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Medical Devices and Diagnostics 

On December 23, 2021, FDA published two draft guidances outlining transition plans for 
devices distributed during the COVID-19 public health emergency pursuant to (1) emergency 
use authorizations (EUAs) or (2) an enforcement policy.1 The draft guidances describe FDA’s 
proposed approach to transitioning back to “normal operations” following the end of emergency 
declarations, at which time the Agency will require traditional marketing authorizations and 
enforce regulatory requirements for medical devices.  

1. Overview of Draft Guidances  

Both draft guidances propose a 180-day transition period to bring devices into compliance with 
applicable requirements or to cease distribution. The draft guidances also propose enforcement 
policies under which devices already distributed prior to the end of the transition period may 
remain on the market, subject to certain conditions. While there are similarities between the 
approaches outlined in the draft guidances, details vary in several important ways. Key 
components of each proposed transition plan are summarized below: 

 Devices Distributed Pursuant 
to EUA 

Devices Distributed Under an 
Enforcement Policy 

Scope Devices that have been issued 
an EUA under section 564 of the 
Federal Food, Drug & Cosmetic 
Act (FD&C Act) on the basis of a 
device-related declaration that 

Devices that fall within the enforcement 
policies issued during the public health 
emergency under section 319 of the 
Public Health Service Act (COVID-19 
PHE declaration). 

                                                

 

1 See FDA Draft Guidance, Transition Plan for Medical Devices Issued Emergency Use Authorizations 

(EUAs) During the Coronavirus Disease 2019 (COVID-19) Public Health Emergency (Dec. 2021), 

available here; FDA Draft Guidance, Transition Plan for Medical Devices That Fall Within Enforcement 

Policies Issued During the Coronavirus Disease 2019 (COVID-19) Public Health Emergency (Dec. 2021), 

available here. 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-issued-emergency-use-authorizations-euas-during-coronavirus-disease?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/transition-plan-medical-devices-fall-within-enforcement-policies-issued-during-coronavirus-disease?utm_medium=email&utm_source=govdelivery
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 Devices Distributed Pursuant 
to EUA 

Devices Distributed Under an 
Enforcement Policy 

circumstances exist justifying the 
emergency use of a device.  

The enforcement policies were 
intended to remain in effect only for the 
duration of the COVID-19 PHE 
declaration. 

Transition 
Period 

180 days, beginning with the 
advance notice of termination of 
an EUA declaration, published in 
the Federal Register, and ending 
on the date that the EUA 
declaration is terminated (“EUA 
termination date”), at which time 
all EUAs issued under the 
relevant declaration are no 
longer valid. 

 
 

180 days, beginning on the 
Implementation Date and ending on 
the date that the guidances are 
withdrawn (“Withdrawal Date”). 

The “Implementation Date” would be:  

1. Date of expiration of the 
COVID-19 PHE declaration; or  

2. If the COVID-19 PHE 
declaration expires prior to 
finalization of the guidance, 
another date that is announced 
in the final guidance and that is 
at least 45 days after 
finalization of the guidance. 

FDA proposes to divide the 180-day 
transition period into phases, offering a 
staged approach to compliance with 
regulatory requirements: 

 Phase 1 starts on the 
Implementation Date, at which 
time manufacturers would 
comply with adverse event 
reporting requirements. 

 Phase 2 starts 90 days 
thereafter, at which time 
compliance would be extended 
to cover correction and removal 
reporting, and registration and 
listing if the manufacturer 
intends to continue distributing 
the device after the transition. 

 Phase 3 starts 180 days after 
the Implementation Date and 
marks the end of the transition 
period.  By Phase 3, full 
compliance would be achieved. 
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 Devices Distributed Pursuant 
to EUA 

Devices Distributed Under an 
Enforcement Policy 

“Notifications 
of Intent” for 
Certain 
Reusable Life-
Supporting or 
Life-Sustaining 
Devices 

Within 90 days of the start of the transition period, manufacturers of 
certain specified reusable life-supporting or life-sustaining devices (such 
as oxygen generators and ventilators) are encouraged to submit 
information regarding whether they intend to submit a marketing 
submission to continue distributing their product after the transition period.   

Devices 
Distributed 
After Transition 
Period 

 FDA would exercise enforcement discretion for continued 
distribution of devices within the scope of the draft guidances if 
(1) prior to the end of the transition period, a marketing submission 
was submitted to and accepted by FDA; and (2) FDA has not taken 
final action on the submission.   

