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With over 100 years of excellence in pharmaceutical supply chain management, 
Cencora is renowned for its commitment to patient care, expertise in 
pharmaceutical distribution, and deep understanding of market access 
dynamics. Our insights into the complex issues contributing to global drug 
shortages and their solutions are informed by our position as one of the world’s 
largest pharmaceutical wholesale distributors of prescription drugs. Cencora 
seeks to partner with the U.S. Congress and the Administration to tackle these 
challenges, enhancing care delivery, patient access, and outcomes in the 
United States while harmonizing global solutions. 

Drug shortages, particularly of generic drugs—including both sterile injectables 
and oral solids—negatively impact millions of patients and healthcare providers 
across the U.S. These shortages are complex and require coordinated public-
private efforts to identify contributing factors and develop effective policy 
solutions. As a vital member of the pharmaceutical supply chain, Cencora aims 
to collaborate with federal and state policymakers, regulators, and the 
Administration to enhance care delivery, improve reimbursement processes, and 
increase supply chain transparency and resilience. 

This white paper outlines recommended approaches to combat generic drug 
shortages and improve patient access and outcomes, while improving U.S. 
national security. It is structured to provide an executive summary, background 
on the issue of generic drug shortages, a snapshot of the current state of the 
generic drug shortages, key pillars and players involved in mitigating risks, and 
short-, mid-, and long-term policy recommendations to serve as solutions for 
providers, patients, and supply chain stakeholders. 
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Addressing generic drug shortages: Contributing factors and public policy recommendations 

Overview of Cencora’s public 
policy recommendations 

Short-term solutions

Sustainable and reliable generic 
drug manufacturing

Shortage-Prone Generics (SPG) Program

This original program establishes a foundation for 
mitigating generic drug shortages by identifying 
and listing “shortage-prone generic drugs” (SPGs). 
Manufacturers of SPGs or SPG inputs that meet 
specific criteria would qualify for tax credits. 
Additionally, providers who purchase SPGs from 
these manufacturers and meet certain conditions 
would receive a separately payable Medicare 
reimbursement based on the SPG’s non-
aggregated Average Sales Price (ASP) plus an 
add-on percentage. 

To effectively address the challenges faced by both 
provider communities and manufacturers, the SPG 
program must include the following components:  

•	 Manufacturer participant incentive:
Establish a formulary and quality bonus program 
for domestic manufacturers of generics, 
biosimilars, and “critical” drugs to stabilize  
drug pricing.

•	 Medicaid inflation rebates:
For generic drugs that are in or at risk of shortage, 
the U.S. Congress should suspend Medicaid 
inflation rebates that discourage stable price 
increases. This action would decrease the rate at 
which generic manufacturers exit the market, 
thereby enhancing competition and expanding 
provider choices.

•	 Provider reimbursement incentive:
Establish a sustainable, minimum reimbursement 
for providers that purchase generic drugs from 
SPG manufacturers and reduce inflation rebate 
amounts for certain shortage drugs subject to 
rebate waivers under the Medicare program.

Mid-term solutions

Increasing stability of supply:  
Supply assurance programs 

Essential Medicines Reserve (EMR)

To stabilize the market, investments in a U.S. Health and 
Human Services (HHS) pilot program for an essential 
medicines reserve, and/or a pilot program to establish 
an essential medicines strategic stockpile (EMSS) 
inventory, as outlined in the Essential Medicines 
Strategic Stockpile Act (EMSSA) (H.R. 405 in the 118th 
Congress), are crucial. These initiatives will create 
assurances to address manufacturing redundancies 
and bolster reserves for provider and patient demand.

•	 Additionally, Cencora recommends that U.S. states 
collaborate with pharmaceutical logistics experts to 
enhance demand stability through supply assurance 
programs. These initiatives would incentivize generic 
manufacturers and help maintain supply during drug 
shortages and emergencies at the state level.

Medicare Conditions of Participation

New Medicare conditions of participation (CoPs) should 
require every provider and hospital, especially those 
eligible under the CMS Inpatient Prospective Payment 
System (IPPS) rule, to have a generic drug shortage 
prevention and inventory plan annually reviewed and 
approved by the CEO of U.S. hospitals and  
health systems. 
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U.S. generic drug shortages background

1  Drug Shortages Near an All Time High, Leading to Rationing  The New York Times (nytimes.com)
2 Drug Shortages Near an All Time High, Leading to Rationing  The New York Times (nytimes.com)
3 https://www.fda.gov/drugs/frequently asked questions popular topics/generic drugs questions answers 
4 IMS Institute for Healthcare Informatics. The use of medicines in the United States: review of 2011. Danbury (CT): IMS Institute for Healthcare Informatics; 2011 

The U.S. is experiencing drug shortages of more than 130 drugs, including 
critical cancer drugs.1  A 2023 survey from the Society of Gynecologic Oncology 
indicated that doctors in 35 states reported limited to no supply of key 
chemotherapy drugs at major facilities like large cancer centers and teaching 
hospitals.2  

While individual drugs go into and come out of shortage status, persistent and 
recurring drug shortages, specifically of generic drugs, have been an issue in 
the U.S. and the global supply chain for many years. According to the U.S. Food 
and Drug Administration (FDA), generic drugs are “bioequivalent substitutes” 
for brand-name medications, providing the same dosage form, safety, 
strength, administration route, quality, and intended use.3  Notably, 90% of 
patients in the U.S. rely on generic drugs.4  

The reasons behind drug shortages are as complicated and multi-faceted as 
the drug supply chain itself. To effectively address the underlying drivers of 
generic drug shortages, policymakers must adopt a comprehensive approach 
that addresses Challenges to diversification and sourcing of active 
pharmaceutical ingredients (API), disruptions impacting the generic supply 
chain, uncertainty of the generic drug manufacturing market, limited visibility 
into global mapping of generic medications, and unsustainable generic drug 
pricing and reimbursement. In this paper, we outline the key issues that 
policymakers need to address, along with corresponding policy solutions, 
categorized into three main themes: sustainable and reliable manufacturing, 
supply assurance programs, and tax incentives.
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The cost of drug shortages

5 Drug Shortages Statistics  ASHP
6 Drug Shortages in the U.S. 2023  IQVIA 
7 ASPE Report to Congress: Impact of Drug Shortages on Consumer Costs | ASPE (hhs.gov)
8 HHS  ASPE Report to Congress  Impact of Drug Shortages on Consumer Costs. 
9 ASHP 2023 Drug Shortages Survey Report

Drug shortages have detrimental ramifications on 
patients’ access to necessary medications.  
As reported by the American Society of Health-
System Pharmacists (ASHP), the number of ongoing 
and active drug shortages reached a record high of 
323 as of June 2024 – the highest since tracking 
began in 2001. These ongoing shortages include 
basic and life-saving products such as oxytocin, 
Rho(D) immune globulin, standard of care 
chemotherapy, pain and sedation medications,  
and ADHD medications.5   

The drug shortage crisis continues to escalate. 
According to IQVIA, over the past five and a half 
years, approximately 25 new molecule shortages 
have emerged each year, totaling 160 new molecule 
shortages by June 2023. Of these, only 51 have been 
resolved. Furthermore, looking at the time frame of 
active shortages, three-fourths have been active for 
over a year, and more than half have been active for 
over two years.6  

Drug shortages impose significant costs on the 
entire health care ecosystem – especially to 
patients and providers. Patients face delays in care, 
disease progression, and increased out-of-pocket 
costs for alternative medications. These challenges 
lead to worsened health outcomes, counteracting 
the intended benefits that the pharmaceutical 
supply chain can provide. In responding to generic 
drug shortages, health systems and providers face 
cost hurdles in logistics coordination and increased 
patient demand for alternative care options.  

The U.S. Department of Health and Human Services’ 
Office of the Assistant Secretary for Planning and 
Evaluation (ASPE) has found that drug shortages are 
associated with higher direct and indirect costs, 
including the time and effort patients spend to obtain 
medications. Additionally, these shortages lead to 
adverse changes in health outcomes and related care, 
such as delays in treatment, medication substitutions, 
lack of treatment, adverse events, and even death. 
Moreover, there is an equity component, as those who 
are uninsured or underinsured are more likely to be 
impacted by these shortages.7 

A 2019 analysis revealed that due to drug shortages, 
health systems incur at least $359 million annually in 
estimated labor resources and $200 million per year to 
purchase alternative treatments.8  Additionally, nearly a 
third of respondents to a 2023 ASHP survey described 
the current state of drug shortages as critically 
impactful, forcing patients and providers into 
dangerous situations where treatments or procedures 
are rationed, delayed, or canceled. Respondents also 
estimated that drug shortages add 5% to 20% to their 
overall budgets.9 



          

Mitigating risks 
surrounding generic 
drug shortages 

05



15

Mitigating risks surrounding generic drug shortages

As previously mentioned, the contributing factors of generic drug shortages are 
multi-faceted. It is important to note that this white paper primarily focuses on 
generic drugs due to their widespread utilization by patients, including both 
generic sterile injectables and generic oral solids. 

Short-term solutions

Sustainable and reliable generic  
drug manufacturing

As part of the debate on generic drug shortages, one 
factor highlighted by the U.S. Senate Committee on 
Finance and other industry leaders is the “race to the 
bottom” in generic drug prices.10  For the purposes of 
this paper, we will refer to this issue as “unsustainable 
pricing,” which may be linked to certain market 
dynamics and reimbursement mechanisms.10 Cencora 
advocates for policies that ensure access to safe, 
effective, and high-quality medications, while also 
supporting measures that prevent generic drug prices 
from declining to a level that compromises patient 
access, drug quality, and safety. 

One significant challenge policymakers encounter in 
addressing the prices of generic drugs is that 
Medicare does not directly purchase drugs typically 
administered in physician offices and hospitals; 
instead, it reimburses the providers who buy those 
drugs. Consequently, any effective policy solution 
should incorporate a mechanism ensuring that 
providers’ reimbursement is contingent upon their 
purchasing behavior—specifically, purchasing drugs 
from resilient manufacturers at sustainable prices. 

Mid-term solutions

Increasing stability of supply

In some instances, drug shortages occur due to 
unpredictable demand resulting from unforeseen 
fluctuations and events such as natural disasters, 
pandemics, and geopolitical crises. These disruptions 
send shock waves through the drug supply chain, 
highlighting the urgent need to stabilize and strengthen 
supply. For instance, when the COVID-19 pandemic 
began, the demand for many drugs—not just those 
related to COVID-19—significantly increased as patients 
sought longer prescription refills due to unpredictable 
lockdowns and increased prescribing flexibility for 
providers.11 This unforeseen surge in demand strained 
the global supply chain, particularly affecting drugs 
that were not maintained in adequate strategic 
vendor-managed inventory or essential medicines 
reserves. Increasing the stability of demand would 
assure generic manufacturers that they have a 
long-term market to rely upon and encourage 
continued investment in the domestic supply chain  
and resiliency improvement.

More importantly, pharmaceutical distributors can help 
solve this issue through a vendor-managed essential 
medicines reserve. A vendor-managed essential 
medicines reserve and investments in additional 
product would help ensure a stable supply of essential 
generic medicines and other drugs at risk of shortage, 
which could help prevent shortages from harming 
patient access to needed essential medicines.  
A vendor-managed essential medicines reserve  
would primarily serve as a mid-term solution to the 
generic drug shortage issue as longer-term solutions 
are implemented. 

