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Our Drug Supply is in Crisis

~3 drug recalls 
per day, ~100/yr

with risk of death

~300 drug shortages, 
~76% due to quality 

problems

~80% of US drugs 
originate from 
India or China

Hurts public health

Costs billions of dollars 

Geopolitical risk and 

national security threat



Topic of Growing Concern
Broad engagement across bi-partisan lawmakers, academia, and press

Link ➤

Link ➤

Link ➤

https://thehill.com/opinion/healthcare/5556002-heparin-drug-supply-chain/
https://www.aging.senate.gov/hearings/poisoned-pills-the-human-cost-of-dangerous-foreign-drugs
https://thehill.com/opinion/healthcare/5556002-heparin-drug-supply-chain/


DoW Quality Scoring Based on Consortium Paper 

Using Independent Testing 

“Evidence-Based Quality Scores for Rating Drug Products and Their 

Utility in Health Systems” 

SCORE DESCRIPTION

RED

High risk
of containing 

chemical quality 

issues

YELLOW Medium risk

GREEN Low risk

Link ➤

Author affiliations include:

6 Universities – Including Yale, Stanford, Columbia 

3 Health Systems – Including Cleveland Clinic, NYU Langone

Department of War

“DoW Expert Review Panel” 

comprised of co-authors which create 

Red / Yellow / Green scores

Suspected “reds” sent for secondary 

testing at academic and industry labs

https://www.japha.org/article/S1544-3191(22)00327-2/abstract


What is Independent Testing?

Link ➤

~10X cheaper than GMP and complementary to FDA efforts

https://www.c-span.org/video/?c4879349/user-clip-valisure-ceo-david-light-testimony-senate-finance-committee-fda


Drug  Product Independent Testing FDA Actions
VALSARTAN,

LOSARTAN,

IRBESARTAN

Novartis

2018: Tests on valsartan API detected carcinogen NDMA. 

Valisure

2019: 34 valsartan tested

- Detected carcinogen DMF

- Recalls of over 1,000 drug lots in the US

- Valisure filed FDA Citizen Petition on DMF 

in valsartan, 6/13/19

ZANTAC / 

RANITIDINE

Valisure

2019: 10 products tested.

- Detected carcinogen NDMA and determined drug degrades 

into NDMA

- Recalls

- Market withdrawal

- Clinical and in vitro studies conducted by 

FDA

NIZATIDINE Valisure

2019: 1 product tested.

- Detected carcinogen NDMA and determined drug degrades 

into NDMA

- Recalls

- Drug discontinued by multiple companies.

METFORMIN Valisure

2020: 38 products tested.

- Detected carcinogens NDMA and DMF

- Recalls for NDMA

- DMF not yet addressed by FDA

HAND SANITIZERS Valisure

2021: 260 products tested.

- Detected carcinogen benzene, in addition to methanol and 

other impurities 

- First recall due to benzene on 4/28/21

- FDA alert for ArtNaturals products 10/4/21

SUNSCREEN Valisure

2021: 294 products tested.

- Detected carcinogen benzene

- Recalls due to benzene of multiple major 

brands

ANTIPERSPIRANTS Valisure

2021: 108 products tested.

- Detected carcinogen benzene

- Recalls due to benzene of multiple major 

brands

DRY SHAMPOO Valisure

2022: 148 products tested.

- Detected carcinogen benzene

- Recalls due to benzene of multiple major 

brands

BENZOYL PEROXIDE 

ACNE TREATMENTS

Valisure

2024: 252 products tested.

- Detected carcinogen benzene

- Recalls due to benzene of multiple major 

brands

NDMA

Benzene

Historical Results from Independent Testing

8 Valisure FDA 

Citizen Petitions 

testing 1,145 

products

FDA responded

with dozens of 

national recalls, 

withdrawals and 

alerts affecting 

over 25 million 

products in the 

United States 

worth over         

$9 billion



First 21 of 42 Drugs: Summary Results

Key Findings:

• Many “Reds” exist but most of 

market contains “Greens”

• DoW formulary quite similar to 

private market

Analysis Summary:

• 320 suppliers of 21 drugs

• 542 DoW NDCs scored

• 851 unique drug lots tested

• 3,114 unique tests performed

More detailed datasets with latest 

results available upon request

*Gray denotes no data available to determine a score



Results Highlight: Tacrolimus
Critical immunosuppressant administered after transplant

Generic

Brand



Generic Brand

In vitro dissolution testing in DoW project shows 

concordant results in weeks instead of years

Received concerns in 2012 and ran clinical trials showing “red”-rated manufacturer not bioequivalent in 2023

FDA in vivo clinical trial

FDA Gives “Red” Rating After 11 Years



Generic

Brand

Link ➤

ProPublica Investigates Patient’s Tacrolimus

https://www.propublica.org/article/fda-tacrolimus-kidney-transplant-patient


Quality Scores vs Price

Link ➤

https://pubmed.ncbi.nlm.nih.gov/40381837/


Manuf. Location Correlates with Quality
Stanford Univ, Valisure, DoW analysis of carcinogens in metformin merged with Ohio State Univ. supply map



• Policy proposal: Government essential medicines purchasing by “best 

value” instead of “lowest cost technically acceptable” status quo

Best value: save money, improve 

quality, buy American

Potentially most purchased 

currently

Cheapest

Example Based on Current 

Data and DoW formulary for 
30mg lisinopril 

Incentivizing Quality Fixes Broken Marketplace



Internal Testing Program

Contract Requirements

External Testing Program

Growing Engagement to Improve Quality for Patients

Drug Quality Scores

Drug Quality Research

Growing Engagement to Improve Quality for Patients



Thank you
a

Contact: David Light

david.light@valisure.com
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