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Final Guidance
• Notifying FDA of a Permanent Discontinuance or 

Interruption in Manufacturing of a Device Under 
Section 506J of the FD&C Act 
– www.fda.gov/regulatory-information/search-fda-

guidance-documents/notifying-fda-permanent-
discontinuance-or-interruption-manufacturing-device-
under-section-506j-fdc 
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Learning Objectives
• Background

• “Additional Notifications” (Section 506J(h))

• 506J Device List

• 506J Notifications and How Information is Used

• How to Notify the FDA of a Supply Disruption
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Background
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The CARES Act and Section 506J: Manufacturer Obligations
The Coronavirus Aid, Relief, and Economic Security Act (CARES Act) was signed into law on March 27, 2020

• The CARES Act and Section 506J of the Federal Food, Drug, and Cosmetic Act (FD&C Act):
• Gave FDA authorities to help prevent or mitigate medical device shortages

• Requires manufacturers to notify FDA during, or in advance of, a public health emergency about:
• a permanent discontinuance or an interruption in the manufacture of certain devices that is likely 

to lead to a meaningful disruption in the supply of that device in the United States; and
• the reasons for such discontinuance or interruption

• Devices for which such notifications are required include those:
• that are critical to public health during a public health emergency, including devices that are life-

supporting, life-sustaining, or intended for use in emergency medical care or 
during surgery (section 506J(a)(1)); or

• for which FDA determines that information on potential meaningful supply disruptions of 
such device is needed during, or in advance of, a public health emergency (section 506J(a)(2))



The CARES Act Added Section 506J
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• In general, under this authority, FDA must:
– establish and maintain a publicly available up-to-date list of 

devices that FDA determines to be in shortage in the 
U.S. (section 506J(g))

– distribute information, “to the maximum extent practicable,” 
on device discontinuances or interruptions to appropriate 
organizations, including physician, health provider, patient 
organizations, and supply chain partners, as appropriate 
(section 506J(c))

– issue letters to those who fail to timely submit required 506J 
notifications to FDA and post these “failure to notify” letters on 
the FDA website unless we determine it was issued in error or 
the person had a reasonable basis for not notifying (section 
506J(e))

– prioritize and expedite the review of a premarket submission 
or facility inspection, as appropriate, that could help mitigate 
or prevent a shortage (section 506J(f))



Additional Notifications
• Fiscal Year (FY) 2023 Omnibus* amended section 506J to add 

subsection (h), “Additional Notifications”:
– Clarifies that FDA may receive voluntary notifications pertaining to the 

permanent discontinuance or interruption in the manufacture of a device 
at any time, unrelated to the declaration or potential declaration of a 
public health emergency

– FDA has always accepted voluntary submissions of information across 
many topics, including device supply chain matters

– 506J notifications are intended to supplement existing collaboration and 
communication between industry, FDA, and other interested parties

10
*Prepare for and Respond to Existing Viruses, Emerging New Threats, and Pandemics Act 
(PREVENT Pandemics Act) – Consolidated Appropriations Act (FY 2023 Omnibus) 



FY 2023 Omnibus and Section 506J Guidance
Prepare for and Respond to Existing Viruses, Emerging New 
Threats, and Pandemics Act (PREVENT Pandemics Act) –
Consolidated Appropriations Act (FY 2023 Omnibus):

• Additional Notifications: Section 2514(b) of the FY 2023 
Omnibus directed FDA to issue draft guidance on voluntary 
notifications within one year of enactment of the Act and finalize 
within one year of the close of the comment period.

• 506J Device List: Section 2514(c) of the FY 2023 Omnibus 
directed FDA to issue or revise draft guidance regarding 
requirements under section 506J and include a list of each device 
by FDA product code for which a manufacturer of such device is 
required to notify FDA in accordance with section 506J (“506J 
Device List”)
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November 2023: FDA Issued Two Guidance Documents

Draft Select Update Guidance: Select Updates for 
the 506J Guidance: 506J Device List and Additional 
Notifications

• Proposed select updates to the 506J Guidance issued 
November 2023

• Addressed the FY 2023 Omnibus requirements:

• Clarified that FDA may receive additional 
voluntary notifications about medical devices at 
any time, unrelated to the declaration or 
potential declaration of a public health 
emergency (section 2514(b) of the FY 2023 
Omnibus).