10 White Paper Preventing Drug Shortages (senate.gov)
11  Drug shortages amid the COVID 19 pandemic. | PSNet (ahrq.gov)
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Addressing generic drug shortages: Contributing factors and public policy recommendations 

Mitigating risks surrounding 
generic drug shortages 
(continued)

Addressing barriers for API

The U.S. supply chain for prescription drugs has 
become heavily reliant on foreign sources of basic 
and active pharmaceutical ingredients (API), as well 
as finished and near-finished drug products. 
Unfortunately, these foreign sources lack 
diversification.12 In addition to low diversification, 
reliance on foreign sources raises national security 
concerns, particularly for generic drugs that 
typically have very low-price points.13 To encourage 
manufacturers to establish domestic production 
facilities of both API and finished/near-finished drug 
products, policymakers must address the need to 
increase operations in the U.S., compared to 
lower-cost countries. 

Legislation introduced to the 118th Congress, such 
as the Rolling Active Pharmaceutical Ingredient and 
Drug Reserve (RAPID) Reserve Act (S.2510/H.R.6802) 
aimed to enhance supply chain resiliency for critical 
generic drug products within vulnerable supply 
chains.14 This legislation focuses on increasing drug 
manufacturing in the U.S. and allied countries, while 
also ensuring that reserves of essential drugs and 
APIs are maintained to prevent supply disruptions 
during drug shortages or public health emergencies.  

Increasing resiliency is not the only policy 
justification cited for re-domesticating the U.S. 
generic drug supply chain. Policymakers from both 
parties have expressed concerns about national 
security, public health, and data privacy risks 
associated with the heavy reliance on foreign 
sources. This has led to strong bipartisan interest in 
investing in domestic capabilities and enhancing 
supply chain resiliency. 

Long-term solutions

Improving the resilience of the domestic supply chain 
and diversification of sources 

However, it is crucial to recognize that, given the 
significant dependence of the U.S. prescription drug 
supply chain on foreign sources, attempting to fully 
re-domesticate the supply chain and relocate all 
manufacturing to the U.S. is challenging and could lead 
to major disruptions in sourcing and manufacturing. 
Instead, the focus should be on encouraging 
diversification of sources and suppliers while also 
supporting greater investment in domestic 
manufacturing and promoting on-shoring and near-
shoring where feasible. 

Expanding supply chain transparency

To achieve true resilience, it is imperative to ensure 
transparency into sourcing for basic ingredients, APIs, 
and finished or near-finished products. Additionally, it  
is important to expand and standardize across 
government agencies the definitions of “drug shortage” 
and “domestic” supply chain (i.e. onshoring or near-
shoring). This alignment allows stakeholders – such as 
the U.S. government and its private partners – to speak 
the same language while providing a comprehensive, 
uniform view into the overall U.S. pharmaceutical  
supply chain.  

The ability to view into the domestic supply chain 
creates opportunities for lower-cost environments to 
improve resilience without replicating existing concerns 
related to supply chain concentration and national 
security or public health risks, such as the impacts of 
closures on Indian manufacturing facilities.15 
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Addressing the contributing factors of generic  
drug shortages requires a holistic, multi-faceted 
approach. It is not enough to simply address a 
single policy driver. For example, simply increasing 
reimbursement for generic drugs that are vulnerable 
to shortages will not address near or onshoring 
capabilities; there must also be policy efforts aimed 
at improving supply chain resiliency and stabilizing 
both demand and supply as mid-term solutions. 
Policymakers must address all contributing factors 
of generic drug shortages concurrently to address 
the problems causing supply issues for  
long-term success.  

Cencora recommends the following public policy 
initiatives to address the many causes of generic 
drug shortages. As previously stated, these solutions 
are categorized into three main themes: sustainable 
and reliable manufacturing, supply assurance 
programs, and tax credits. Additionally, we have 
indicated whether the solutions should be 
implemented as short-, mid-, or long-term solutions. 

To effectively address the complexities 
surrounding generic drug shortages, it 
is essential to ensure that any solution 
works in tandem to tackle the 
challenges faced by both 
manufacturers and providers. 
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Addressing generic drug shortages: Contributing factors and public policy recommendations 

“Race to the bottom” pricing and other 
characteristics of the generics market can render 
these areas unattractive and unsustainable for 
manufacturers, while also imposing significant costs 
on providers, thereby increasing the risk of 
shortages. To effectively address the complexities 
surrounding generic drug shortages, it is essential to 
ensure that any solution works in tandem to tackle 
the challenges faced by both manufacturers and 
providers. In 2019, an FDA-led inter-agency Drug 
Shortage Task Force cited a lack of incentives for 
manufacturers to produce less profitable drugs as a 
root cause of drug shortages.17 Increasing the 
attractiveness of the generics market, especially for 
those generics that are at higher risk of shortages, 
could meaningfully mitigate the shortage issue. 
There needs to be clear market signals for 
manufacturers to encourage the production of more 
generic drugs, enabling providers to deliver 
equitable and timely care to patients.  

To achieve this, Cencora proposes the suspension of 
Medicaid inflationary rebates to facilitate stable 
price increases. This measure would help reduce the 
rate at which generic manufacturers exit the market 
and enhance competition and provider choices. 

Short-term solutions

Sustainable and reliable generic drug manufacturing

Medicaid inflation rebates

For generic drugs that are currently in or at risk of 
shortage, Congress should suspend Medicaid 
inflation rebates that hinder stable price increases. 
This action would decrease the rate at which 
generic manufacturers exit the market and increase 
competition and provider choices. 

Provider reimbursement incentive

Congress should create a sustainable 
reimbursement floor for providers purchasing 
generic drugs from reliable manufacturers and 
reduce inflation rebate amounts for certain drugs at 
risk of shortage that qualify for rebate waivers under 
the Medicare program. This approach would 
incentivize providers to prioritize reliability solely over 
the lowest price point thereby increasing demand 
for more reliable manufacturers and boosting 
production volume.  

Policymakers would create a new reimbursement 
incentive for specific generic drugs determined as 
vulnerable to shortages. For example, if a drug goes 
into shortage, providers would be reimbursed at the 
average sales price (ASP) +8% rather than the 
standard 6% minus sequestration. Manufacturers 
would receive a base price plus a 10% ASP rebate, 
creating an incentive to increase production of the 
generic drug in shortage. To ensure that patients 
have access to a stable and diverse array of generic 
medications, manufacturers should be required to 
maintain production consistency.  

17 2019 Drug Shortages Report, Updated February 21, 2020 (fda.gov)

Cencora’s public policy 
recommendations (continued)
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Manufacturer participant incentive

Congress should create a formulary and reliability 
bonus program for domestic manufacturers of  
generic, biosimilar, and “critical” drugs (e.g., those 
based in the U.S. and U.S. territories). Similar to the 
previous policy option, this initiative could incentivize 
providers to prioritize reliability solely over the lowest 
price point, thereby increasing demand for more 
reliable production.  

Additionally, these policy options would consider both 
finished and near-finished products, as well as APIs 
and other intermediary production; even if a final 
product is manufactured domestically, intermediary 
production may still occur elsewhere. Ideally, 
manufacturers would be incentivized to produce 
goods domestically in a manner that aligns their cost 
of goods sold with that of foreign-made products. 

As previously noted, lawmakers on both sides of the 
aisle have expressed interest in enhancing domestic 
supply chain resilience. More importantly, the current 
supply chain is heavily reliant on foreign sources, 
making complete domestication unfeasible; however, 
policy options like this would stimulate increased 
investment in domestic capabilities and promote the 
diversification of sources and suppliers.  

Legislation has already been proposed to accomplish 
some of these concerns, specifically the American Made 
Pharmaceuticals Act (S. 3311 in the 118th Congress). This 
Act would require the U.S. Department of Health and 
Human Services (HHS) to conduct a program in at least 
8 states that gives preference to U.S.-manufactured 
generic, biosimilar, and “critical” drugs under Medicare, 
Medicaid, and the Children’s Health Insurance Program 
(CHIP). This preference would affect formulary 
placement, cost-sharing, Medicaid rebate waivers, Part 
D star ratings, and Part B bonus payments to providers. 
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Addressing generic drug shortages: Contributing factors and public policy recommendations 

Cencora’s public policy 
recommendations (continued)

Unexpected changes in demand and unpredictable 
events – such as natural disasters, pandemics, and 
geopolitical events18 – can often lead to shortages 
of essential medicines. Establishing an essential 
medicines reserve in anticipation of supply and 
demand shocks would help mitigate these impacts 
and prevent short-term shortages.  

From a national security and defense perspective, 
creating a vendor-managed essential medicines 
reserve of critical medications should be prioritized 
as a defense strategic priority to enhance global 
positioning and security. As mentioned earlier, this 
inventory would serve as a mid-term solution while 
longer-term strategies to address drug shortages 
issues are developed and implemented.  

Additionally, while pharmaceutical distributors are 
well-positioned to play a key vendor role in this 
solution, maintaining such an inventory is feasible 
with external support, such as government 
investment and partnership.  

Essential Medicines Reserve (EMR)

Until the supply chain incorporates enough 
manufacturing redundancy to address potential 
supply and demand scenarios in real-time, 
maintaining a reserve of essential medications for 
supply-driven shortages is a necessity. Given that 
most providers lack the necessary infrastructure and 
logistics expertise to effectuate medication 
reserves, we propose that pharmaceutical 
distributors serve as key operational partners to 
rapidly deploy secure, efficient and scalable models.  

Some proposed legislation includes a policy solution 
designed to enhance stability by guaranteeing 
generic manufacturers a minimum market threshold 
through the establishment of an essential medicines 
reserve (EMR).

This approach would build on the precedent 
established by the Coronavirus Aid, Relief, and 
Economic Security (CARES) Act of 2020 during the 
COVID-19 pandemic, which mandates continuing 
guidance from the U.S. Food and Drug Administration 
(FDA). This guidance requires pharmaceutical 
manufacturers to have contingency plans to respond 
to drug shortages, particularly of generic drugs. 

A U.S. Department of Health and Human Services (HHS) 
pilot vendor-managed inventory program would serve 
this purpose, in partnership with private supply chain 
experts, for a reliable supply of essential medicines. 
Legislation has been proposed to accomplish this, 
namely the Essential Medicines Strategic Stockpile Act 
(EMSSA) (H.R. 405 in the 118th Congress). This Act would 
require HHS to conduct a pilot program to create such 
a vendor-managed inventory of generic drugs at risk of 
shortage through a vendor management program. HHS 
would enter contracts with manufacturers, wholesalers, 
co-op or chain pharmacy warehouses, or other eligible 
entities to establish a six-month stockpile of up to 50 
generic drugs identified as vulnerable to shortages. 

In a similar vein, a pilot program to establish an 
essential medicine strategic vendor-managed 
inventory within the U.S. Department of Defense (DoD) 
would play a vital role in mitigating supply-driven drug 
shortages, particularly of shortages caused by 
unexpected circumstances like geopolitical events. 
Policymakers could mandate that the DoD establish a 
pilot program that leverages the existing operations of 
DoD’s pharmaceutical prime vendor program. This 
program would utilize private pharmaceutical 
distribution to acquire, manage, and replenish supplies 
of certain generic medications at risk of shortage within 
the military health system, ensuring stability in the face 
of pharmaceutical supply disruptions.   

