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Key Takeaways 

• Members on the subcommitee and witnesses strongly emphasized how drug shortages are 
complex and create intense danger to pa�ents.  

• Subcommitee and Commitee leadership commented on the inefficiencies at the Food and Drug 
Administra�on (FDA) and their inability to combat drug shortages. 

• Witnesses provided recommenda�ons to beter predict drug shortages, enhance manufacturing 
in the US, and improve the quality and safety of drugs, including the need to invest in advanced 
technologies, provide incen�ves, improve inspec�ons and monitoring of manufacturers, foster a 
mul�stakeholder approach, and others.  

Summary of Comments 

• House Energy and Commerce (E&C) Commitee Chair Cathy McMorris Rodgers (R-WA) said that 
the FDA has not been an effec�ve partner in comba�ng drug shortages.  

o The FDA tes�fied recently that around 80 percent of ac�ve pharmaceu�cal ingredients 
(API) facili�es and 60 percent of finished dosage facili�es are overseas, including India 
and adversarial countries, like China. The COVID-19 pandemic revealed the countries’ 
overreliance on foreign produc�on of essen�al drugs. 

• E&C Commitee Ranking Member Frank Pallone (D-NJ) said that the FDA’s current repor�ng 
requirements make it difficult to predict how a disrup�on with one supplier would affect the 
manufacturers’ ability to produce their drugs. The FDA’s tools are even more limited when it 
comes to forecas�ng and an�cipa�ng changes in demand. Manufacturers aren’t required to 
report demand surges to the FDA, which means the FDA agency lacks the informa�on it needs to 
foresee a shortage. 

• Anthony Sardella was asked about pharmacy group purchasing organiza�ons (GPOs) – the price 
seters for generic drugs. Sardella said GPOs create market inefficiencies, contribute to the 
aggrega�on of profits, and are pu�ng manufacturers out of business. As Congress develops 
policies to address GPOs, Sardella said they must recognize that any redistribu�on of profits will 
go to foreign manufacturers not US manufacturers because that’s where GPOs are ge�ng their 



supply. To create a sustainable, strong economic US-based supply, incen�ves for US 
manufacturers need to be established before addressing the GPO’s concentra�on of profits. 

• Sardella and Fernando Muzzio talked about the need for innova�on and advanced technology. 
During COVID-19, we had an overreliance on foreign manufacturers. Moving forward, the 
strategy should not be to just move the same type of manufacturing to the US to produce drugs. 
Instead, they recommended leveraging advanced technologies, such as con�nuous flow, that 
allows for significant cost reduc�ons.  

o The API Innova�on Center has been focused on a series of oncology drugs. For one crisis 
oncology drug, Lomus�ne, the center built a consor�um of innovators to develop new 
novel techniques to produce the drug using con�nuous flow, exis�ng manufacturers 
with capacity to produce the drug in the US and engaged with en��es to make the 
control systems. This took a mul�stakeholder effort, but there was a 90 percent cost 
reduc�on on the drug that now is feasible for manufacturers in the US.  

• Sardella said advanced technology will be required for long term improvements. This will require 
incen�vizing US based manufacturers and changes in formularies/preferred drug lists to allow 
manufacturers with advanced technology that are more environmentally and economically 
favorable to be chosen for formularies. 

o We don’t need legisla�on to provide designa�ons on formularies for the requirements 
for preferred drugs. For examples, requirements may include US made, made from a 
facility that has no warning leter, facility using advanced technologies to allow for 
higher quality drugs and those that are economic and environmentally favorable. 

• Muzzio emphasized the need for systems that are nimble and more flexible for manufacturing. 
Generic manufacturers are having trouble implemen�ng newer technologies because they cost a 
lot of money, take a long �me to produce, and don’t have access in house to people with the 
required knowledge. He said this is the perfect opportunity to create centers of excellence, or 
places where we have knowledge, people and equipment, working closely with manufacturers. 

• Sardella also commented on how important �mely and effec�ve inspec�ons of both domes�c 
and foreign manufacturing facili�es are for ensuring security of the drug supply chain. This is 
essen�al for ensuring the quality and safety of medicine and the stability of the market. 
Inspec�ons tell us which manufacturers are complying and we should award those who don’t 
have warning leters, but to do this we need a robust inspec�on audi�ng process. 

• Sardella said we must modernize monitoring systems. New emerging advanced manufacturing 
technology control systems monitor produc�ons every second. This will allow inspec�on and 
observa�on without being at the facility and allow for data transport in real �me. Congress 
should enable FDA to u�lize and leverage these technologies. 

• Representa�ve Gary Palmer (R-AL) commented that in 1996, the Clinton administra�on repealed 
Sec�on 936 of the Internal Revenue Code which provided tax incen�ves for drug manufacturers 
and that change had a devasta�ng impact on the pharmaceu�cal industry in Puerto Rico. 
Sardella said he is not familiar with this provision, but he believes a tax incen�ve would be a 
strong instrument to re-incen�vize manufacturers in US.  

• Lauren Bray outlined her recommenda�on to lead to a redundant supply chain, one that can 
recover during a disrup�on and remove the impact of shortages from pa�ents and hospitals: 

o Step 1: Align Incen�ves and Mo�ves through Partnerships.  
o Step 2: Predic�on and Forecas�ng must be employed.  



o Step 3: We must be ready to supply pa�ents.  
o Step 4: Collabora�on.  
o Step 5: Pa�ent advocacy at the center of the conversa�on.  
o Step 6: An Entrance and Exit Ramp for Generic Manufacturers. 

• Bray said that 90 percent of oncologists say that shortages have led to pa�ent harm including 
death in some instances. These shortages are adding emo�onal trauma to families in a medical 
crisis. 

• Bray reiterated previous comments about the problem with not knowing when there is a spike in 
demand. She said we need data that leads to predic�on so that we don’t have disrup�on. Bray 
said there is good work being done at the United States Pharmacopeia with their medicine 
supply map – they are mapping the en�re global supply chain.  

• All the witnesses agreed that in order to address drug shortages, there needs to be a 
mul�stakeholder approach with public and private partnerships, including the FDA, supply chain 
manufacturers, hospitals, pa�ents, etc.  

 


