bone-
plates-screws-and-washers-premarket-
notification-510k-submissions

3/29/2023 Yes No N/A No

34 Q2

5Cybersecurity in Medical Devices: Refuse 
to Accept Policy for Cyber Devices and 
Related Systems Under Section 524B of 
the FD&C Act
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/cybersecurity-medical-devices-
refuse-accept-policy-cyber-devices-and-
related-systems-under-section

3/30/2023 Yes No N/A No

35 Q3

Marketing Submission Recommendations 
for a Predetermined Change Control Plan 
for Artificial Intelligence/Machine Learning 
(AI/ML)-Enabled Device Software 
Functions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/marketing-submission-
recommendations-predetermined-change-
control-plan-artificial

4/3/2023 Yes Yes
MDUFA V 

Commitment 
Letter V.G.5

B-List

36 Q3

Patient-Focused Drug Development: 
Incorporating Clinical Outcome 
Assessments Into Endpoints for Regulatory 
Decision-Making
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/patient-focused-drug-
development-incorporating-clinical-
outcome-assessments-endpoints-
regulatory

4/6/2023 Yes Yes
Section 3002 of 
the 21st Century

Cures Act 
No

37 Q3

A Risk-Based Approach to Monitoring of 
Clinical Investigations Questions and 
Answers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/risk-based-approach-
monitoring-clinical-investigations-
questions-and-answers

4/12/2023

Yes

No N/A No

5 This is a Level 1 guidance document that is immediately in effect as defined in section 701(h)(1)(C) of the FD&C 
Act and 21 CFR 10.115(g)(2).

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-considerations-animal-studies-intended-evaluate-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-considerations-animal-studies-intended-evaluate-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-considerations-animal-studies-intended-evaluate-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-considerations-animal-studies-intended-evaluate-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/orthopedic-non-spinal-bone-plates-screws-and-washers-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/orthopedic-non-spinal-bone-plates-screws-and-washers-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/orthopedic-non-spinal-bone-plates-screws-and-washers-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/orthopedic-non-spinal-bone-plates-screws-and-washers-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/orthopedic-non-spinal-bone-plates-screws-and-washers-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-refuse-accept-policy-cyber-devices-and-related-systems-under-section
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers


8

# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

38 Q3

Peripheral Percutaneous Transluminal 
Angioplasty (PTA) and Specialty Catheters 
- Premarket Notification (510(k)) 
Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/peripheral-percutaneous-
transluminal-angioplasty-pta-and-specialty-
catheters-premarket-notification

4/14/2023 Yes No N/A No

39 Q3

4Data Standards Catalog
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/data-standards-catalog

4/28/2023 Yes No N/A No

40 Q3

Decentralized Clinical Trials for Drugs, 
Biological Products, and Devices
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/decentralized-clinical-trials-
drugs-biological-products-and-devices

5/3/2023 Yes Yes

Section 3606(a) 
of the Food and 
Drug Omnibus 

Reform Act 
(FDORA)

No

41 Q3

Use of Whole Slide Imaging in Nonclinical 
Toxicology Studies: Questions and 
Answers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/use-whole-slide-imaging-
nonclinical-toxicology-studies-questions-
and-answers

5/25/2023 Yes No N/A No

42 Q3

Non-Clinical Performance Assessment of 
Tissue Containment Systems Used During 
Power Morcellation Procedures
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/non-clinical-performance-
assessment-tissue-containment-systems-
used-during-power-morcellation

5/26/2023 Yes No N/A No

43 Q3

4Requests for Feedback and Meetings for 
Medical Device Submissions: The Q-
Submission Program
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/requests-feedback-and-
meetings-medical-device-submissions-q-
submission-program

6/2/2023 Yes No N/A No

44 Q3

Content of Premarket Submissions for 
Device Software Functions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/content-premarket-
submissions-device-software-functions

06/14/2023 Yes Yes
MDUFA V 

Commitment 
Letter V.G.4.