Mid-term solutions

Increasing stability of supply: Supply assurance programs 
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18 Drug shortages: A guide to policy solutions | Brookings
19 Drug Prices and Shortages Jeopardize Patient Access to Quality Hospital Care | AHA News

In 2023, more than 99% of hospital and health system 
pharmacists reported experiencing drug shortages, 
highlighting a critical issue in healthcare.19 
Pharmaceutical distributors are uniquely positioned to 
address this challenge by rapidly expanding the 
availability and types of medications through drug 
shortage mitigation initiatives designed to provide 
health systems with reliable access to critical 
medications, including those at risk of shortage. 
Pharmaceutical distributors are willing and able to 
collaborate with the U.S. and state governments 
through a public-private partnership; however, they 
require increased, funding to support the sourcing, 
storage, and administration of shortage-prone and 
alternative pharmaceuticals. This funding is essential 
for encompassing a wide range of therapeutic classes 
and disease states. 

To ensure that no provider has to delay or skip 
operationally critical treatments for patients due to 
supply gaps, the establishment of essential medicine 
reserves is vital. These reserves would guarantee 
providers have reliable access to necessary 
medications when they need them, ultimately 
safeguarding patient care and enhancing the overall 
resilience of the healthcare system. By promoting 
provider participation and incentivizing collaboration, 
the healthcare system can more effectively mitigate 
drug shortages and maintain continuity of care. This 
proactive approach would not only address immediate 
supply concerns but would foster a more robust 
framework for managing future drug shortages, 
ultimately benefiting both providers and patients alike.  

Medicare Conditions of Participation

To prevent exits from the generic market, the Centers 
for Medicare & Medicaid Services (CMS) should amend 
the Medicare Conditions of Participation (CoP) to 
require all providers and hospitals—particularly those 
identified through the CMS Inpatient Prospective 
Payment System (IPPS) rule—to implement an inventory 
and provider generic drug shortage prevention plan. 
This plan should be reviewed, revised, and approved 
annually by the CEO of U.S. hospitals and health 
systems. Such a requirement would promote and 
ensure widespread adoption, standardization, and 
stabilization of shortage-prone generic manufacturers 
(SPGMs) within the market.  

The prevention plan would incorporate several specific 
elements to effectively address potential shortages of 
essential generic medications. This includes identifying 
a priority list of essential generic drugs at risk of 
shortages, establishing a vendor-managed essential 
medicines reserve with contracts for inventory 
maintenance, and developing clear contracting 
procedures. These procedures should consider 
supplier quality, diversity of supply, and committed 
volume, ensuring that healthcare providers are 
well-equipped to manage their inventories efficiently.  

By implementing such a prevention plan, providers 
would be better prepared for unexpected disruptions 
to pharmaceutical inventories at their sites. Proactively 
addressing potential shortages would help mitigate 
the impact of supply chain disruptions before they 
escalate to critical levels, ultimately safeguarding 
patient care and ensuring the availability of  
essential medications. 
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Cencora’s public policy 
recommendations (continued)

Pharmaceutical manufacturing has significantly 
moved overseas for lower costs and greater 
regulatory flexibility, complicating efforts to create 
reserves and increase production to mitigate 
shortages, often due to associated costs like 
environmental and labor regulations.20 Offering tax 
incentives to encourage manufacturers to invest in 
resilient and sustainable practices – especially in 
strengthening the domestic supply chain –  
would better enhance solutions to mitigate  
drug shortages.    

Tax incentives related to essential 
medicine reserves and manufacturing 
capacity

Provide a tax incentive for domestic generic drug 
manufacturers to increase manufacturing capacity 
for drugs likely to experience shortages. 

For instance, this could take the form of tax 
incentives for generic manufacturers based in the 
U.S. and its territories (and potentially other nations 
or regions as deemed appropriate). The proposed 
incentives would come with specific requirements for 
increasing production capacity of certain drug 
ingredients and finished products deemed 
vulnerable and critical.  

Legislation has already been proposed that reflects 
this concept, specifically the Rolling Active 
Pharmaceutical Ingredient and Drug (RAPID) 
Reserve Act (S.2510 in the 118th Congress). This 
legislation leverages HHS contract awards to 
support drug manufacturers.  

However, it could be modified to convert the HHS 
contracts into tax incentives for manufacturers. The 
Treasury could make payments of grants in lieu of tax 
incentives to eligible entities. This approach would 
provide immediate financial support particularly to 
generic drug manufacturers who commit to holding 
reserves and increasing production capacity for critical 
drugs and active pharmaceutical ingredients (APIs). 

Tax incentives related to increased U.S. 
production

Establish tax incentives for drug manufacturers to 
produce drugs in disadvantaged areas in the U.S. and 
its territories (Commonwealth of Puerto Rico) to improve 
resiliency, like tax advantaged enterprise zones. Tax 
incentives designed to encourage manufacturers to 
invest in finished and near-finished products, APIs, or 
other intermediary production in disadvantaged areas 
of the U.S. would increase domestic pharmaceutical 
production, thereby improving the resilience of the 
domestic supply chain. This comprehensive approach, 
along with meaningful policies strives to create a 
sustainable manufacturing environment that benefits 
both the pharmaceutical industry and economically 
challenged communities. Ultimately improving the 
nation’s healthcare resilience and national security. 

Legislation has already been proposed to accomplish 
this goal, namely by the Manufacturing API, Drugs, and 
Excipients (MADE) in America Act (H.R. 2707 in the 118th 
Congress). This Act would create a “distressed zone 
pharmaceutical and medical device production” tax 
credit for pharmaceutical or medical device 
manufacturers operating in certain Opportunity Zones 
across the United States. 

Long-term solutions

Improving the resilience of the domestic supply chain 
and diversification of sources: Tax incentives 
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To address the anticipated increase in ANDA 
applications from generic manufacturers, the FDA 
should establish a commission to manage application 
volume and develop eligibility requirements to expedite 
ANDA approvals. This would streamline efficiency and 
enhance U.S. production. 

Policymakers would establish a tax incentive for generic 
manufacturers that agree to pursue ANDA approval for 
generic drugs—particularly finished products—that the 
U.S. Department of Health and Human Services (HHS) 
Secretary identifies as vulnerable to shortages. 
Furthermore, generic manufacturers would be required 
to guarantee the production of these drugs occurs 
within the U.S. 

The proposed tax incentives are designed to address 
the challenges of drug shortages and bolster domestic 
pharmaceutical production by encouraging 
manufacturers to invest in resilient practices and hold 
essential medicine reserves to mitigate supply chain 
and treatment disruptions. Collectively, these strategies 
will strengthen the U.S. healthcare system, improve 
national security through a reliable supply of essential 
medicines, and most importantly increase patient 
access and sustainability without compromising 
provider choice and pharmaceutical quality. 

Similarly, providing tax incentives to generic drug 
manufacturers to boost U.S. production through a 
modified version of the Creating Helpful Incentives to 
Produce Semiconductors (CHIPS) and Science Act of 
2022 would promote domestic production. These 
incentives should apply to finished and near-finished 
products, APIs, or other intermediary production. 

The CHIPS Act established a tax credit for 
semiconductor manufacturers to promote increased 
domestic production over several years. Comparably, 
a modified version of the CHIPS Act would create a tax 
credit for domestic generic drug manufacturing, 
aimed at offsetting costs associated with investing in 
facilities that manufacture generics in the U.S. This 
credit should be refundable and available to generic 
manufacturers operating in the U.S. and its territories.

Tax incentives for generic drug 
manufacturers seeking Abbreviated New 
Drug Applications (ANDAs) approval

ANDAs are the process in which manufacturers apply 
to the FDA to produce generic drugs; developing an 
ANDA for a generic injectable drug and obtaining FDA 
approval costs a manufacturer roughly $3 million.21 This 
can be viewed as overly costly by manufacturers, 
especially given the low profitability in many generics 
markets. Policy considerations should look at finished 
products, APIs, and other intermediary production. 

20 Safeguarding Pharmaceutical Supply Chains in a Global Economy  10/30/2019 | FDA
21  Civica Coukell testimony EandC 14SEP2023 FINAL.pdf (civicarx.org)
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Conclusion

As policymakers work to address generic drug shortages and 
strengthen the U.S. pharmaceutical supply chain, Cencora 
remains a partner of choice in developing robust policy 
solutions. Drawing from our integral role in the pharmaceutical 
supply chain, we are committed to offering valuable insights to 
policymakers and supply chain partners. We look forward to 
continuing our engagement with key stakeholders and the U.S. 
government as we work together to address the critical issue 
of the impact of generic drug shortages on patient access and 
care in the U.S. and beyond.  

Combined, these policy 
recommendations would 
meaningfully address the many 
multifaceted factors 
contributing to generic drug 
shortages, ensuring a more 
stable and resilient supply 
chain and healthcare system. 









 
 

 
 

June 9, 2025 
 

The Honorable Brett Guthrie 
United States House of Representatives 
2151 Rayburn HOB 
Washington, D.C. 20515 
 

The Honorable Earl L “Buddy” Carter  
United States House of Representatives 
2432 Rayburn HOB 
Washington, D.C. 20515  
 

The Honorable Frank Pallone, Jr. 
United States House of Representatives 
2107 Rayburn HOB 
Washington, D.C. 20515 
 

The Honorable Diana DeGette 
United States House of Rep 
393 Russell Senate Office Building 
Washington, D.C. 20515 
 

 
Dear Chairman Guthrie, Ranking Member Pallone, Chairman Carter and Ranking Member 
DeGette:  

On behalf of the Health Industry Distributors Association (HIDA), I thank you for your leadership in 
working toward a stronger, more resilient healthcare supply chain. The Energy and Commerce 
Subcommittee on Health hearing Made in America: Strengthening Domestic Manufacturing and 
Supply Chain is a continuation of that leadership, and we thank you for elevating this important 
conversation.  

HIDA is the trade association representing healthcare distributors, all of which deliver medical 
products and supplies, manage logistics, and offer customer services to nearly 300,000 points of 
care. Their customers include over 230,000 physician offices, 6,000 hospitals, 18,000 Emergency 
Medical Services agencies, and 44,000 nursing home and extended care facilities throughout the 
country, as well as numerous federal agencies and their healthcare facilities. HIDA members work 
every day to build a reliable, safe, resilient, and effective healthcare supply chain, distributing 
healthcare items ranging from gauze and gloves to diagnostic laboratory tests.  

A resilient healthcare supply chain means one that is reliable, proactive, coordinated, and 
transparent. To achieve this, we need policies that support consistent demand, supply, labor, 
transportation, and capital investment along with strong partnerships to anticipate and mitigate 
any disruptions to the supply chain.  Informed by industry supply chain leaders, HIDA developed a 
roadmap for supporting a resilient healthcare supply chain. This roadmap focuses on five pillars:  

1. Diversified sourcing and domestic production strategy 
2. Buffer of critical products 
3. Future stockpile strategies 
4. Expedite transportation of medical products 



   

 

 
 

5. Public-private partnerships 

As outlined in the roadmap, HIDA supports a diversified sourcing and domestic production 
strategy to expand our capacity to quickly ramp up critical medical supply production in support 
of the U.S. healthcare system. This strategy should identify areas of overreliance within the 
healthcare supply chain and provide government incentives to support the on-shoring or near-
shoring of medical device manufacturing as appropriate.  

A public health emergency can strain the healthcare supply chain through an initial spike in 
demand. HIDA members are well positioned to help mitigate this risk by building a buffer of core 
medical products in private-sector distribution centers to support up to 90-120 days of supplies. 
Building this buffer would require sustained investment from governmental partners. 

HIDA also supports the expansion and replenishment of the Strategic National Stockpile to buffer 
against demand shocks within the healthcare system. Stockpiles should be dynamic resources, 
coordinated across all levels of government and the commercial market to ensure efficient and 
timely delivery of critical medical products to points of care. To achieve this, the healthcare 
system needs sustained and reliable funding across all levels of government.  