• Issued Draft 506J Device List (section 2514(c) of 
the FY 2023 Omnibus).

2023 Final Guidance: Notifying FDA of a 
Permanent Discontinuance or Interruption in 
Manufacturing of a Device Under Section 506J 
of the FD&C Act

• Served as the baseline for information about 
notifications under section 506J during or in 
advance of a public health emergency
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506J Final Guidance 
• Published January 7, 2025

• Supersedes the previous 506J Guidance published in 
November 2023

• The 506J Final Guidance:

• Clarifies that FDA may receive voluntary notifications 
regarding supply chain issues at any time, unrelated to 
the declaration or potential declaration of a public 
health emergency (Omnibus § 2514(b)).

• Includes the 506J Device List for which manufacturers of 
devices that FDA has identified by product code on this 
list are required to submit 506J notifications when 
statutory conditions are met (Omnibus § 2514(c)).
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Additional Notifications
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Examples of When FDA Recommends Submission of 
Additional Voluntary 506J Notifications 

(Outlined in the 506J Guidance)

• Unplanned manufacturing challenges (such as labor shortages, delays in raw material supply, 
temporary plant closures, packaging or sterilization concerns, or other unforeseen 
circumstances that prevent the manufacturer from meeting demand);

• Unplanned distribution challenges (such as shipping/transportation delays, export/import 
challenges, procurement issues);

• Increased or projected increased demand unable to be met by the manufacturer (such as 
backorder, allocation, low fulfillment rates);

• Potential broader/connected interruptions (such as reliance on critical suppliers who are 
experiencing supply chain interruptions); and

• Circumstances affecting software-enabled device availability that may lead to a shortage (such 
as cybersecurity events). 
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The 506J Device List
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The 506J Device List
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• Manufacturers of devices that FDA has identified by 
product code on the 506J Device List are required to 
submit 506J notifications to the FDA when statutory 
conditions are met 

– 506J Device List resides on the FDA webpage:
www.fda.gov/medical-devices/medical-device-
supply-chain-and-shortages/506j-device-list  

– The list will evolve over time and FDA intends 
to periodically re-evaluate the list 

– Any revisions to the 506J Device List will follow 
the FDA’s Good Guidance Practices

– The list also includes CBER-regulated medical 
devices in accordance with the criteria set forth 
in section 506J(a)

CBER: Center for Biologics Evaluation and Research

http://www.fda.gov/medical-devices/medical-device-supply-chain-and-shortages/506j-device-list
http://www.fda.gov/medical-devices/medical-device-supply-chain-and-shortages/506j-device-list


Developed the Draft 
506J Device List

506J Device List Development
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Compiled an initial list of devices 
(by product code)

Evaluated each product code 
against the statutory criteria 
outlined in section 506J

Considered device characteristics 
and availability of suitable 
alternatives

1 Solicited and Considered 
Feedback 2

Convened Advisory Committee 
Meeting

Reviewed feedback from Advisory 
Committee and Docket, and 
Guidance Docket

Refined and Published
506J Device List3

Used public input and internal 
subject matter experts to refine 
506J Device List consistent with 
section 506J

Published 506J Device List



Development of Draft 506J Device List
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Devices that were considered for inclusion on the 506J Device List 
included those:
• “that are critical to public health during a public health emergency, 

including devices that are life-supporting, life-sustaining, or intended 
for use in emergency medical care or during surgery” (section 
506J(a)(1))

• In its deliberations, the FDA also considered:
• Whether the device is used to diagnose, treat, monitor, or prevent a serious

disease or medical condition;

• Whether the lack of availability of the device is reasonably likely to 
cause serious injury or death to patients, healthcare workers, or 
others if it is not available and there are no suitable alternatives

