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Drug Quality is a Serious and Growing Concern
Press Highlights

Link  ➤Link ➤

Link ➤2022

20232021Link ➤2019

https://www.wsj.com/articles/drug-shortages-stem-from-quality-problems-in-indian-factories-20accc00
https://www.nytimes.com/2021/09/18/opinion/drug-market-prescription-generic.html
https://www.milkenreview.org/articles/fixing-generic-drugs-with-voluntary-privatized-regulation
https://www.bloomberg.com/news/features/2019-09-12/how-carcinogen-tainted-generic-drug-valsartan-got-past-the-fda?sref=RD3S4ThO


Regulation of Quality is Based on Self-Reported Data 
The FDA does NOT routinely test drug products

Link ➤

Independent quality data is complementary to regulatory efforts

https://www.gao.gov/assets/gao-22-103611.pdf


A Simple Solution: Independently Test & Certify Drugs

Just like:

Electronics by industry demand

Food by consumer demand



Large Scale Independent Drug Quality Models 
Data for selecting “green” supplier and ongoing certification requirement to ensure 

product remains green  
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NCI Thesaurus: 
https://ncit.nci.nih.gov/ncitbrowser/ConceptReport.jsp?dictionary=NCI_Thesaurus&ns=NCI_Thesaurus&code=C302
Hazardous Substances Data Bank (HSDB): https://pubchem.ncbi.nlm.nih.gov/source/hsdb/35

CAS 71-43-2 

Added to Valisure’s screening in late 2020

Hazardous Industrial Solvent
• Was used in pharma production
• Broadly banned in many industries
• Known contaminant in petroleum industry

Benzene is a good GC-MS analyte
• Benzene is highly volatile, boiling point 80.0 °C
• Amenable to electron and chemical ionization

Benzene

https://ncit.nci.nih.gov/ncitbrowser/ConceptReport.jsp?dictionary=NCI_Thesaurus&ns=NCI_Thesaurus&code=C302
https://ncit.nci.nih.gov/ncitbrowser/ConceptReport.jsp?dictionary=NCI_Thesaurus&ns=NCI_Thesaurus&code=C302
https://pubchem.ncbi.nlm.nih.gov/source/Hazardous%20Substances%20Data%20Bank%20(HSDB)
https://pubchem.ncbi.nlm.nih.gov/source/hsdb/35


https://www.fda.gov/drugs/pharmaceutical-quality-resources/fda-alerts-drug-manufacturers-risk-benzene-contamination-certain-drugs

FDA June 6, 2022 Update on Benzene



Valisure Analysis of Benzene

Hand Sanitizer
March 24, 2021

Sunscreen & Suncare
May 25, 2021

Body Sprays
November 4, 2021

260 products analyzed
• Drug products

Benzene detection in 
batches of products:

> 2 ppm: 8%

> 0.1 ppm: 17%

294 products analyzed
• Drug & cosmetic products

Benzene detection in 
batches of products:

> 2 ppm: 5%

> 0.1 ppm: 14%

108 products analyzed
• Drug & cosmetic products

Benzene detection in 
batches of products:

> 2 ppm: 22%

> 0.1 ppm: 35%



Valisure Analysis of Benzene

Dry Shampoos
October 31, 2022

Body Sprays
November 4, 2021

148 products analyzed
• Cosmetic products

Benzene detection in 
batches of products:

> 2 ppm: 22%

> 0.1 ppm: 70%

108 products analyzed
• Drug & cosmetic products

Benzene detection in 
batches of products:

> 2 ppm: 22%

> 0.1 ppm: 35%

Acne Products (BPO)
March 5, 2024

241 products analyzed
• Drug & cosmetic products

Stability testing shows 
benzene formation in ALL 
batches of BPO products..

On-shelf analysis:

> 2 ppm: 34%

> 0.1 ppm: 100%



Raw Materials Major Source of Benzene

“Spray” or aerosol products often 
detected with the highest levels of 

benzene. 

“Gel” products, likely containing 
carbomers, also have high 

prevalence of benzene.

BPO is a special case…



Unstable Drug that Degrades into Carcinogen
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Benzoyl Peroxide 
molecule

Benzene molecule



Unstable Drug that Degrades into Carcinogen
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