A-List

45 Q3

Oncology Drug Products Used with Certain 
In Vitro Diagnostic Tests: Pilot Program
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/oncology-drug-products-used-
certain-in-vitro-diagnostic-tests-pilot-
program

6/20/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/peripheral-percutaneous-transluminal-angioplasty-pta-and-specialty-catheters-premarket-notification
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/peripheral-percutaneous-transluminal-angioplasty-pta-and-specialty-catheters-premarket-notification
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/peripheral-percutaneous-transluminal-angioplasty-pta-and-specialty-catheters-premarket-notification
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/peripheral-percutaneous-transluminal-angioplasty-pta-and-specialty-catheters-premarket-notification
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/peripheral-percutaneous-transluminal-angioplasty-pta-and-specialty-catheters-premarket-notification
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-whole-slide-imaging-nonclinical-toxicology-studies-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-whole-slide-imaging-nonclinical-toxicology-studies-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-whole-slide-imaging-nonclinical-toxicology-studies-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-whole-slide-imaging-nonclinical-toxicology-studies-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-whole-slide-imaging-nonclinical-toxicology-studies-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/non-clinical-performance-assessment-tissue-containment-systems-used-during-power-morcellation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/non-clinical-performance-assessment-tissue-containment-systems-used-during-power-morcellation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/non-clinical-performance-assessment-tissue-containment-systems-used-during-power-morcellation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/non-clinical-performance-assessment-tissue-containment-systems-used-during-power-morcellation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/non-clinical-performance-assessment-tissue-containment-systems-used-during-power-morcellation
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-premarket-submissions-device-software-functions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-premarket-submissions-device-software-functions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-premarket-submissions-device-software-functions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-premarket-submissions-device-software-functions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-drug-products-used-certain-in-vitro-diagnostic-tests-pilot-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-drug-products-used-certain-in-vitro-diagnostic-tests-pilot-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-drug-products-used-certain-in-vitro-diagnostic-tests-pilot-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-drug-products-used-certain-in-vitro-diagnostic-tests-pilot-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-drug-products-used-certain-in-vitro-diagnostic-tests-pilot-program
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46 Q3

Patient-Matched Guides to Orthopedic 
Implants
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/patient-matched-guides-
orthopedic-implants

6/28/2023 Yes No N/A No

47 Q4

4Qualification of Medical Device 
Development Tools
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/qualification-medical-device-
development-tools

7/17/2023 Yes No N/A No

48 Q4

Hydrogen Peroxide-Based Contact Lens 
Care Products: Consumer Labeling 
Recommendations – Premarket Notification 
(510(k)) Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/hydrogen-peroxide-based-
contact-lens-care-products-consumer-
labeling-recommendations-premarket

7/27/2023 Yes No N/A B-List

49 Q4

Clinical Considerations for Studies of 
Devices Intended to Treat Opioid Use 
Disorder
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/clinical-considerations-studies-
devices-intended-treat-opioid-use-disorder

7/28/2023 Yes No N/A A-List

50 Q4

4Off-The-Shelf Software Use in Medical 
Devices
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/shelf-software-use-medical-
devices

8/11/2023 Yes No N/A No

51 Q4

Informed Consent: Guidance for IRBs, 
Clinical Investigators, and Sponsors
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/informed-consent

8/16/2023 No No N/A No

52 Q4

4Enforcement Policy for Face Masks and 
Barrier Face Coverings During the 
Coronavirus Disease (COVID-19) Public 
Health Emergency
https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/enforcement-policy-face-
masks-and-barrier-face-coverings-during-
coronavirus-disease-covid-19-public

9/5/2023 Yes No N/A No

53 Q4

Recommendations for the Use of Clinical 
Data in Premarket Notification [510(k)] 
Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/recommendations-use-clinical-
data-premarket-notification-510k-
submissions

