
 

 

March 26, 2021 

 

President Joseph R. Biden, Jr. 

The White House 

1600 Pennsylvania Avenue, N.W. 

Washington, D.C. 20500 

 

 

Dear President Biden, 

 

Today the country faces an unprecedented global pandemic. As you continue to respond to this 

crisis, we ask you to remember the ongoing opioid epidemic, which has worsened during the 

COVID-19 pandemic. Between June 2019 and May 2020, U.S. overdose deaths reached an all-

time high, with more than 81,000 American lives lost, and we expect this number to grow.1 

Addressing the enormous challenges that face the health and wellbeing of our country requires 

strong, trusted leadership in our health agencies moving forward, particularly the future 

leadership of the Food and Drug Administration (FDA). 

 

Since 1999, we have lost over 450,000 Americans to opioid-related overdose. It is clear that we 

are facing a devastating opioid epidemic, and it is also clear that the opioid market is flooded with 

pills. The U.S. makes up only 4.6% of the world population, but consumes 80% of the world’s 

opioids.23 The amount of prescription opioids sold in the US has nearly quadrupled since 1999 

without a reported increase in pain. At the same time, overdose deaths involving opioids have also 

quadrupled since 1999.4 Opioid prescribing is clearly driving opioid overdose deaths. 

 

The FDA has played a critical role in this overdose epidemic overseeing the approval of 

prescription opioids through its Center for Drug Evaluation and Research (CDER). In 1995, the 

FDA oversaw the first approval of OxyContin.56 By 2001, the FDA updated opioid labels to allow 

use for “around-the-clock” treatment of moderate to severe pain, greatly perpetuating the opioid  
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epidemic.78 With roughly 222 people dying every day, the FDA should be doing everything it can 

to address the public health consequences of widely-available prescription opioids.  

 

The FDA convenes an advisory committee of scientific experts when a matter is of significant 

public interest, highly controversial, or in need of a specific type of expertise. In 2014, The FDA 

approved Zohydro, a pure hydrocodone drug, despite an advisory committee strongly voting 

against approval by an11 to 2 margin due to the known dangers of overdose and death.9 10 After 

the advisory committee pushback on Zohydro’s approval, the FDA approved several opioids 

without seeking advisory committee guidance. While this has since changed, the decision to 

approve those drugs without the extra level of scrutiny about their safety and impact on public 

health has had lasting public health consequences. As we have seen during the review of 

COVID-19 vaccine products, independent expert input at public advisory committee meetings is 

a critical step to ensuring that the products authorized or approved by the FDA are safe and 

effective for use by the American people.11 

 

Until recently, the FDA continued to approve many new opioid products despite already having 

dozens on the market. Many of these newly approved drugs did not demonstrate meaningful 

clinical benefit beyond what was already available on the market. In approving new opioids, the 

FDA did not consider the wider threat to public safety or the real threat of increased addiction 

and overdose deaths that could result from these approvals. Despite the FDA’s own advisory 

committee voting 19-10 to reclassify hydrocodone from a Schedule III to a Schedule II, it took 

several years for this critical change to be made. In the first year after hydrocodone-combination 

drugs were rescheduled, the number of opioid prescriptions fell by 26.3 million, which meant 

there were 1.1 billion fewer opioid tablets circulating within our communities.12 

 

Unfortunately, the FDA has a long track record approving dangerous opioids without considering 

public health. A federal judge presiding over county and state cases against opioid manufacturers 

and distributors recently wrote, “It is accurate to describe the opioid epidemic as a man-made 

plague, 20 years in the making.”13 Although some courts are holding opioid  
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manufacturers and distributors accountable for their actions that caused this epidemic, it is clear 

the FDA missed clear signs about the risks and benefits of opioids, which allowed this crisis to 

take hold.14 

 

Almost 30 years after the FDA first approved OxyContin, overdose deaths are the highest they 

have ever been, and are likely to continue to rise. Its clear that, in order to move forward and 

address this epidemic, we need new leadership at the FDA that will consider patients and public 

health when making decisions about drug approvals. The FDA needs to reverse its history of 

ignoring and overruling experts and advisory panels when approving these dangerous drugs, as 

well as other types of drugs that have failed to demonstrate the level of safety and efficacy to 

justify approval. The drug epidemic is multi-faceted, and we must help those struggling with 

substance use disorder by connecting them to care, educating our youth on the risks of drug 

misuse and abuse, and expanding access to behavioral health treatment. However, in order to be 

successful we also need to ensure that those who have played a role in creating this epidemic are 

held responsible, and the agency in charge of approving our medicines does so with a focus on 

protecting patients, and public health. 

  
Thank you for your attention to ensuring the health and well-being of all Americans. We 

welcome the opportunity to discuss your efforts and how we can work together. 

 

 

 

Sincerely, 

 

  
 _____________________________   _____________________________ 

Joe Manchin III     Margaret Wood Hassan 

United States Senator     United States Senator 
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 _____________________________   _____________________________ 

Angus S. King, Jr      Ben Ray Lujan 

United States Senator     United States Senator  

 

 

 

 

   
 _____________________________   _____________________________ 

Catherine Cortez Masto    Jeanne Shaheen 

United States Senator     United States Senator 

 

 

 

 

  
 _____________________________ 

Edward J. Markey 

United States Senator 

 