Thank you for your commitment to this issue. If you have any questions, please feel free to contact 
me at  or via email at  

Kind Regards, 

Kathryn DiBitetto 
Vice President, Government Affairs 
Health Industry Distributors 

 

 

 

 

 

 

 

 



Statement 
 

of the 
 

Alliance for Home Dialysis 
 

for the 
 

United States House Energy and Commerce Health Subcommittee  
 

“Made in America: Strengthening Domestic Manufacturing and the Health Care Supply Chain” 
 

June 11, 2025 
 

The Alliance for Home Dialysis appreciates the opportunity to contribute a statement for the record 
in connection with the House Energy and Commerce Health Subcommittee hearing: Made in 
America: Strengthening Domestic Manufacturing and the Health Care Supply Chain. We are 
encouraged by the Subcommittee’s interest in this important issue, which is a top concern for 
patients with End-Stage Renal Disease (ESRD), especially those on home dialysis. A resilient, 
domestic supply chain protects national health security and ensures that vulnerable patients 
receive the consistent, high-quality care they need.  
 
The Alliance is a coalition of kidney dialysis stakeholders representing individuals with kidney 
failure, clinicians, providers, and industry. We work to drive policies that empower patient choice in 
dialysis and break down systemic barriers that limit access to home dialysis. Every person with 
kidney failure should have a fair opportunity to choose home treatment when it's right for them and 
their care team. Home dialysis enables patients to take charge of their health and promotes 
independence and self-determination.    
 
About 815,000 Americans are currently living with kidney failure, and about 555,000 are on dialysis, 
whether in a dialysis center or on a home dialysis modality.1 Kidney failure falls within the top ten 
causes of death in the US, but home dialysis can make a positive difference for both patient quality 
of life and health outcomes. Home modalities deliver striking benefits: they improve health 
outcomes, reduce travel and time burdens, enable patients to maintain employment or fulfill 
caregiving and family responsibilities, improve mental health, and expand freedom to engage in 
social activities, hobbies, and preserve independence. 
 
Over the past few decades, home dialysis uptake in the US has grown—in large part due to policy 
changes that incentivize access and government support for the modality. We are grateful for 

 
1 https://www.kidneyfund.org/all-about-kidneys/quick-kidney-disease-facts-and-stats  



lawmakers’ support and that of the Trump Administration. From 2012 to 2022, the latest years we 
have data for, the percentage of incident (newly diagnosed) ESRD patients performing home 
dialysis increased by over 70% from 8.5% to 14.5%.2 This growth is encouraging, but makes it even 
more important than ever to consider how natural disasters and supply chain interruptions can 
negatively impact home dialysis patients in particular.  
 
Performing home dialysis requires specific medical supplies, like dialysis fluid, needles, tubing, and 
a dialysis machine, which are delivered to the patient’s home at set intervals. In addition, home 
dialysis requires access to safe water, electricity, and ideally, the internet to allow for contact with 
the care team. Natural disasters can impede access to all of these things and negatively impact a 
patient’s ability to perform their treatment. Sometimes this means patients have to go in-center to 
perform dialysis during the time of the disaster; other times, this is not even an option due to 
impossibilities in travel, challenges due to evacuations, and more.   
 
In fact, during last year’s Hurricane Helene, Baxter, a major manufacturer of both IV and dialysis 
solutions (and Alliance member) was significantly impacted by flooding. The factory was ultimately 
closed for a number of days. While Baxter moved quickly to get production lines back up and 
running, immediately collaborated with the FDA and other agencies, and took other action to 
address the devastating damage, this experience serves as a good reminder that disasters are 
unpredictable, can directly impact patients, and must be prepared for as best as possible.   
 
We also want to share specific insights with you from home dialysis patients who have been 
impacted by natural disasters:   
 

• Martine from California explained to us that she experienced a time when her local drinking 
water was unsafe to use. Due to this, she had to switch the type of fluid bags that she used 
for her treatments. When the water became safe again, she had a very difficult time 
switching back to her preferred supply option and received thousands of the incorrect item 
to her home.   

• Shameka from Florida told us that she has lived through two hurricanes performing home 
dialysis with both flooding and a loss of power. No one could get to her neighborhood to 
deliver her home dialysis supplies and she was even forced to go in-center for treatment.   

• Pedro from South Carolina said that he has been impacted by the saline shortage due to 
Hurricane Helene and has also had a difficult time accessing needles.   
 

Thankfully, there are options to address many of these challenges, and Congress is in a position to 
do so. One major item would be federally incentivized programs to increase buffer stock, or an 
inventory surplus of key home dialysis supplies that manufacturers or retailers would keep either 
on hand or virtually managed to meet unexpected need during emergencies. Buffer stock can meet 

 
2 https://usrds-adr.niddk.nih.gov/2024/end-stage-renal-disease/2-home-dialysis 



critical gaps during supply chain disruptions and provide a lifeline for patients who want to 
continue their treatments as prescribed.   
 
In addition, the Alliance is supportive of vendor managed inventory contracts between suppliers 
and the federal government, which would help manufacturers respond immediately to natural 
disasters and ensure that access to critical supplies is not disrupted. Because it is difficult to 
physically stockpile fluids and other necessary home dialysis supplies, due to expiration dates, 
these contracting arrangements can be particularly helpful as they allow suppliers to ramp up 
production to meet agreed upon targets at exactly the right time.   
 
We commend your commitment to safeguarding the health and dignity of Americans affected by 
kidney disease, particularly in times of crisis. The Alliance for Home Dialysis stands ready to 
collaborate with the Health Subcommittee to advance policies that prioritize the needs of all 
patients. 
 



 

 

Statement for the Record 

 

Submitted by StringKing 

 

Hearing of the Subcommittee on Health 

Committee on Energy and Commerce 

U.S. House of Representatives 

“Made in America: Strengthening Domestic Manufacturing and Our Health Care Supply 

Chain” 

 

June 11, 2025 

Chairman Guthrie, Vice Chairman Dunn, Ranking Member DeGette, and Members of the 

Subcommittee: 

Thank you for the opportunity to submit this statement for the record on behalf of StringKing, an 

American manufacturer committed to strengthening the resilience, reliability, and responsiveness 

of the United States health care supply chain. 

Founded in Los Angeles, California in 2011, StringKing pivoted our operations during the 

COVID-19 pandemic to address the urgent national need for personal protective equipment 

(PPE). We scaled our domestic manufacturing capabilities to produce millions of masks, gowns, 

and other critical PPE in direct response to the vulnerabilities exposed in our nation’s 

overreliance on foreign suppliers. Today, we continue to invest in advanced textile production, 

employ American workers, and support federal preparedness efforts—most notably through our 

current contract to manufacture surgical gowns for the Strategic National Stockpile (SNS). 

The Case for Domestic PPE Manufacturing 

The pandemic revealed hard truths: global supply chains can fracture under pressure, and 

frontline health care workers and patients should never have to face shortages of basic protective 

gear. America must not outsource its safety. To that end, a stable, domestic manufacturing base 

for PPE is not only a public health necessity—it is a matter of national security. 



Yet, the U.S. PPE manufacturing sector continues to face existential challenges. As international 

suppliers re-enter the market with artificially low prices—often the result of state subsidies and 

unfair trade practices—American manufacturers are struggling to compete on an uneven playing 

field. Without sustained policy action and long-term federal procurement commitments, our 

domestic production capacity risks being lost—again—leaving us vulnerable in future 

emergencies. 

StringKing’s Role in the Strategic National Stockpile 

Through our ongoing contract to supply surgical gowns to the SNS, StringKing is delivering not 

just high-quality, domestically manufactured products, but also supply chain security. We have 

invested heavily in U.S.-based manufacturing infrastructure and built partnerships across the 

American textile ecosystem. This allows us to respond rapidly to federal needs, maintain 

rigorous quality standards, and support good-paying jobs in communities across the country. 

We urge Congress to recognize the Strategic National Stockpile not only as a repository of 

emergency supplies, but as a strategic tool to shape a resilient health care supply chain. That 

mission cannot succeed without sustained support for American manufacturers. 

Policy Recommendations 

To strengthen domestic PPE manufacturing and ensure the long-term viability of the SNS, we 

respectfully recommend the following: 

1. Establish Long-Term Federal Procurement Contracts: Multiyear commitments, such 

as StringKing’s current gown contract, provide the predictability manufacturers need to 

invest in capacity, workforce, and innovation. 

2. Enforce and Expand Buy American Requirements: Federal procurement policies 

should prioritize U.S.-made PPE and materials, including through enforcement of 

existing domestic content standards and adoption of stronger sourcing rules for health 

care products. 

3. Create a Permanent Domestic PPE Reserve Program: Modeled on the Defense 

Industrial Base, this initiative would sustain warm production lines and ensure surge 

capacity remains active even during peacetime. 

4. Address Unfair Trade Practices: Congress and the administration must guard against 

predatory pricing and ensure U.S. producers are not undercut by non-market actors. 

Conclusion 

The choice before us is clear: invest in a durable, domestic manufacturing base now, or risk the 

consequences of foreign dependence when the next crisis strikes. StringKing stands ready to be a 

part of a stronger, safer, and more self-reliant America. 

 



Thank you for your leadership on this issue and for your continued support of American 

manufacturers who are answering the call to protect our nation’s health. 

Respectfully submitted, 

 

Jake McCampbell 

Co-founder and CEO 

StringKing 
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No Respect:  How Misrepresenting Compounded Drugs 
Hurts Patients 
 
April 30, 2025  
 
by Scott Brunner 
 
 
Lately, compounding pharmacies have every right to feel like the late 
comedian Rodney Dangerfield.  No respect. 
 
Maybe you recall Dangerfield as a bumptious blowhard — the uncouth 
jokester from Caddyshack and countless stand-up routines.  But behind the 
bug-eyed delivery and loosened tie was a sharp, disciplined professional who 
knew exactly what he was doing. 
 
With GLP-1 wonder drugs in prolonged shortage, it’s been compounding 
pharmacies stepping up to ensure millions of patients had access.  Yet in 
many ways, compounders remain as misunderstood as Dangerfield was.  To 
some drugmakers, regulators, and even reporters, they’re fringe players in a 
system dominated by big pharma.  Like Dangerfield, that caricature hides a 
deeper truth.  Compounders fill critical gaps in care.  They deserve better than 
a punchline. 
 
It’s time they got a little more respect. 
 
 
Copycats?  Really? 
 
Let’s talk about language.  Reporters often describe compounded GLP-1s with 
loaded terms like “copycats” or “knockoffs” — as if they were fake handbags 
on a bedsheet in Times Square. 
 
I get the appeal.  Those words are punchy.  Some journalists even admit their 
editors favor them as “grabbers.”  But catchy isn’t the same as accurate. 
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Language like that distorts the truth.  It trivializes the medicine and 
delegitimizes the profession behind it.  It’s not objective reporting. 
 
Why not just call them what they are called in FDA guidance: “essentially 
copies” of approved drugs. 
 
Let’s also be consistent.  When pediatric amoxicillin was in severe shortage 
two winters ago, compounding pharmacies filled the gap.  Sick children got 
the medication they needed because compounders prepared copies of the 
FDA-approved drug.  And it’s funny: With no drugmaker profits at risk, no one 
called those “knockoffs.” 
 
Compounded medications aren’t shady imitations.  They’re  prescription 
drugs made in labs regulated by state boards of pharmacy, using ingredients 
from FDA-registered suppliers.  They’re created for individual patients in forms 
or dosages not available commercially.  That’s why they’re not FDA-approved 
— because they’re not mass-manufactured. 
 