9/7/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-matched-guides-orthopedic-implants
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-matched-guides-orthopedic-implants
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-matched-guides-orthopedic-implants
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-matched-guides-orthopedic-implants
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/qualification-medical-device-development-tools
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/qualification-medical-device-development-tools
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/qualification-medical-device-development-tools
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/qualification-medical-device-development-tools
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/hydrogen-peroxide-based-contact-lens-care-products-consumer-labeling-recommendations-premarket
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/hydrogen-peroxide-based-contact-lens-care-products-consumer-labeling-recommendations-premarket
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/hydrogen-peroxide-based-contact-lens-care-products-consumer-labeling-recommendations-premarket
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/hydrogen-peroxide-based-contact-lens-care-products-consumer-labeling-recommendations-premarket
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/hydrogen-peroxide-based-contact-lens-care-products-consumer-labeling-recommendations-premarket
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-considerations-studies-devices-intended-treat-opioid-use-disorder
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-considerations-studies-devices-intended-treat-opioid-use-disorder
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-considerations-studies-devices-intended-treat-opioid-use-disorder
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-considerations-studies-devices-intended-treat-opioid-use-disorder
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/shelf-software-use-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/shelf-software-use-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/shelf-software-use-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/shelf-software-use-medical-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-use-clinical-data-premarket-notification-510k-submissions
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54 Q4

Evidentiary Expectations for 510(k) Implant 
Devices
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/evidentiary-expectations-510k-
implant-devices

9/7/2023 Yes No N/A No

55 Q4

Best Practices for Selecting a Predicate 
Device to Support a Premarket Notification 
[510(k)] Submission
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/best-practices-selecting-
predicate-device-support-premarket-
notification-510k-submission

9/7/2023 Yes No N/A No

56 Q4

Application of Human Factors Engineering 
Principles for Combination Products: 
Questions and Answers
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/application-human-factors-
engineering-principles-combination-
products-questions-and-answers

9/7/2023 Yes No N/A No

57 Q4

Use of International Standard ISO 10993-1, 
"Biological evaluation of medical devices - 
Part 1: Evaluation and testing within a risk 
management process"
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/use-international-standard-iso-
10993-1-biological-evaluation-medical-
devices-part-1-evaluation-and

9/8/2023 Yes No N/A No

58 Q4

Breakthrough Devices Program
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/breakthrough-devices-program

9/14/2023 Yes No No A-List

59 Q4

Medical Devices with Indications 
Associated with Weight Loss – Non-Clinical 
Recommendations
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/medical-devices-indications-
associated-weight-loss-non-clinical-
recommendations

9/15/2023 Yes No N/A No

60 Q4

Medical Devices with Indications 
Associated with Weight Loss – Clinical 
Study and Benefit-Risk Considerations
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/medical-devices-indications-
associated-weight-loss-clinical-study-and-
benefit-risk-considerations

9/15/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/evidentiary-expectations-510k-implant-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/evidentiary-expectations-510k-implant-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/evidentiary-expectations-510k-implant-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/evidentiary-expectations-510k-implant-devices
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/best-practices-selecting-predicate-device-support-premarket-notification-510k-submission
C:\Users\Raphaela.Simon\Documents\FY 2023 Q4\Devices\www.fda.gov\regulatory-information\search-fda-guidance-documents\application-human-factors-engineering-principles-combination-products-questions-and-answers
C:\Users\Raphaela.Simon\Documents\FY 2023 Q4\Devices\www.fda.gov\regulatory-information\search-fda-guidance-documents\application-human-factors-engineering-principles-combination-products-questions-and-answers
C:\Users\Raphaela.Simon\Documents\FY 2023 Q4\Devices\www.fda.gov\regulatory-information\search-fda-guidance-documents\application-human-factors-engineering-principles-combination-products-questions-and-answers
C:\Users\Raphaela.Simon\Documents\FY 2023 Q4\Devices\www.fda.gov\regulatory-information\search-fda-guidance-documents\application-human-factors-engineering-principles-combination-products-questions-and-answers
C:\Users\Raphaela.Simon\Documents\FY 2023 Q4\Devices\www.fda.gov\regulatory-information\search-fda-guidance-documents\application-human-factors-engineering-principles-combination-products-questions-and-answers
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-international-standard-iso-10993-1-biological-evaluation-medical-devices-part-1-evaluation-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/breakthrough-devices-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/breakthrough-devices-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/breakthrough-devices-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-non-clinical-recommendations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-non-clinical-recommendations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-non-clinical-recommendations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-non-clinical-recommendations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-non-clinical-recommendations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-clinical-study-and-benefit-risk-considerations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-clinical-study-and-benefit-risk-considerations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-clinical-study-and-benefit-risk-considerations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-clinical-study-and-benefit-risk-considerations
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-devices-indications-associated-weight-loss-clinical-study-and-benefit-risk-considerations


