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Today’s Topics 

1. 506J
– Overview

– COVID-19 IIE Guidance

– Implementation

2. Executive Order (EO) 13944
– Medical Device Impacts
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CDRH plays a critical role during COVID-19 
Public Health Emergency 

• COVID-19 pandemic triggered unprecedented increased demand for 
some devices, as well as significant disruptions to global medical 
device manufacturing and supply chain operations for some devices. 

• The FDA has taken many actions to help ensure that patients and 
health care providers have timely and continued access to high-quality 
medical devices to respond effectively to the COVID-19 pandemic.  
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CDRH works collaboratively to prevent & 
mitigate medical device shortages 

• Manufacturers 
• Healthcare sector
• Professional societies
• Patient organizations
• International regulatory 

partners

• U.S. government
• Foreign governments
• Public health entities
• Supply chain entities
• Researchers / innovators
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• 506J requires manufacturers to notify FDA of:
– a permanent discontinuance in the manufacture of certain devices, 

or 
– an interruption in the manufacture of certain devices that is likely to 

lead to a meaningful disruption in supply of that device in the United 
States

• This information will help prevent or mitigate shortages during the 
COVID-19 public health emergency. 

The CARES Act & 
Section 506J of the FD&C Act
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• This immediately in effect guidance: 
– Implements Section 506J of the Act during the COVID-19 public health 

emergency
– Assists manufacturers in providing FDA timely, informative notifications about 

changes in the production of certain medical device products 
– Includes recommendations about who must notify the FDA, what information to 

include in the notification, and how to notify the FDA for the duration of the 
COVID-19 public health emergency

– Is immediately in effect and is intended to remain in effect only for the duration 
of the public health emergency related to COVID-19.

FDA Issues Guidance to Help Prevent or 
Mitigate Medical Device Shortages 
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• Section 506J(a)(1)-(2) requires manufacturers of devices:
– that are critical to public health during a public health emergency, or 
– for which FDA determines information on potential meaningful 

supply disruptions is needed during a public health emergency 
to notify FDA of an interruption or permanent discontinuance in 
manufacturing of such devices. 

Who must notify? 
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• In determining whether this requirement applies, the FDA recommends 
medical device manufacturers evaluate the following circumstances –
whether the device or accessories are:
– life-supporting, life-sustaining, or intended for use in emergency 

medical care;
– intended for use during surgery;
– used to diagnose, cure, treat, mitigate or prevent COVID-19; or
– would be in higher-than-typical demand during the response to 

COVID-19 pandemic compared to a similar period of time.

Who must notify?
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• Device manufacturers must notify the FDA at least six months before the 
date of the discontinuance or interruption or, if that is not possible, as 
soon as is practicable.
– During the COVID-19 pandemic, the FDA considers “as soon as is practicable” to 

mean notification should be provided within 7 calendar days after the 
discontinuance or interruption in manufacturing occurs. 

• After the initial notification, the FDA recommends updates every two 
weeks, including the expected timeline for recovery, until the shortage 
risk has been resolved. This ensures the FDA can act on the most current 
information. 

When must the FDA be notified?
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More Information

www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-
shortages-during-covid-19-public-health-emergency

http://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-shortages-during-covid-19-public-health-emergency
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Device Types to Consider

www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-types-help-determine-section-
506j-notification-obligations

http://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-types-help-determine-section-506j-notification-obligations
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CDRH List of Device Shortages

www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-shortages-during-covid-19-
public-health-emergency#shortage

http://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/medical-device-shortages-during-covid-19-public-health-emergency#shortage
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EXECUTIVE ORDER

• On August 6, 2020, President Trump signed an Executive 
Order on Ensuring Essential Medicines, Medical 
Countermeasures, and Critical Inputs are Made in the United 
States.

• Under the order, the FDA is directed to create a list of 
essential medicines, medical countermeasures, and critical 
inputs (the FDA Executive Order List) that are necessary to 
have available at all times in America. 
– Due Date:  November 4, 2020

– Actual Publication Date:  October 30, 2020
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THE FDA EXECUTIVE ORDER LIST 
(SECTION 3(c))
“Within 90 days of the date of this order, and periodically 
updated as appropriate, the FDA Commissioner, in 
consultation with the Director of OMB, the Assistant 
Secretary for Preparedness and Response in the Department 
of Health and Human Services, the Assistant to the President 
for Economic Policy, and the Director of the Office of Trade 
and Manufacturing Policy, shall identify the list of Essential 
Medicines, Medical Countermeasures, and their Critical 
Inputs that are medically necessary to have available at all 
times in an amount adequate to serve patient needs and in the 
appropriate dosage forms.”
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CRITERIA FOR DEVICE MEDICAL 
COUNTERMEASURES
A device [as defined in section 201(h) of the FD&C Act] qualifies as an MCM, as defined in Section 7(j) of the 
EO, if the device meets the following criteria: 
• Fits within the definition of one of four elements of the MCM definition provided in the EO;
• Is always medically necessary to have available in adequate supply;
• Is not able to be substituted by another device on the list; and
• Meets one or more of the following:

– Diagnostic testing and supplies generally applicable to PCR testing to enable rapid test development 
and processing;

– PPE needed to protect healthcare workers from airborne, blood-borne, water-borne, chemical, 
biological, radiological or nuclear events;

– Devices that are not permanently implanted that are intended to provide acute mechanical support in 
treating an acute event or condition in a healthcare setting for vital physiologic functions and are not 
intended solely for the treatment of chronic conditions;

• Devices that provide adequate vital signs monitoring in a healthcare setting to enable the use of 
the mechanical support MCM devices;

– Devices used for the delivery of a vaccine that are intended to prevent or mitigate the spread of an 
epidemic or pandemic; or

– Devices used for the acute management of injury or illness caused by chemical, biological, 
radiological or nuclear events.
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CRITERIA FOR DEVICE CRITICAL 
INPUTS
A device component [as defined 21 CFR 820.3(c)] qualifies as a CI, as defined in Section 
7(d) of the EO, on the basis that it is: 
• A component of a medical device identified on the list;
• Always medically necessary to have available in adequate supply;
• Critical to assessing the safety and effectiveness of a device identified on the list, as 

established by meeting the following criteria:
– Be critical for the use/manufacture of a device identified on the list;
– Reasonable substitutes are not easily available:

• Inputs are so unique that there are no or limited substitutes; or
• Inputs are widely used in multiple devices identified on the list; and

– Substitutions (or modifications or omissions) generally would require a 
reassessment of safety and effectiveness of the identified device; 

• Expected to be part of most devices identified on the list for a specific device type (i.e., 
not a unique component specific to a proprietary device); and 

• Not components for which their identification could potentially disclose confidential 
commercial information.



17

EXECUTIVE ORDER LIST BY 
THE NUMBERS

96 Procodes for Medical Device MCMs
225 Drug Products

– 174 Essential Medicine products

– 51 MCM only products
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More Information

www.fda.gov/about-fda/reports/executive-order-13944-list-essential-medicines-medical-countermeasures-and-
critical-inputs

http://www.fda.gov/about-fda/reports/executive-order-13944-list-essential-medicines-medical-countermeasures-and-critical-inputs
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Downloadable List



20

QUESTIONS
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