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A(N EVENTFUL) YEAR IN REVIEW



REMEMBER JANUARY? 
NEITHER DID I…



2

JANUARY 2020: LIFE BEFORE COVID

AUSTRALIAN BUSHFIRES

BREXIT

THE IMPEACHMENT OF DONALD TRUMP
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FDA’S 2020 AGENDA
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JANUARY 21, 2020

First confirmed case of coronavirus in Washington State



COVID-19 PANDEMIC
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RAPID CHANGE OF FOCUS

By the end of January, there were nearly 10,000 
confirmed cases worldwide, but only 8 in the U.S.

9,927

8
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RAPID CHANGE OF FOCUS

By the end of March, the world had changed completely

875,928

192,177
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SUPPLY CHAINS
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MEDICAL EQUIPMENT SUPPLY CHAINS

Global
 Reliance on outsourcing PPE manufacturing 

to China
 Unpredictable demand

Financial
 Hospital budget shortfalls

• Cancelation of non-emergent surgical 
procedures

• Massive increase in critical care/inpatient 
services

• Surge in uninsured visits



10

STOPGAP MEASURES

The Secretary of Health and 
Human Services issued a PREP 
Act declaration for COVID-19, 
effective February 4th. 
FDA Emergency Use 
Authorizations
 Diagnostic Tests
 PPE
 Ventilators

 Drugs and Biologics



11

DIAGNOSTIC TESTS

Initial limitation on entities 
authorized to develop tests
 CLIA-certified labs added later

Molecular-base lab-developed 
tests are limited to the labs 
that created test
 Demand outstripped capacity
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DIAGNOSTIC TESTS

Antigen tests
 Rapid results
 High rate of reported false negatives 

• As high as 50%

 Abbott BinaxNOW
• EUA granted in August

• Comparison with PCR-based tests since 
EUA shows increased accuracy over early 
antigen test kits

• Potential for home-based testing
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PERSONAL PROTECTIVE EQUIPMENT

Umbrella EUAs
 Surgical masks
 Non-NIOSH-approved filtering 

facepiece respirators
 Imported, non-NIOSH-approved 

filtering facepiece respirators
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VENTILATORS
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DRUGS AND BIOLOGICS

Off-label use of existing drugs
Compassionate use
EUA for limited use
Convalescent plasma
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CLINICAL TRIALS

Trial modifications
 Ongoing assessment of safety risks
 Expanded use of telehealth

• Relaxed enforcement of HIPAA for teleconferencing

 Focus on patient safety

Communication is key
 Communication of protocol deviations or 

modifications to IRB and participants



COVID AND PRODUCTS LIABILITY
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COVID AND PRODUCTS LIABILITY

PREP Act Liability Shield
 Nearly blanket immunity
 Applies to:

• Drugs, biologics, devices meant to 
counteract an epidemic or pandemic, 
and

• Manufacturers, distributors, and 
healthcare providers who produce 
and/or administer the products

 Encourage industry to respond to 
public health crises

HHS Secretary Declaration of a 
Public Health Emergency
 FDA Emergency Use Authorizations 

(EUAs)
 Products may be marketed under the 

EUA until:
• Approved/cleared via traditional 

pathway, 

• Public health emergency ends, or

• EUA revoked by FDA
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PREP ACT IN PRACTICE

PREP Act liability shield is broad
 Sole explicit exception is for willful 

misconduct

PREP Act liability shield is largely 
untested because it is intended for 
these rare circumstances
 Little case law, but the act itself is drafted 

to be a high bar



20

PLAINTIFFS’ BAR

Well-organized

Trolling for plaintiffs

Television

Internet

Exposed to public information about 
potentially defective drugs and devices

Revoked EUAs

Warning Letters

MDRs

Attorneys & Web Presence 

• The terms “medical device” + 
“products liability” + “attorney” 
resulted in 93,200 results in
0.39 seconds

• The terms “drug” + “products 
liability” + “attorney” resulted in 
288,000 results

Google

In a 2018 survey, 65% of 
Medmarc’s defense 
attorneys, stated that—in 
some or most of their 
cases—the plaintiff was 
attracted to or became 
aware of a potential 
cause of action because 
of an FDA enforcement 
action.



LOOKING AHEAD
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WHAT IS AHEAD?
VACCINES
 Pfizer, Moderna completed clinical trials and submitted 

applications for EUA
 CDC determination of priority for access to vaccines

• Residential nursing facility staff and residents

• Healthcare providers

• Over 65

• Compromised health

• General population

Impact of a new administration at the helm of 
HHS and FDA
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Medmarc.com
THANK YOU!


	Slide Number 1
	Slide Number 2
	January 2020: Life Before COVID
	FDA’s 2020 Agenda
	January 21, 2020
	Slide Number 6
	Rapid Change of Focus
	Rapid Change of Focus
	Supply Chains
	Medical Equipment Supply Chains
	Stopgap Measures
	Diagnostic Tests
	Diagnostic Tests
	Personal Protective Equipment
	Ventilators
	Drugs and Biologics
	Clinical Trials
	Slide Number 18
	COVID and Products Liability
	PREP Act in Practice
	Plaintiffs’ Bar
	Slide Number 22
	What is ahead?
	Thank You!