 
“Unapproved” … and Essential 
 
Drugmakers — and the sock-puppet groups that echo their talking points—
use the term “unapproved” to give the false impression that compounded 
drugs are somehow dangerous because they haven’t gone through the FDA’s 
approval process. It’s a slick bit of spin. But here’s the truth: “Unapproved” 
doesn’t mean “unsafe.” If it did, nearly every hospital in America would be in 
trouble. 
 
Hospitals rely on “unapproved” compounded medications daily, because 
often there’s no FDA-approved option available. 
 
If you’ve had an IV in a hospital, there’s a good chance it was compounded. 
Hospitals also rely on compounders when commercial drugs are in shortage. 
A pharmacist at a major Chicago hospital recently told me they had more than 
250 medications on their shortage list. 
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Among them?  Oral methadone, vital for treating opioid-dependent newborns 
in hard-hit communities.  Another: dexamethasone, essential for reducing 
brain swelling.  When those drugs aren’t available, compounded alternatives 
are the only lifeline. 
 
And it’s not just hospitals.  One pharmacy I know compounds a liquid form of 
hydroxyurea for pediatric sickle cell patients, because the only FDA-approved 
version is a giant pill a five-year-old can’t swallow. 
 
Or consider compounded glutathione, a preparation that was literally life-
saving for firefighters who battled California’s wildfires last year.  It too is an 
“unapproved” drug. 
 
In these and many other cases, “unapproved” doesn’t sound reckless.  It 
sounds like a necessity. 
 
 
Compounding, Counterfeiting, and Conflation 
 
The most dangerous tactic used to discredit compounding is conflation — 
lumping legitimate compounded drugs in with counterfeit and illicit 
substances. Counterfeit drugs are illegal, often manufactured overseas, and 
sold online by unscrupulous entities. Compounded medications, on the other 
hand, are prescribed by licensed clinicians, prepared and dispensed by 
licensed pharmacists, and regulated by state and federal agencies. One of 
these things is not like the other, right? 
 
Drugmakers deliberately blur these lines to sow confusion and distrust. This 
not only undermines patient confidence, it may impede access to vital 
therapies for patients who rely on compounded medications to survive. 
 
 
Filling Critical Gaps in Care 
 
Compounded drugs were never meant to compete with brand-name 
products.  They complement the pharmaceutical industry — filling gaps where 
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commercial drugs are in short supply or, based on the judgment of a 
prescriber, inappropriate for a specific patient. 
 
Is there a debate to be had about how GLP-1 compounding opportunism may 
cross the line into competition?  Yes.  Let’s have that debate.  But let’s also 
acknowledge that misrepresenting compounded drugs puts patients at risk. 
 
 
Time for Respect 
 
It’s time for drugmakers, the media, and regulators to stop treating 
compounding like a punchline. 
 
Compounded medications aren’t knockoffs.  They’re not counterfeits.  They’re 
legitimate, highly regulated therapies that fill real, often life-saving needs. 
 
Like Rodney Dangerfield, compounding pharmacies may not always get the 
respect they deserve. But without them, a lot of patients would be out of 
options. 
 
And that’s no joke. 
 
 
 

Scott Brunner, CAE is chief executive officer of The Alliance for Pharmacy 
Compounding.  He wrote this for InsideSources.com 
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Executive Summary 
The Drug Supply Chain Security Act (DSCSA) requires the serialization of products down to the saleable unit.  
Serialization enables the electronic and interoperable exchange of data between trading partners, as well as 
other communication tools like product verification and product tracing that should help prevent counterfeit 
medications from infiltrating the legitimate prescription drug supply chain. While full implementation of DSCSA 
has been delayed to ensure that patients do not experience access issues to medications, even when fully 
implemented, the law has  some limitations that have and will continue to be exploited. Counterfeit prescription 
products continue to infiltrate the legitimate supply chain. Recent counterfeit events have highlighted numerous 
instances where valid unique product identifiers – Global Trade Item Numbers (GTINs), or serial numbers – 
were duplicated or reused by bad actors to insert dangerous products into the legitimate supply chain. Further 
collaborative efforts are required to prevent these dangerous products from entering the supply chain.  
In response, the National Association of Boards of Pharmacy® (NABP®) organized a focused, voluntary pilot 
that would explore the facilitation of decommissioning serial numbers as a foundational step in further 
preventing and detecting counterfeit medicines. The Serial Number Decommissioning Pilot explored how the 
industry might work together to prevent the growing tactic of counterfeiters that reuse already-dispensed 
prescription drug packaging with valid product identifiers. Key stakeholders from the manufacturing and 
dispensing communities joined the effort to see how the building blocks of DSCSA (product identifiers and 2D 
bar code scanning) could be leveraged to further protect the legitimate supply chain from counterfeits. The pilot 
design mostly revolved around the following core questions: 

1. Is it possible, in any or all situations, to capture end-of-commerce event information for serial numbers 
that have been dispensed, damaged, destroyed, stolen, or other and translate those events into a serial 
number being “decommissioned”? 

2. Can these events be captured in various product quantity configurations in the current “unit of sale” 
without a move to full “unit of dispense” for all products? 

3. Could capturing and sharing with the manufacturer/repackager of such decommissioning events have 
helped in preventing recent types of counterfeiting events? 

During the pilot, participants identified several guiding factors that should be considered as the industry weighs 
how to address the proliferation of counterfeit medications into the legitimate supply chain. The following guiding 
factors were developed before, during, and because of the pilot: 

1. Only a portion of product is currently packaged and serialized at the “unit of dispense” level, but this 
portion includes a majority portion of recent counterfeit cases involving single-packaged vials, smaller-
count pill bottles, and, more recently, auto-injection pens. 

2. DSCSA provides tools that should be leveraged as foundational in preventing counterfeits, such as 
saleable carton serialization, data-sharing techniques, product verification, product tracing, related 
global standards, and the development of industry best practices. 

3. DSCSA has limitations in that product verification can be performed at any time but is only required 
after a suspect product is identified.  

4. DSCSA requires that trading partners use widely aligned DSCSA tools, such as Electronic Product 
Code Information Services (EPCIS) messing, product verification, and product tracking. 

5. DSCSA requires that regulators, manufacturers/repackagers, and direct trading partners are efficiently 
notified of illegitimate product identifiers. 

6. The technology and regulatory frameworks exist to scan products (or integrate them into existing scan 
systems) in order to verify product identifiers and decommission serial numbers at or near the point of 
dispense.  

7. Adoption of any methods beyond clearly mandated requirements such as end-of-commerce scans will 
require nonregulatory incentives. 

8. The variability of products, processes, and conditions present in the market requires that any solution 
focus on early adopters in narrow, high-counterfeit target areas, such as high-value products or other 
historically counterfeited product types. 
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9. Dispensers need a flexible approach that allows the capture of events at the most efficient points, along 
with options to integrate into existing workflows and systems. 

At the conclusion of the pilot and based on findings outlined below, the pilot team believes that:  
1. Industry should move forward in search of pathways to enable the capturing and sharing of 

decommissioning data while expanding the ability to verify product identifiers;  
2. These efforts could have prevented or significantly limited the historical counterfeit events that involved 

the reuse of valid product identifiers by providing immediate visibility to unfolding threats;  
3. Early efforts should focus on products most susceptible to counterfeiting; and  
4. NABP should expand its work and collaboration across the supply chain to further protect patients and 

prevent harmful products from entering the legitimate supply chain.  
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Introduction 
Enacted in 2013, DSCSA established requirements for members of the United States prescription drug supply 
chain intended to protect the legitimate supply chain from counterfeit/falsified medicines. The requirements 
established that manufacturers should serialize products by affixing a unique product identifier to the lowest 
saleable unit of the product. The serialization would also include a global standards 1 (GS1) 2D data matrix that 
can be scanned throughout the product’s “movement” in the supply chain. DSCSA also affords trading partners 
and regulators tools to identify suspect and illegitimate products by scanning the 2D data matrix to determine 
the authenticity of the product identifiers (product verification) and to trace the prior ownership of the product 
(product tracing).  
Recent cases of illegitimate medicine being found in the legitimate US supply chain continue to highlight the 
need for increased efforts to further secure the US supply chain. While the US supply chain remains among the 
safest in the world, these cases emphasize how organized crime and counterfeit operations have evolved 
beyond the protections enabled by DSCSA (including the unique GTIN, serial number, and related 2D data 
matrix barcode). In these recent counterfeit cases, it has been shown that bad actors often leverage actual, 
existing serial numbers by reusing packaging or copying existing barcodes. In industry-wide updates with the 
manufacturers of the related brands, it became clear that serial number “end of commerce” capture should be 
explored as a preventative approach to these threats.  
The Serial Number Decommissioning Pilot was performed by NABP in collaboration with participating 
prescription drug manufacturers and dispensers from April through May 2024. Built upon the product-tracing 
capabilities of Pulse by NABP™, the pilot set out to demonstrate the viability of a process that would fill a gap in 
medication supply chain safety, namely, to ensure that serialized products, once dispensed, cannot be 
reintroduced into the supply chain, thus protecting patients from receiving counterfeit medications manufactured 
in original packaging.  
 

Background  
In early 2000, a series of high-profile counterfeit cases including drugs that treat cancer, renal failure, high 
cholesterol, and AIDS were documented through news, press releases, and investigative journalism, 
highlighting weaknesses in the US prescription drug supply chain. These and other historic events led to the 
passing of DSCSA in 2011 to facilitate the tracking of ownership changes of any applicable saleable unit to help 
identify the supply chain and source of detected counterfeits.  
In late 2020, Janssen Pharmaceuticals (Johnson & Johnson) announced that they had been made aware that 
counterfeit Symtuza®, an HIV treatment medication, had been received by three pharmacies in the US. Janssen 
later took legal action to ensure the alleged distributor no longer introduced counterfeit products into the 
legitimate supply chain.  
In 2021, Gilead Sciences, Inc, became the first pharmaceutical company to take direct legal action against 
counterfeiters manufacturing HIV counterfeits using already-dispensed original bottles. It filed its lawsuit 
knowing only a handful of patients received counterfeit versions of its HIV medicine but later identified through 
seized records from the counterfeiters that they had sold over $250 million worth of illegitimate HIV drugs into 
the legitimate US supply chain. The medications made their way to over 600 unique pharmacies across 36 
states. In summary, findings from law enforcement show that what was most valuable to the criminals was not 
the medication in the bottle, but the bottle and packaging itself. While recent laws and guidance documents 
have helped to shape a foundation for the serialization of prescription drugs, they focus on the ability to trace 
the supply chain for a product after it has been identified as suspect or illegitimate and do not involve capturing 
the critical information of when products are removed from the supply chain (ie, product that has been 
dispensed and subsequently decommissioned). 
Under DSCSA, prescription medicines must be serialized down to the saleable unit. In addition, product 
packaging must contain human-readable product identifiers that are also encoded in a 2D data matrix barcode. 