11

# Quarter 
Issued Title & Website Link Date 

Issued

Related to the 
Process for 

the Review of 
Devices

Required by 
Statute or 

Commitment
Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

A/B List

61 Q4

Fostering Medical Device Improvement: 
FDA Activities and Engagement with the 
Voluntary Improvement Program
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/fostering-medical-device-
improvement-fda-activities-and-
engagement-voluntary-improvement-
program

9/15/2023 No No N/A A-List

62 Q4

Regulatory Considerations for Prescription 
Drug Use-Related Software
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/regulatory-considerations-
prescription-drug-use-related-software

9/19/2023 Yes No N/A No

63 Q4

Considerations for the Conduct of Clinical 
Trials of Medical Products During Major 
Disruptions Due to Disasters and Public 
Health Emergencies
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/considerations-conduct-clinical-
trials-medical-products-during-major-
disruptions-due-disasters-and

9/21/2023 Yes No N/A No

64 Q4

Cybersecurity in Medical Devices: Quality 
System Considerations and Content of 
Premarket Submissions
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/cybersecurity-medical-devices-
quality-system-considerations-and-content-
premarket-submissions

9/27/2023 Yes No N/A A-List

65 Q4

Electronic Submission Template for 
Medical Device De Novo Request
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/electronic-submission-template-
medical-device-de-novo-requests

9/29/2023 Yes Yes 745A(b) of the 
FD&C Act No

66 Q4

Technical Considerations for Medical 
Devices with Physiologic Closed-Loop 
Control Technology
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/technical-considerations-
medical-devices-physiologic-closed-loop-
control-technology

9/29/2023 Yes No No No

67 Q4

Antimicrobial Susceptibility Test (AST) 
System Devices – Updating Breakpoints in 
Device Labeling
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/antimicrobial-susceptibility-test-
ast-system-devices-updating-breakpoints-
device-labeling

9/29/2023 Yes No N/A No

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/fostering-medical-device-improvement-fda-activities-and-engagement-voluntary-improvement-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/regulatory-considerations-prescription-drug-use-related-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/regulatory-considerations-prescription-drug-use-related-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/regulatory-considerations-prescription-drug-use-related-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/regulatory-considerations-prescription-drug-use-related-software
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-de-novo-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-de-novo-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-de-novo-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-de-novo-requests
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/technical-considerations-medical-devices-physiologic-closed-loop-control-technology
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/technical-considerations-medical-devices-physiologic-closed-loop-control-technology
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/technical-considerations-medical-devices-physiologic-closed-loop-control-technology
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/technical-considerations-medical-devices-physiologic-closed-loop-control-technology
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/technical-considerations-medical-devices-physiologic-closed-loop-control-technology
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/antimicrobial-susceptibility-test-ast-system-devices-updating-breakpoints-device-labeling
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Public Meetings

Pursuant to section 738A(a)(1)(A)(iii) of the FD&C Act, public meetings that are related to the 
process for the review of devices are listed in the table below.

Table 2:  Public Meetings Held on Topics Related to the Process for the Review of Devices for FY 
2023

# Quarter 
Held Title Date Held

Required by 
Statute or 

Commitment 
Letter


	Background
	Medical Devices
	Guidance Documents
	Public Meetings


