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HOT TOPICS IN LIFE SCIENCES: 
WHAT DOES THIS MEAN FOR PRODUCTS LIABILITY?



ARTIFICIAL INTELLIGENCE
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ARTIFICIAL INTELLIGENCE IN MEDICAL DEVICES

Rise in applications for AI medical 
devices?

AI has been a disruptive force in the 
life sciences industry. 

Does AI stand alone?

What does this mean for products 
liability and medical malpractice?



OTC DRUG REFORM
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OTC MONOGRAPH SYSTEM

Set of conditions that are self-limiting and self-
diagnosable

Identifies permitted actives and concentrations

Sets out required label statements

No pre-approval required – if it complies with 
the monograph, it can be sold
Manufacturer must register with FDA and submit 
annual product listing
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OTC MONOGRAPH SYSTEM

Required label format

Nearly every aspect dictated by 
regulations – fonts, font size, 
bolding, line widths, bullet use
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MONOGRAPH SYSTEM RELIC

Introduced in 1972 and never 
completed

Relied on notice and comment 
rulemaking that resulted in a codified 
monograph
Significant downsides included the glacial pace 
of the process, which left tentative 
monographs pending indefinitely

Barrier to innovation, as monographs 
were limited in large part to actives 
available in 1972
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NEW ROUTE TO MARKET FOR OTCS

Monograph reform was tacked onto the 
CARES Act (Coronavirus Aid, Relief, and 
Economic Security Act) of 2020
 Replaced notice and comment rulemaking with an 

administrative order process
 Streamlines the way in which FDA can issue, revise, 

and amend OTC monographs
 Allows FDA to assess user fees from 

manufacturers and contract manufacturers of OTC 
drugs to support program staffing
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OTC DRUG REFORM: WHERE DO WE STAND?

Final monographs! 
https://www.accessdata.fda.gov/scripts/cder/
omuf/index.cfm
New route to market for OTCs

Easier Rx to OTC switch: Coming soon?
 Additional Condition for Nonprescription Use 

(ACNU)
• Human factors studies

• Actual use studies

• Self-selection and labeling studies

https://www.accessdata.fda.gov/scripts/cder/omuf/index.cfm


STEM CELL THERAPY
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MEDICAL BIOTECHNOLOGY: HOT TAKE

Stem Cells

As investment rises, FDA becoming 

increasingly weary of illegal stem cell 

treatments. But what are the legal 

implications?

Stem-cell derived products and stem cells in 

cosmetics – when is it regulated as a drug?



EMERGENCY USE AUTHORIZATIONS: 
THE END MAY BE IN SIGHT
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EMERGENCY USE AUTHORIZATION

As a result of the HHS declaration that 
COVID-19 was a health emergency, FDA was 
able to bring pandemic-response products to 
market under Emergency Use Authorizations 
(EUAs), by passing the normal approval 
process.

But what happens to the products once the 
health emergency ends?
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COVID PRODUCTS IN A POST-COVID WORLD

FDA recognizes that industry will need time 
to plan for the eventual transition to normal 
operations
 EUA Pathway vs. Enforcement Policies
 Pursuing approval/clearance under traditional 

pathway
 Reusable equipment sold under an EUA

• Non-life-sustaining/supporting vs. life-
sustaining/supporting



GENE THERAPY
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MEDICAL BIOTECHNOLOGY: HOT TAKE

Gene Therapy

Groundbreaking approval. 

Products liability 
implications.
There has been a drastic rise 
in the number of gene 
therapy submissions to the 
FDA. 
Risks unique to gene 
therapy clinical trials.

What’s next?



HEALTH EQUITY
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SOCIODEMOGRAPHICS AND HEALTH

Overall health is a combination of both 
physical and mental well-being, and these 
are impacted by various 
sociodemographic characteristics, 
including:
 Race and ethnicity
 Socioeconomic status
 Geographic location
 Sexual orientation and gender identity
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CLINICAL TRIALS AND DIVERSITY

Clinical trials are intended to evaluate the safety and effectiveness of 
therapeutic interventions
 Effective dosage for therapeutic response

 Establish tolerable limits

 Identify possible side effects and adverse events

Historically, white men have constituted the overwhelming majority of clinical 
trial subjects 
 Genetic differences can impact drug and device efficacy and tolerability, so women and people of 

color have been left behind
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FDA RESPONSE

Promoting diversity and inclusion in clinical trials
 Draft guidance to industry “recommends” the inclusion of a 

Race and Ethnicity Diversity Plan with IND/IDE applications for 
drug and device clinical trials

 DEPICT Act 
• Diverse and Equitable Participation in Clinical Trials Act, proposed in 

2022
› If passed, would allow diversity action plans as a component of IND/IDE 

applications to be made mandatory

› Would permit FDA to mandate post-approval studies/postmarket
surveillance when sponsors fail to hit diversity enrollment targets without 
sufficient justification 



SUPPLY CHAIN SHORTAGES
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SUPPLY CHAIN SHORTAGE: THE BATTLE CONTINUES…

Pharmaceutical Supply Chain Issues 
During COVID19

CARES Act
FDA’s Risk Management Plan to mitigate the 
potential for drug shortages

The new modification in the Federal 
Food, Drug, and Cosmetic Act (FD&C 
Act) 

Who does it apply to?
Which products does it apply to?
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THANK YOU!

kathrynklaus@medmarc.com
zuhalreed@medmarc.com

mailto:kathrynklaus@medmarc.com
mailto:zuhalreed@medmarc.com
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