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OVERVIEW OF TOPICS
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» Transitioning away from temporary COVID enforcement
policies

» Laboratory developed tests

» Regulatory considerations permitting greater
accessibility to devices

» Drug and biologic program reforms

» Observations on enforcement and inspections
» Dr. Robert Califf as FDA Commissioner
» Lightning Round!
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Contains Nonbinding Recommiendations

Enforcement Policy for Non-Invasive
Remote Monitoring Devices Used to
Support Patient Monitoring During the
Coronavirus Disease 2019 (COVID-19)
Public Health Emergency (Revised)

Guidance for Industry and
Food and Drug Administration Staff

June 2020
Updated October 2020

This decument supersedes *Enforcement Policy for Non-Invasive Remote Monitoring Devices
Used to Support Patient Monitoring During the Coronavirus Disease 2019 (COVID-19) Public
Health Emergency” issued in March 2020 and updated June 2020,

Contains Naubindiag Recommendations
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igital Pathology Devices During
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19) Public Health Emergenc)

Guidance for Industry, Clinic
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Administration Staff

April 2020
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Enforcement Policy for Imaging
Systems During the Coronavirus Disease
2019 (COVID-19) Public Health
Emergency

Contains Nonbinding Recommendations

Guidance for Industry and
Food and Drug Administration Staff Coronavirus Disease 2019 ((

19) Public Health Emerg

Guidance for Industry :
Food and Drug Administrati

April 2020

April 2020

Enforcement Policy for Clinical
Electronic Thermometers During the

N

MINTZ

Contains Nonbinding Recommendations

Enforcement Policy for
Modifications to FDA-Cleared
Molecular Influenza and RSV Tests
During the Coronavirus Disease
2019 (COVID-19) Public Health
Emergency

Center for Devices and Radiological Health (CDR1)
Office of Product Evaluation and Quality (OPEQ)
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processe 1§M_f19lr medical devices

Enforcemdnt Policy for
i | e]elhcrmoglaphic System

spirators During
sease (COVID-19) Public Health
Emergency (Revised)

Guidance for Industry and
od and Drug Administration Staff
September 2021
is document supersedes “Enforcement Poliey for Face Masks and

irators During the Coronavirus Disease (COVID-19) Public Health
Emergency (Revised)” issued May 2020.

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health (CDRH)
Office of Product Evaluation and Quality (OPEQ)
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Devices Used to Support Patient
Monitoring During the Coronavirus
Disease 2019 (COVID-19) Public

o Health Emergency

Guidance for Industry and Food
and Drug Administration Staff

April 2020

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health (CDRH)
Office of Product Evaluation and Quality (OPEQ)
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Enforcement Policy for Sterilizers,
Disinfectant Devices, and Air Purifiers
During the Coronavirus Disease 2019
(COVID-19) Public Health Emergency

Guidance for Industry and
Food and Drug Administration Staff

March 2020

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health

U.S. FOOD & DRUG
ﬁ ABMINGTeATION

During the Coronavirus Dise
2019 (COVID-19) Public Hea
Emergency

Guidance for Industry and
od and Drug Administration S

April 2020

U.S. Departient of Health and Human Services
Food and Drug Administration
Center for Deviees and Radiological Health (CDRH)
Office of Product Evaluation and Quality (OPEQ)



Laboratory Developed Tests (LDTs)
» What happened during the pandemic?

| > How will laws and regulations change in 2022
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FDA considering more shifts t allow
greater accessibility to devices

» COVID temporary policies

> Various issues and confusion about at-home
use of devices
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Dug and biologic rogram reforms:

N > OTC drug monographs
8 > CBER reorganization

» Accelerated approval
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Dr RobertCallff as FDA Commlssmner
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THANK YOU!

Feel free to reach out with any questions:

ishawana@mintz.com

bmzegarelli@mintz.com

Sign up for our Mintz Viewpoints blog posts at:
https://www.mintz.com/insights-center/fda-requlatory
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