 

 Serial Number Decommissioning Pilot Report | 5 

To bypass the DSCSA systems, criminals obtained products in the manufacturer’s original packaging and then 
duplicated these active product identifiers or simply cleaned the bottles, removing any identifying patient or 
pharmacy information to make the bottles look new. Because the packaging also contained the valid product 
identifiers with a serial number and 2D barcode, if a pharmacy or wholesale distributor attempts to conduct a 
“product verification”1 with the manufacturer to confirm that the product identifiers on these counterfeits are 
genuine, the manufacturer would almost certainly confirm verification because the manufacturer would have no 
information that the bottle bearing those product identifiers was already dispensed.   
The reason this is possible in the US is that DSCSA does not require serial numbers to be decommissioned or 
have related status updates when a product is dispensed. In the US, unlike the European Union’s (EU’s) 
Falsified Medicine Directive, the serialized product is not always packaged in a “unit of dispense” and is not 
required to be linked to a patient dispensing event. While the intent was to avoid creating a cumbersome 
dispensing event for all medicine, the impact here is that the information that a product is dispensed or 
otherwise decommissioned is not captured to be shared. Therefore, legitimate serialization unique identifiers 
can be reintroduced into the supply chain without clear detection of being duplicates. In addition, any product 
that is returned to a distributor or manufacturer for destruction is outside of DSCSA requirements due to the 
product’s classification as exempt from further transaction under the non-saleable returned inventory provisions 
of the law and is never decommissioned. This means that if an already-dispensed product is reintroduced 
intentionally or accidentally, the manufacturer may also provide an affirmative response to any verification that 
the product identifiers are still legitimate. Both situations have been exploited in the highlighted cases, as well 
as in other counterfeit events, and even completely compliant implementations of DSCSA requirements will not 
prevent such recurrence. 
 

Pilot Objective 
While DSCSA does not require the capturing of these decommissioning events, thought leaders from across the 
supply chain have suggested that a proof-of-concept pilot event could help the industry learn the benefits, 
challenges, and viability of dispensers capturing the dispensing and other end-of-commerce events and relay 
such transactions to the manufacturer or repackager of record. 
The objective of the Serial Number Decommissioning Pilot was to explore the initial business processes and 
systems for alerting or preventing serialized product from being dispensed more than one time, thus protecting 
patients and providing information to manufacturers to decommission the serial number or otherwise allowing 
them to initiate a suspect product investigation. 
It was clear that a significant challenge in the proof of concept was helping to understand if such activity could 
take place without full conversion of product to “unit of dispense,” as is the case in the EU and many regions of 
the world. This requires engaging leading manufacturers whose product was counterfeited in these highlighted 
cases and working with dispensers of various practice settings and sizes. 
 

Pilot Approach 
Building off NABP’s previous DSCSA pilot projects that demonstrated the product-tracing capabilities of Pulse 
by NABP, NABP explored the following decommissioning use case to attempt to answer the questions above. 
The pilot was intended to leverage the following capabilities of Pulse: 

• Provide a neutral platform for any stakeholder to leverage industry-wide functions. 
• Leverage the Trading Partner Directory feature of Pulse to allow connection and collaboration with any 

other trading partner. 
• Draw from past work done on product-tracing exploration to further explore in an agile manner. 
• Build on a flexible framework that facilitates direct user interactions or application programming 

 
1 Verifying the product identifiers (GTIN, lot number, expiration date, and serial number) with the manufacturer of the product.  
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interfaces (APIs) for any authorized system to integrate. 
• Continue to utilize existing GS1 industry standards while flagging areas where gaps may exist for 

follow-up with GS1. 
• Allow NABP to serve its mission as an independent agent in evolving patient safety. 

Use Case: Notification of Dispensing Events 
In this use case, pharmacies used the Pulse platform to scan a 2D barcode of a prescription drug product that 
was at or near the point of dispense. The scan generated an event in the prototyped version of Pulse, and the 
related data was stored to show any scan performed. Manufacturers were given access to a query report that 
allowed the viewing of these events with data limited to the date, time, GTIN, serial number, lot number, and 
expiration date. Additionally, manufacturers could be sent a download of the data conclusion of the pilot to 
further analyze and explore.  
Participants included state-licensed pharmacies and pharmacists, manufacturers, and the NABP pilot team. The 
following pharmacies participated in the pilot: 

• Sam’s Health Mart Pharmacy #1, #2, and #3 in Missouri 
• Gateway Apothecary, Inc, in Missouri 
• Indiana University Health 

Each participating pharmacy carried products manufactured by Gilead Sciences; Genentech, Inc; and/or 
Johnson & Johnson. 
Each participant organization assigned a user who was responsible for logging into Pulse to perform their role. 
Participation took place virtually, with product barcodes being scanned behind the counter in a state-licensed 
pharmacy. 
Materials for this use case included a mobile device and prescription drug products selected by the participating 
manufacturers that had 2D barcodes, product identifiers consistent with DSCSA, and that were ready for 
decommissioning (eg, an empty bottle ready for destruction or a bottle that had been dispensed intact). The 
technology in use was Pulse via mobile web interface and desktop web interface. No technical development, 
integration, or interface was required for this pilot. 
The process flow was as follows: 

1. A state-licensed pharmacist (user) logged into Pulse on their mobile device. 
2. User selected “Decommission SN” (serial number). 
3. User scanned 2D data matrix on the product. 
4. Pulse displayed the following information: 

a. GTIN 
b. Serial Number 
c. Lot Number 
d. Expiration Date 

5. User confirmed that the scan result matched the product identifiers and submitted. 
6. The decommissioning event was received in Pulse. 
7. Date and timestamp of event were recorded in Pulse. 
8. The manufacturer logged into Pulse to view message. 
9. Message displayed the following data elements: 

a. GTIN 
b. Serial Number 
c. Lot Number 
d. Expiration Date 
e. Date/Time the event was initiated 

The pilot adhered to the following tenets: 
1. No technological development, integration, or interface were required by the participants.  



 

 Serial Number Decommissioning Pilot Report | 7 

2. Serial numbers were not associated with any patient, patient’s agent, other personally identifiable 
information, or personal health information. 

3. Serial numbers were not disclosed to any party outside of the pilot. 
4. Serial number information was purged and electronically destroyed at the end of the pilot. 
5. The pilot did not disclose any event location data to manufacturers. 
6. Above all, the pilot was focused on advancing patient safety by reducing the likelihood or increasing 

the detection capability of illegitimate products. 
 

Pilot Results and Discussion 
Scanning Statistics: The total number of 2D barcode scans, the number of unique serial numbers recorded, 
and the success rate were collected. During a two-week period in late April 2024, a total of 282 scans were 
performed, and 261 unique serial numbers were scanned, resulting in a 92.55% success rate. 
Duplicate Scans and Records: Data received from two participating manufacturers contained duplicate 
records that were the result of users either inadvertently scanning the same package twice or clicking “send” 
twice. Suggestions for reducing accidental duplicate scans included auditory cues indicating when a scan has 
successfully registered a serial number in the system or system techniques to reduce inadvertent duplicates.  
These duplicates pointed to a need to distinguish between records that are erroneously duplicated and products 
that are potentially counterfeit. Participants noted that if the duplication occurs within a certain timeframe, it can 
be discounted, but if it occurs at multiple time points, it will indicate a potential problem. The question was raised 
whether the system would alert users that a serial number has already been decommissioned. One suggestion 
was to add the capability to sort records by timestamp proximity. It was also highlighted that there may be 
occasions of duplicate scans that simply show that a product was accidentally scanned twice or was a 
controlled return that may be determined as normal and not suspicious product. 
Factors Affecting Scanning: Some participants had trouble scanning 2D barcodes, either because the 
barcodes were small or blurred or because the scanners being used (eg, cellphone cameras) were not 
sufficiently high-resolution. Dispensers noted that larger barcodes could be scanned without a problem. The 
size of the barcode, however, varies with the size of the package. The pilot dispenser participants noted that 
there may be an opportunity to integrate with pharmacy scanners, which would increase the volume and 
accuracy of scans and help to scale the pilot more broadly. 
When to Decommission: Questions arose about the process, such as the circumstances in which to 
decommission a product. Participants agreed that a package that has been opened should not be dispensed, 
but questions remained as to other use cases, such as when product is a salable return or sent for destruction 
and whether that would warrant a second decommissioning. Some dispensers indicated that they would prefer 
to scan the serial number at the time of receipt, internal distribution, or shelf/cabinet stocking.  
Pharmacies scanned products that were dispensed in the manufacturer’s original packaging, as well as 
products for prescriptions that were filled out of a larger stock bottle and placed into a smaller vial. 
Manufacturers with large stock bottles indicated that they preferred that products be scanned at the point that 
the stock bottle is opened. Their thinking is that, at that point, the product should not be dispensed from another 
location or otherwise  processed as a saleable return.  
User Interface: Manufacturers indicated that additional data fields and functionality would be useful. This 
includes further functionality to visually or systemically distinguish between new records and those that have 
been read or forwarded. Additional fields that manufacturers had asked about and will need more industry 
alignment to include consist of the product name, pharmacy that scanned the product, time zone when the 
record was entered, and the type of event (if scanning is done at earlier points of the handling processes). Also, 
it was mentioned that capturing who is performing a scan (potentially connecting with Pulse by NABP profiles) 
and in what geographical location the scan was performed would help to distinguish between inadvertent 
duplicate scans and potential nefarious activity that requires further analysis. 
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Reporting/Exporting Data: Manufacturers asked for flexibility in how the captured information is obtained. 
Some wanted the ability to download or export data into a spreadsheet to share with others in their organization, 
while many suggested integrations would be needed to send the events either in batch or real-time 
transmission. Additional functionality might include standard reports for monitoring activity, such as duplicate 
serial numbers, a new dispenser source, or serial numbers in a inactive state. 
Workflow: Different workflows in pharmacies presented other potential use cases. Central fill, for instance, may 
involve the automated scanning of products being distributed to pharmacies. The timing of when product 
scanning occurs (eg, in batches) may also vary by pharmacy.  
While scanning to dispense/decommission as soon as possible after opening the serialized bottle/box is 
preferred, there is a need to address situations in which this scan can only happen at different points in the 
workflow. For example, some pharmacies may remove the serialized box when stocking product into a 
dispensing cabinet, some may only consider scanning serialized barcodes at the point of receipt to the 
pharmacy dock or central fill location, or there may be automated scanning at central fill only. This issue will 
require further exploration with system providers and dispenser stakeholders to understand and determine if 
there is a need to systemically identify at what point in the workflow and in what location this scan is occurring. 
EPCIS Structure: Manufacturers expressed a desire to move toward a GS1 standard – namely, an EPCIS 
structure – to help facilitate the interoperability of data among trading partners. It was noted that the GS1 1.3 US 
implementation guide includes scenarios for events including dispense, partial dispense, and decommission. 
The pilot team indicated that, while the information collected through the pilot project establishes a firm 
foundation for potential future standardization, the pilot intends to determine whether the platform helps to 
prevent prescription drug counterfeiting. If this is established, it may lead to informing a process for 
standardization. Others noted that the existing product VRS (verification routing service) may be leveraged for a 
lighter message format that could include a “dispense” reason code. 
Demonstration: NABP staff demonstrated the pilot’s functionality while participating in the Drug Enforcement 
Administration (DEA) Diversion Control Division’s Supply Chain Conference in late April. DEA agents at the 
conference reported the diversion of promethazine, which is sometimes sold illegally and used recreationally. 
Staff was able to scan the 2D bar code on a case of stolen product and immediately determine the appropriate 
person with the appropriate manufacturer to initiate an investigation, thus demonstrating a valuable use case for 
the Pulse platform and its decommissioning capabilities. 
Future Developments: Unless dispensers, and, in particular, small independent pharmacies widely utilize 
product verification, DSCSA may never reach its full potential. While DSCSA requires pharmacies to verify a 
product if it is considered to be suspect, participants noted that a gap still exists. The group agreed that an 
effective serial number decommissioning process would require verification of every product dispensed. Pilot 
participants discussed future developments that would be needed to expand the Serial Number 
Decommissioning Pilot process on an industry-wide scale. Toward this end, participants expressed the 
importance of providing pharmacies with access to product verification tools, as this will facilitate the 
development of pharmacy best practices that include scanning products at the point of dispensing and verifying 
products with manufacturers prior to dispensing. They noted that payers could play a role in normalizing product 
verification at the point of dispensing by requiring pharmacies to submit the serial numbers of products 
dispensed.  
The group recognized that statutory and regulatory changes to require verification and/or scanning at the point 
of dispensing are highly unlikely. Accordingly, without a regulatory mandate, other factors would be needed to 
incentivize pharmacies to scan products at the point of dispensing. Participants agreed that dispensers would 
need to see a return on investment beyond patient safety. It was noted that revenue, such as compensation for 
the service of scanning and the resulting data product, may be an effective driver. Participants noted that some 
manufacturers have direct dispensers, in which case the manufacturers could require the dispensers to comply 
with the process through their contracts. Gaining compliance from the multitude of indirect dispensers, however, 
would be much more challenging. Participants also considered whether scanning at the dispenser level could 
be tied to incentive methods such as manufacturer rebates to help offset costs incurred at the dispenser and 
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drive adoption.  
It was suggested that the group consider the commercialization and commoditization of data as a path forward. 
Manufacturers can assign a value to granular and timely data and determine the value of a serial number scan 
at the point of dispensing. This value may vary across products.  
 

