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Thank you to the panel for the opportunity to present on the vitally important issue of drug pricing. 

 

Public Citizen is a national consumer advocacy organization with more than 400,000 members and 

supporters. We advocate in an array of issue areas to advance the public interest, including ensuring 

prescription drugs meet high safety and efficacy standards and are made more affordable both in the 

U.S. and abroad. 

 

In our view, the root problem of high U.S. drug prices is the monopoly power of the pharmaceutical 

industry. Government-granted monopolies provide incentive for prescription drug corporations to 

engage in a range of abusive behaviors, from fraudulent reimbursement schemes and price gouging, to 

efforts to inappropriately extend monopolies through evergreening, REMS abuse and pay-for-delay 

deals. I will use the remainder of my time to identify a menu of existing policy options and suggested 

policy reforms for your consideration.   

 

Because our nation’s medicine affordability crisis derives from the pharmaceutical industry’s monopoly 

power, the first step is for policymakers to stop expanding monopoly powers. For instance, proposals for 

a new six month exclusivity period for all indications of a prescription drug when that drug is granted a 

new orphan designation should be rejected. We do not have a scarcity of orphan drug development, 

and the new monopoly period would increase prices and provide incentive for abuse. We are 

encouraged by the planned GAO study into the Orphan Drug Act. 

 

When drug corporations abuse their government-granted monopolies by price gouging consumers and 

taxpayer-funded government health programs, the U.S. government should exercise its existing 

authorities to remedy the abuse.  

- This is especially the case when it comes to U.S. government-funded biomedical inventions. 35 

USC 203 provides federal agencies with the authority to ‘march-in’ on U.S. government-funded 

inventions to allow for generic competition when a patent holder fails to make a product 

available on reasonable terms. When U.S. taxpayers are paying more than other wealthy 

countries for an invention developed through taxpayer dollars, it is inherently unreasonable. 

When that is the case, NIH, DoD and other agencies should exercise march-in. 

 



- In cases of drug industry price gouging of government health programs, 28 USC 1498, also 

known as ‘government use’, is another tool currently available to remedy drug industry 

monopoly abuses. For example, Louisiana Secretary of Health and Human Services Rebecca Gee 

recently wrote experts to explore the viability of utilizing 1498 to expand access to treatment for 

people with hepatitis C. Public Citizen submitted joint comments in support. Patients in 

Louisiana and other states are facing treatment rationing, such as requirements to get sicker 

before they’ll be granted to access to treatment. From a public health perspective, this is 

irrational. From a moral perspective, this is unconscionable. When drug industry profiteering 

prevents access to lifesaving medicines, the government should use 1498 and allow generic 

competition. 

 

Generic industry consolidation impedes competition, increasing potential for off-patent, no-exclusivity 

products to face no competition, allowing for sharp price spikes. FTC should work to prevent mergers 

and acquisitions in the generic industry to ensure that we have the robust competition necessary for a 

well-functioning generic drug marketplace. 

 

Rather than expanding the monopoly power of the pharmaceutical industry, legislators should also seek 

to curb monopolistic abuses to lower medicine prices for consumers, taxpayers and government health 

programs.  

- The FTC estimates that backroom pay-for-delay deals cost consumers and taxpayers $3.5 billion 

annually. The FTC should continue to aggressively prosecute pay-for-delay deals and legislators 

should pass the Preserve Access to Affordable Drugs Act, introduced by Sens. Klobuchar and 

Grassley, to help curb this bad behavior. 

 

- Pharmaceutical industry abuses of REMS inappropriately extend monopolies and delay 

competition, costing consumers and taxpayers $5.4 billion annually. Legislators should stop 

these abuses through bipartisan reforms like the CREATES Act and the FAST Generics Act. 

 

- IMS Health’s recent study of biosimilars in Europe found that biosimilar competition lowers 

prices and increases patient access to the whole product class – even beyond the biosimilar and 

its reference product. Legislators should reduce the period of biologics exclusivity from 12 to 

seven years to help lower biologic medicine prices and improve patient access. Such legislation 

has been scored to save the federal government around $7 billion dollars over a ten-year period, 

and it is reasonable to anticipate that accrual of such savings would increase in later years. 

 

- Public Citizen analysis found that from 1991-2015, the pharmaceutical industry paid more than 

$35 billion dollars in civil in criminal penalties to states and the federal government. 

Fraudulently overcharging Medicaid and other government health programs was the most 

common violation resulting in such payments. But these fines and payments are not enough to 

curtail the abuse. When drug corporations abuse consumers and taxpayers through fraudulent 

and other criminal behavior with relation to a drug, the government should stop providing 



market protections to the corporation with relation to that drug. Public Citizen supports 

language in the Improving Access to Affordable Prescription Drugs Act which would do just that. 

 

- The prescription drug industry spends several billion dollars annually on direct-to-consumer 

advertising, often in efforts to steer consumers to more expensive treatment options. We 

support language in the Improving Access to Affordable Prescription Drugs Act that would 

remove special tax incentives for DTC advertisements, helping to make treatment decisions 

more rational and provide savings to consumers and taxpayers. 

 

Finally, as policymakers seek solutions, they should watch out for reforms that would have no or 

negligible impact, especially when they may have negative, unintended consequences.  

- Generic drug priority review voucher (PRV) proposals represent a fundamental 

misunderstanding between the different ways the brand name drug market and generic drug 

market operate. A generic PRV program would provide little to no incentive to induce 

competition for sole-source, off-patent, small-market drugs, and would not prevent Shkrelli-

style price gouging or lower prices. 

 

- The House-passed User Fee Reauthorization bill includes in Sec. 808 a new 180-day exclusivity 

period for so-called ‘first generics’. Such a mechanism would not achieve the stated goal of 

increasing competition for otherwise uncompetitive generic markets. Further, the FDA has 

shown that dramatic price reductions only occur when there are two or more generic 

competitors on the market. The 180-day exclusivity period may delay more robust competition 

for other products, and as a consequence, keep prices higher for longer, increasing drug prices. 

We were pleased to learn on Thursday that the White House shares Public Citizen’s concern 

with this provision. 

 

Once again, thank you for the opportunity to provide these remarks. We look forward to providing 

written comments on these and other issues relating to lowering drug prices; as well as working with 

you and other policymakers towards our shared goal of ensuring Americans have affordable access to 

the medicines they need to lead healthy and productive lives.  