 Marketing submissions should include a “transition implementation 
plan” describing plans for devices already distributed in the case of 
either a positive or a negative decision on the submission.  For 
example, in either case, manufacturers will need to notify 
stakeholders of the change in the device’s regulatory status.  

 All other applicable statutory and regulatory requirements (e.g., 
compliance with the Quality System Regulation, registration and 
listing, adverse event reporting) apply.   

Discontinuation 
of Distribution 
of Devices 

FDA expects manufacturers to discontinue distribution of devices: 

 By the end of the transition period if a marketing submission has 
not been accepted by FDA by this time; or 

 On the date the manufacturer receives a negative decision on its 
marketing submission, withdraws its submission, or fails to 
respond to an additional information request in the allotted time. 

Devices Not 
Intended to be 
Distributed 
After the 
Transition 
Period 

Where a manufacturer does not intend to distribute devices after the 
transition period, devices that were distributed prior to the end of the 
transition period do not need to be removed from the market under the 
following conditions: 

Single use, non-life-supporting/non-life-sustaining devices (e.g., face 
masks) can remain distributed to be consumed by the end user. 

Reusable, non-life-supporting/non-life sustaining devices (e.g., 
remote patient monitoring devices, infusion pumps) can remain distributed 
to be consumed by the end user if they either: 
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 Devices Distributed Pursuant 
to EUA 

Devices Distributed Under an 
Enforcement Policy 

a. Are restored by the manufacturer to the previously FDA-cleared or 
approved version (e.g., earlier software version, component 
replacement), or  

b. Have publicly available labeling that accurately describes the 
product features and regulatory status (i.e., lacks FDA clearance or 
approval). 

Reusable life-supporting/life-sustaining devices (e.g., ventilators, 
extracorporeal membrane oxygenation systems, continuous renal 
replacement therapy systems) can remain distributed if they either: 

a. Are restored by the manufacturer to the previously FDA-cleared or 
approved version of the device, or 

b. Have both publicly available and a physical copy of labeling that 
accurately describes the product features and regulatory status 
(i.e., lacks FDA clearance or approval). 

In vitro diagnostics (EUA authorized products only) that were authorized 
and distributed prior to the EUA termination date may remain distributed 
and can be used for no more than 2 years after the EUA termination date 
or until the expiration date, whichever is less.  

 

2. Opportunity for Comment 

FDA is accepting comments on the draft guidances until March 23, 2022, and has requested 
comments on the following topics, in particular: 

Devices Distributed Pursuant to an EUA 

 Whether the proposed 180-day period for advance notice of termination of each EUA 
declaration would sufficiently allow for an appropriate transition period that avoids 
exacerbating product shortages and supply chain disruptions. 

 Whether FDA’s issuance of the draft guidance with a proposed transition policy and 
request for public comment may help the Agency satisfy its statutory requirement to 
consult with a manufacturer of an EUA-authorized product on the appropriate disposition 
of the product. 

Devices Distributed Pursuant to an Enforcement Policy 

 Whether the 180-day transition period before FDA withdraws the COVID-19 enforcement 
policies would sufficiently allow for an appropriate transition period that avoids 
exacerbating product shortages and supply chain disruptions. 

 Suggestions to add or remove guidance documents to or from the list of enforcement 
policies identified in the draft guidance. 
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 Whether FDA should extend the effectiveness of the enforcement policies listed in the 
draft guidance either for 180 days or for at least 225 days, if the COVID-19 PHE 
declaration expires before the finalization of the guidance. 

       

*** 

If you have any questions concerning the material discussed in this client alert, please contact the 
following members of our Medical Devices and Diagnostics practice: 

Scott Danzis +1 202 662 5209 sdanzis@cov.com 
Kristin Davenport +1 202 662 5286 kdavenport@cov.com 
Pamela Forrest +1 202 662 5825 pforrest@cov.com 
Dalia Deak +1 212 841 1278 ddeak@cov.com 
Amy Leiser +1 415 591 7069 aleiser@cov.com 

 

This information is not intended as legal advice. Readers should seek specific legal advice before acting 
with regard to the subjects mentioned herein.  

Covington & Burling LLP, an international law firm, provides corporate, litigation and regulatory expertise 
to enable clients to achieve their goals. This communication is intended to bring relevant developments to 
our clients and other interested colleagues. Please send an email to unsubscribe@cov.com if you do not 
wish to receive future emails or electronic alerts.   
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