Recommendations 
After several weeks of testing, discussion, and deliberation, the pilot team made the following recommendations 
for improvements to the Pulse serial number decommissioning system and process: 

1. Share pilot findings with additional members of the prescription drug supply chain, including distributors, 
chain pharmacies, and other stakeholders, to collect further feedback for consideration in follow-on 
efforts. 

2. Continue to expand follow-on pilot trials with a broader range of dispensers to further identify variability 
in other environments, such as large retail, mail order, institutional and governmental, and other 
environments. 

3. Explore integrating pharmacy information systems with the Pulse platform to enable pharmacy 
scanners to be used for 2D barcode scanning at the point of dispensing. 

4. Work with industry to advance the creation of a neutral and business confidential network that will 
include methods to incentivize dispensers’ voluntary participation. 

5. Clarify methods for identifying dispensers (either anonymized, permission-based named, 
cryptographically linked, or other). 

6. Improve API integration with manufacturer systems to make the information easily available and 
accessible. 

7. Implement auditory cues indicating when a scan has successfully registered a serial number in the 
system to reduce the likelihood of accidental duplicate scans. 

8. Add the capability to sort records by timestamp. 
9. Add the following data elements: product name, the pharmacy that scanned the product, the time zone 

when the record was entered, the type of event, who performed the scan, and in what geographical 
location the scan was performed.  

10. Add functionality to create reports and export data to begin monitoring, or enable trading partners to 
share information with others in their organization.  

11. Confer with system providers and dispenser stakeholders to determine whether there is a need to 
systemically identify at what point in the workflow and in what location the barcode scan should occur. 

 

Pilot Outcomes 
The pilot demonstrated that it is possible to capture product identifier (including serial number) information at the 
point of dispense and relay this information to the manufacturer of record, thereby allowing the manufacturer to 
decommission the serial number. Based on historical and recent high-profile counterfeit cases, it is believed this 
is one step in potentially reducing or preventing counterfeit product from being dispensed through the following 
ways: 

• Manufacturers could monitor for duplicate or suspicious serial scanning information to more quickly 
identify suspicious product. 

• Dispensing or other end-of-commerce events of serial numbers could be shared and updated in 
verification and other systems to improve the ability to give a warning if the same serial numbers are re-
scanned. 

• Distributors could begin to see if any product identifiers that are processed through returns show 
records of being dispensed to avoid excess credit. 

• Dispensers could increase assurance that any dispensed and matching product is legitimate. 
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• Dispensers need a flexible approach that allows the capture of events at the most efficient points, along 
with options to integrate into existing workflows and systems. 

• Enablement of this approach should include incentives to encourage adoption and offset resources 
required by dispensers. 

The pilot team’s primary observation was that the decommissioning process has the potential to warn or alert of 
a potentially suspect product. The goal of the process is to prevent a suspect serial number from being 
dispensed to a patient. If all members of the supply chain are verifying products, then dispensed serial numbers 
can be successfully decommissioned, and product verification could stop or significantly limit suspect serial 
numbers from being dispensed.  
 

Summary 
DSCSA provides foundational tools (serialization, product verification, and product tracing) that prevent 
counterfeit medications from entering the supply chain. The law, however, has limitations in that verification is 
not widely required and serial numbers are not required to be decommissioned. DSCSA will only work if the 
tools it provides are widely used, and if the industry continues to evolve to stay ahead of bad actors. At present, 
barriers exist for widespread adoption by the pharmacy community – in particular, the independent pharmacy 
community, which is most susceptible to counterfeiters and criminals.   
To remove barriers to participation, NABP is providing all dispensers with access to DSCSA tools at no cost (eg, 
product verification and product tracing) and could facilitate decommission scanning with continued 
collaboration from industry leaders. Nonregulatory incentives must be explored to increase the utilization of 
product verification and to facilitate the sharing of decommissioning events at the point of dispensing.  
Building on the pilot, NABP will continue to work with industry stakeholders to explore nonregulatory pathways 
that enhance patient safety and protect the prescription drug supply chain.  
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A Malcolm Baldrige National Quality Award recipient, Premier plays a critical role in the rapidly evolving 
healthcare industry, collaborating with healthcare providers, manufacturers, distributors, government and 
other entities to co-develop long-term innovations that reinvent and improve the way healthcare is delivered 
nationwide. Headquartered in Charlotte, North Carolina, Premier is passionate about transforming 
American healthcare. 
 
 
II. THE FRAGILITY OF THE PHARMACEUTICAL SUPPLY CHAIN IMPACTS PATIENT CARE 
 
Premier believes that true supply chain resiliency requires a holistic approach as part of a larger strategy 
to address the challenges in healthcare – particularly access to products during a shortage, natural disaster, 
public health crisis or national security threat. 
 
A 2024 Premier survey of healthcare providers found that 67 percent spent 10+ hours per week mitigating 
supply chain challenges and shortages, while nearly 40 percent were forced to cancel or reschedule cases 
at least quarterly due to shortages of standard and critical healthcare products. 
 
Despite the foregoing efforts by Premier and others to diversify the pharmaceutical supply chain, there are 
many essential medicines that continue to be overly reliant on a single supplier, country, or region for 
manufacturing, leading to potential shortages and disruptions to patient care. It is important to note the 
following:  
 

• All medications are not created equal. While all medications provide a level of clinical benefit to 

patients, few are considered to be essential such that an inability to access such medications would 

result in catastrophic outcomes for Americans and threaten our national security. From this 

perspective, Premier urges the Subcommittee to focus its initial efforts to bolster pharmaceutical 

supply chain resiliency on the medications identified in: 
o The FDA List of Essential Medicines, Medical Countermeasures, and Critical Inputs as 

required by Executive Order 13944; and  
o The Department of Defense (DOD) List of Essential Medicines, Medical Countermeasures, 

and Critical Inputs as required by Executive Order 13944.  

Most medications deemed essential by the FDA and DOD are generic medications that are often 
prone to drug shortages due to many reasons, including manufacturing and quality problems, 
delays, and discontinuations. Therefore, the pharmaceutical supply chain for essential medicines 
is vulnerable and requires additional investment to create true resiliency.   
 

• The manufacturing of pharmaceuticals is a highly regulated and complex process that takes 

significant financial investment and time. On average, a new U.S.-based manufacturing facility 

takes five years to come online and retooling of an existing domestic manufacturing facility takes 

at least 18 months. Therefore, the repatriation of the pharmaceutical supply chain cannot occur 

overnight, and any policies must account for the length of time necessary to ramp up domestic 

production of these essential medications.  
 

• In addition to the medication itself, it is important to note that the availability of a medication is also 

dependent on the availability of the delivery mechanism associated with that medication – such as 

needles, syringes, glass vials, rubber stoppers, metal crimps, IV fluid bags, etc. Therefore, policies 

to spur domestic manufacturing of medications must also account for policies to spur the domestic 

production of the delivery mechanisms associated with medications. For example, making a 

medication domestically does not produce the intended results if the availability of that drug for 

patient use is contingent upon the ability to procure a syringe that is manufactured overseas.  
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• It is not feasible to manufacture all essential medicines on U.S. soil and have a true end-to-end 

domestic supply chain as many raw materials are not available in the U.S. While Premier 

recognizes a need to incentivize domestic manufacturing, we also recognize a need to ensure 

global diversity in manufacturing. For example, moving all manufacturing onshore would create a 

similar overreliance on a single geographical region. Therefore, Premier recommends that there be 

at least three global suppliers of the final form, ancillary products and raw materials for critical 

medical supplies and drugs. Global suppliers should be from geographically diverse regions, 

including at least one domestic supplier.  
 
Based on Premier’s extensive data regarding the country of origin for drugs and their corresponding active 
pharmaceutical ingredients (APIs), below are several case studies to highlight challenges with critical 
medications, ingredients, and geographic footprints.1 Premier urges the Subcommittee to further study the 
current manufacturing landscape of all essential medicines when weighing the establishment of targeted 
and thoughtful policies to spur domestic manufacturing.  
 

• Case Study #1a – Essential Medicines with Sufficient Domestic Manufacturing Footprint for Both 
API and Finished Dose: Sodium Bicarbonate  
 
Sodium bicarbonate injection is most commonly used for urgent treatment of cardiac emergencies, 
such as cardiac arrest, heart attacks, strokes and other life-threatening emergencies. The 
medication is also used to treat excessive acid or potassium in the blood stream, metabolic 
acidosis, hyperkalemia, dehydration and certain drug overdoses.  
 
Sodium bicarbonate has been on and off the FDA drug shortage list since 2017 when supply 
constraints were so dire that the FDA permitted the import of Australian product which was priced 
300 percent higher than U.S.-approved products. To help create a consistent and reliable supply 
for this essential medication, Premier invested in and worked with U.S.-based manufacturer Exela 
Pharma Sciences to bring a new domestic source of sodium bicarbonate – both the API and 
finished dose - to market. Premier’s investment helped enable the total domestic manufacturing of 
sodium bicarbonate to now account for over 97 percent of U.S. patient utilization.   
 
However, it is important to note that while sodium bicarbonate is predominantly manufactured in 
the U.S., the product remains at risk of shortage. This is a key example to demonstrate that 
domestic manufacturing alone does not equate to product availability and more investments 
from public and private partners are necessary to create quality, resilient and sustainable 
domestic manufacturing sources for essential medicines in quantities that can meet our 
nation’s needs.      
 

• Case Study #1b - – Essential Medicines with Sufficient Domestic Manufacturing Footprint for Both 

API and Finished Dose: Intravenous (IV) Fluids 

IV fluids are essential medications used to rehydrate the body, provide essential electrolytes and 
mixed with other medications to assist in their delivery. IV fluids have been on and off the FDA drug 
shortage for many years.  
 
When Hurricane Helene hit Western North Carolina, it severely damaged a production facility solely 
responsible for 60 percent of IV fluid market share in the U.S. – a disruption which led to shortages 
for over 86 percent of providers and postponed medical procedures nationwide. While other 
manufacturers were willing to help increase production to ease the burden of the shortage on the 
healthcare industry, one rate limiting step was the availability of IV fluid bags. This serves as an 
example where not only is additional resilience and redundancy needed for products that already 

 
1 The information provided is based on data that Premier has access to and may not be exhaustive of all available 
supply options. This information is provided for illustrative purposes only.  
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have a significant domestic manufacturing footprint, but the delivery mechanism associated with 
the medication also needs sufficient resiliency and redundancy.  