• FDA focused on those devices that are critical to 
public health during a public health emergency

• Working sessions with 
clinical advisors and 
CDRH subject matter 
experts to identify 
devices that met the 
statutory criteria

Developed the
Draft

506J Device List



Solicited Feedback on the Draft 506J Device List
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• Feb 6, 2024 - Convened the 
General Hospital and 
Personal Use Devices Panel 
members to discuss and make 
recommendations (Advisory 
Committee)

• Solicited feedback via public 
dockets
• FDA-2022-D-0053 (Draft 

Guidance)

• FDA-2023-N-4807 (Advisory 
Committee)

Feedback from 
Advisory Committee and 

Public Dockets



Objectives of Advisory Committee Meeting
• Obtain feedback on the draft 506J Device List

– Whether the proposed devices (by product code) meet the requirements outlined in section 506J 
of the FD&C Act

– How supply chain resilience and vulnerabilities should be considered when determining device 
types (by product code) for inclusion or exclusion on the 506J Device List

– How specific characteristics of a device type should be considered, such as:

• Single-use disposable vs. multi-patient reusable devices

• Convenience kits

• Capital equipment (for example, imaging devices)

– Additional considerations with respect to pandemic preparedness and response (per section 
3302 of the “FY 2023 Omnibus”) 21

Feedback from 
Advisory Committee 

& Public Dockets



Key Themes from the Advisory Committee
• Prioritize or tier the list to reflect variation, severity, and size of different types of public health 

emergencies
• Include additional device types used in surgery, respiratory care, and diagnostic testing, 

including kits, such as those used to gain vascular access
• List should contain accessories that are necessary to support, supplement, and/or augment 

parent devices included on the list
• Consider true “single-use” vs. those that could be safely reprocessed and reused during an 

emergency event
• Consider how listed devices are used in pediatric or other special populations and specifically 

indicate if there are certain “sizes” of devices included on the list for use in pediatric 
populations.

• Panelists recommended supply chain resilience and vulnerabilities should not be considered 
when determining a medical device's criticality and inclusion or exclusion from the list

22

Feedback from 
Advisory Committee 

& Public Dockets



Key Themes from the Comments

• Consider pediatric or other special populations
• Product code complexity

– Product codes can contain a range of devices and accessories 

• Include devices needed to ensure resiliency in blood supply 
chain

• Consider other lists which may have additional priority devices

23

Feedback from 
Advisory Committee 

& Public Dockets



506J Device List 
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• Reviewed comments 
and feedback 
provided from the 
Advisory Committee 
and Public Dockets

• Where appropriate, 
incorporated 
feedback and refined 
the draft list 
consistent with 
Section 506J

506J Device List

• The FDA working group considered comments and 
recommendations submitted to the dockets 

• Key focus areas for the review included:

– Reviewing devices specifically mentioned during the 
Advisory Committee and in the docket comments 
against the statutory criteria

– A clinical evaluation to confirm devices would be 
required for responding to public health emergency

– Natural disaster, pandemic, CBRNE event

– FDA current information and previous experiences 
with shortages

CBRNE: Chemical, Biological, Radiological, Nuclear, and Explosives



How the FDA Uses 506J Notifications
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Medical Device Shortage List
• After conducting a shortage 

assessment, the FDA will determine if 
the medical device is in shortage or if a 
shortage is imminent.

• If the FDA concludes there is a 
shortage, the FDA will add the device 
product code to the Medical Device 
Shortage List and issue 
communications to impacted parties.
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506J Notifications: What We Do

Regulatory Mitigation Strategies:
• Expedited premarket submissions
• Emergency Use Authorizations (EUAs)
• Regulatory Discretion
• Letters to Healthcare Providers (LHCP)

Non-Regulatory Mitigation Strategies:
• Actions by other U.S. Government partners, including:

• Transportation prioritization (CBP; DOT)
• Defense Production Act (DPA) Priority Ratings 

and priority request letters
• Clearance through CBP 

Example Prevention and Mitigation Strategies

CDRH uses 506J notifications to conduct Medical Device Shortage and Patient Impact Assessments which are 
then used to inform the use of potential prevention and mitigation strategies.
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FDA CDRH
Office of Supply Chain 

Resilience (OSCR) U.S. Government Partners
+

CDRH leads efforts to assess patient impact and 
mitigate medical device shortages

OPEQ / OHTs CBER

Internal FDA

ASPR CBP DOC DOTDOD

OPEQ: Office of Product Evaluation and Quality; OHT: Office of Health Technology; ASPR: Administration for Strategic Preparedness & Response; 
CBP: Customs & Border Protection; DOC: Department of Commerce; DOD: Department of Defense; DOT: Department of Transportation



How to Notify FDA of a Supply Disruption
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• FDA’s website, Notify the FDA About a 
Medical Device Supply Issue, contains the 
most current information about submitting 
506J notifications to FDA 

• Ways to submit a 506J Notification:
– 506J Webform
– 506J Spreadsheet Template (batch 

submissions)
– Email

29

How to Submit a 506J Notification

https://www.fda.gov/medical-devices/medical-device-supply-chain-and-shortages/notify-fda-about-medical-device-supply-issue
https://www.fda.gov/medical-devices/medical-device-supply-chain-and-shortages/notify-fda-about-medical-device-supply-issue


• The category or name of the device that is the 
subject of the 506J notification;

• The name of the manufacturer submitting the 
506J notification; 

• The reason for the 506J notification; and
• The estimated duration of the discontinuance or 

interruption of the device that is the subject of 
the notification.
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What Information to include in 506J Notifications

Any information provided to FDA that is trade secret or confidential information will be 
treated as such, consistent with section 552(b)(4) of title 5, United States Code, section 
1905 of title 18, United States Code, and other applicable laws.
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13, 17 506J Device List www.fda.gov/medical-devices/medical-device-supply-chain-and-
shortages/506j-device-list

29 Notify the FDA About a Medical 
Device Supply Issue
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Summary
• Section 506J requires manufacturers to notify FDA—during or in advance of a public 

health emergency—of a permanent discontinuance or interruption in the 
manufacturing of certain devices that is likely to lead to a meaningful disruption in 
supply of that device in the United States 

• The final guidance issued in January 2025 supersedes the previous guidance issued in 
November 2023 and clarifies that FDA may receive voluntary notifications at any time

• The 506J Device List provides a list of devices, by product code, for which a 
manufacturer of such devices is required to notify the FDA in accordance with section 
506J

• Manufacturers can follow the instructions on the “Notify the FDA About a Medical 
Device Supply Issue” website to submit 506J notifications
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Previously Submitted Questions
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Previously Submitted Questions 1-2
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Previously Submitted Questions 3-4
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Your Call to Action



Your Call to Action
• Review 506J Guidance

• Review 506J Device List

• Notify the FDA during or in advance of a public health emergency—of a 
permanent discontinuance or interruption in the manufacturing of certain 
devices that is likely to lead to a meaningful disruption in supply of that 
device in the United States

• If you are unsure whether you need to submit a notification, contact us at 
CDRHManufacturerShortage@fda.hhs.gov or cbershortage@fda.hhs.gov, and 
include “Question” in the subject line of the email
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mailto:CDRHManufacturerShortage@fda.hhs.gov
mailto:cbershortage@fda.hhs.gov


Industry Education
1. CDRH Learn – Multi-Media Industry Education

 over 200 modules - videos, webinars, presentations, software-based “how to” 
modules

 accessible on your portable devices: www.fda.gov/CDRHLearn 

2. Device Advice – Text-Based Education
 comprehensive regulatory information across the device total product life cycle: 

www.fda.gov/DeviceAdvice 

3. Division of Industry and Consumer Education (DICE)
 Email: DICE@fda.hhs.gov 
 Phone: 1-800-638-2041 or (301) 796-7100 (9 am – 12:30 pm; 1 – 4:30 pm ET)
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