 
• Case Study #2 – Essential Medicines with Sufficient Domestic Manufacturing Footprint for Finished 

Dose and API but Not for Key Starting Materials: Fentanyl Citrate  
 

Fentanyl citrate is an essential medication used for its analgesic and anesthetic properties, 
particularly in connection with surgery. Fentanyl has been on and off the FDA drug shortage list 
since 2012.  
 
While there are several domestic manufacturers of the finished dose and API, the key starting 
materials necessary for the manufacture of fentanyl API are derived overseas. Specifically, poppy 
seeds are primarily grown in Afghanistan and Australia which are then transported primarily to 
China for processing. This creates an upstream overreliance on, and production bottleneck by, 
foreign countries. In this scenario, addressing resiliency associated with fentanyl will require 
investments to move key starting material processing to the U.S. as well as agricultural investments 
to grow poppy seeds in the U.S.   

 
• Case Study #3a – Essential Medicines with Insufficient Domestic Manufacturing Footprint for 

Finished Dose and API: Cephalosporin Antibiotics  
 

Cephalosporin antibiotics refers to a class of medications that are used to treat a wide variety of 
bacterial infections, including pneumonia, skin infections, urinary tract infections and ear 
infections. Cephalosporin antibiotics have been on and off the FDA drug shortage list since 2015.  
 
Cephalosporin antibiotics have no known domestic manufacturers of the finished dose. In addition, 
there are two predominant API manufacturers for these products located in Italy and China. 
Although Italy is traditionally considered a U.S. ally, it imposed export embargoes on key medical 
supplies during the COVID-19 pandemic, affecting the availability of essential products in the U.S. 
This example demonstrates that overreliance on foreign countries for our essential medicines 
extends beyond China.  

 
• Case Study #3b – Essential Medicines with Insufficient Domestic Manufacturing Footprint for 

Finished Dose and API: Heparin   
 

Heparin is an anticoagulant that prevents the formation of blood clots that can ultimately lead to 
venous and arterial thromboembolic events if not properly treated. It is also used to treat pediatric 
patients with leukemia. The drug has been on and off the FDA drug shortage list since 2017. 
 
Heparin has historically experienced supply volatility due to difficulties associated with obtaining 
the raw materials necessary to make it, which are derived from pig intestines. Currently, the two 
major porcine cell lines for heparin are located in China and Spain and there is little U.S.-based 
source of raw materials available. In addition, over 75 percent of finished dose heparin is 
manufactured outside of the U.S. 
 
In 2020, Premier partnered with Fresenius Kabi to help diversify sourcing of heparin API out of 
China. More recently, Premier has partnered with Sagent Pharmaceuticals to further diversify 
sourcing of heparin out of China. In addition, there is a domestic manufacturer of heparin; however, 
their current manufacturing capacity is unable to meet U.S. patient demand absent additional 
private and public sector investments.  
 
Heparin serves as an example where investments must be made to move more finished dose and 
API manufacturing to the U.S. as well as agricultural investments to create a domestic source of 
the necessary raw materials from porcine intestines.  
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These examples show some of the challenges manufacturers and providers experience in the 
pharmaceutical supply chain and the need to look at medications individually when formulating policies.  
The U.S. needs a balanced policy to ensure a resilient, globally diverse supply chain. 
 
 
III. TAX INCENTIVES ARE REQUIRED TO STRENGTHEN DOMESTIC MANUFACTURING OF 

ESSENTIAL MEDICINES 
 
To reduce the dependence on overseas manufacturing and drive domestic manufacturing, there are five 
major barriers that policy proposals must address. These barriers include: 1) capacity; 2) environmental 
regulations; 3) labor costs; 4) availability of raw materials; and 5) historical policy decisions that advantaged 
offshoring. 
 
The roadmap to resilience requires multi-sourcing critical inputs, geographically diversifying supply chains, 
investing in domestic manufacturing, and fully utilizing advanced forecasting technologies. The private 
sector has already taken steps towards these, but Congress and the White House hold the dual tax and 
trade policy levers that can rapidly modernize America’s healthcare supply chain resiliency. The President 
outlined important policies in a recent executive order titled “Regulatory Relief to Promote Domestic 
Production of Critical Medicines” which directed FDA, Environmental Protection Agency (EPA), and others 
to streamline various methods to speed review for domestically manufactured medications. While this is a 
positive step forward, it alone is not enough to spur domestic manufacturing and more must be done to 
create the necessary incentives.  
 
To stimulate domestic manufacturing, Premier has thought critically about how to incentivize 
manufacturers to invest in domestic production while also ensuring that domestically 
manufactured goods are price competitive with globally sourced products. To that end, Premier 
recommends a two-part approach that leverages tax credits as a mechanism for achieving these 
goals. 
 
Part I: 

• A 30 percent tax incentive for investments to support the domestic manufacturing of critical medical 

supplies and drugs, including their raw materials. Examples of how the tax incentive could be 

applied include, but are not limited to:  
o Investments in advanced manufacturing equipment or machinery 
o Investments to upgrade facilities to meet EPA requirements 

• The tax incentive should be reevaluated in five years to determine its ongoing necessity and 

whether the incentive level can be lowered or eliminated. 
 
Part II: 

• A 10 percent tax credit on the income generated from the sale of domestically manufactured goods 

to reward manufacturers who have already invested in domestic manufacturing. This would also 

help lower the cost of goods manufactured domestically and make them price competitive with 

globally sourced products. 
• To be prudent, companies found to be price gouging or selling counterfeit products by the 

Department of Justice, Federal Trade Commission, or other agency should not be eligible for the 

tax credit. Guardrails would help ensure companies aren’t artificially increasing their prices to take 

advantage of the tax credit from higher sales prices and support the integrity of the supply chain. 
 
Tax incentives should be limited to products on the FDA and DoD lists of Essential Medicines, Medical 
Countermeasures, and Critical Inputs, the FDA List of Critical Medical Devices, and the DoD Joint 
Deployment List.  By applying these credits to a select subsection of the most critical for national security, 
Congress can help to bolster redundancies in the medical supply chain and insulate America from 
geopolitical supply chain risk.  
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In addition, manufacturers should be eligible to receive the tax incentives regardless of where they choose 
to manufacture as long as it is on U.S. soil. This is important so that current U.S.-based manufacturers can 
take advantage of the credits to expand their existing production capacity without having to move their 
entire manufacturing production to an eligible zone. Another key factor that often necessitates the need to 
locate manufacturing in certain areas is the ability to recruit skilled labor which is essential for advanced 
and highly specialized manufacturing, such as for sterile injectables and large molecule biologics and 
biosimilars.  
 
Finally, tax incentives legislation should ensure Congress is receiving frequent reports regarding the uptake 
and utilization of the credits and the downstream impact to creating a more resilient supply chain.    
 
 
IV. ADDITIONAL POLICY CHANGES ARE REQUIRED TO STRENGTHEN DOMESTIC 

MANUFACTURING OF ESSENTIAL MEDICINES 
 
To truly create a long-term domestic manufacturing infrastructure that is sustainable, tax incentives 
for onshoring manufacturing must be coupled with committed purchasing volumes so new entrants 
to the market have a guaranteed sales channel. To accomplish this goal while cultivating global diversity, 
Premier recommends that government purchasers be required to contract for critical medical supplies and 
pharmaceuticals from a mixture of onshore, near-shore (such as Central and South American countries) 
and offshore countries. Purchase thresholds based on a geographical region can help prioritize domestic 
manufacturers while ensuring global diversity and sustainability of the supply chain. In addition, longer-term 
contracts (at least three years in length) will help provide ongoing volume commitments and assurance for 
suppliers entering the marketplace.  
 
While purchasing requirements for government agencies (e.g. Department of Defense, Department of 
Veterans Affairs, etc.) exist under The Buy American Act and Berry Amendment, there are many loopholes 
that permit these agencies to continue to buy globally sourced medical supplies and drugs even when a 
viable domestic option exists. We must hold agencies accountable for compliance with domestic purchasing 
of healthcare supplies to support a sustainable domestic manufacturing footprint. Premier recommends 
Congress study these policies and require that federal agencies purchase domestically 
manufactured medical supplies when available. 
 
Premier also recommends that Congress consider incentives for healthcare providers to purchase 
domestically manufactured critical medical supplies and drugs through programs such as differential 
reimbursement, CMS bonus payments, etc. to create committed purchasing volume for domestic suppliers 
and offset higher acquisition costs. For example, CMS instituted a Premier-supported payment adjustment 
to compensate hospitals for the increased cost of domestically produced N95 masks, however, absent 
Congressional action – the payment policy was implemented in a budget-neutral manner, impacting its 
ability to be applied broadly to additional domestically manufactured critical medical supplies. Therefore, 
Premier recommends that Congress provide CMS with statutory authority to implement payment 
adjustments for domestically manufactured critical medical supplies and pharmaceuticals in a non-
budget neutral manner.  
 
Finally, to truly support domestic manufacturing, the FDA regulatory framework for approval must 
be adapted to expedite review of applications and inspections of manufacturing facilities for new 
domestic entrants. As manufacturers seek to invest in onshoring the manufacturing of critical medical 
supplies and pharmaceuticals, it is essential that our nation’s regulatory framework support, and not inhibit 
or deter, repatriation. As such, Congress should consider policies that bolster the recent Presidential 
Executive Order and expedite FDA review for domestically manufactured critical medical supplies and 
pharmaceuticals such as prioritizing inspections and regulatory approvals for products manufactured 
domestically. Currently, no formal expedited pathway exists for domestically manufactured products, and 
they are reviewed in a first-in, first-out manner meaning that if a Chinese application was submitted first, it 
would be reviewed before a domestic application. Absent prioritization for domestic manufacturers, on 
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average a new U.S.-based manufacturing facility takes five years to come online and retooling of an existing 
domestic manufacturing facility takes at least 18 months. 
 
 
V. TRUE SUPPLY CHAIN RESILENCY REQUIRES TRUSTED TRADE PARTERS 
 
True supply chain diversification requires a balanced approach of onshoring on U.S. soil, nearshoring with 
trusted trade partners and offshoring with a diverse global geographic footprint to achieve greater 
redundancy and minimize disruptions. A strong and sustainable healthcare supply chain is essential for 
quality patient care and requires a multifaceted strategy that bolsters domestic manufacturing while 
cultivating trusted trade partnerships. The bipartisan and bicameral Medical Supply Chain Resiliency Act 
(S. 998/H.R. 2213) would help address the vulnerabilities in the U.S. supply chain by enabling the 
establishment of trade agreements with trusted trade partner countries to diversify sourcing for critical 
medical devices and pharmaceuticals, protect public health and bolster national security.  
 
More than 50 healthcare organizations support The Medical Supply Chain Resiliency Act as a 
comprehensive approach that will strengthen the healthcare supply chain and promote high-quality, lower 
cost care for patients. 
 
Premier urges Congress to act swiftly to pass the Medical Supply Chain Resiliency Act, securing 
uninterrupted access to essential healthcare supplies for providers and patients alike. 
 
 
IV. CONCLUSION  
 
Premier appreciates the opportunity to comment on the Subcommittee’s work. A secure America needs 
reliable supply chains – with redundancies and fail safes to prevent bottlenecking and balance demand 
pressure. Solutions require focus across policy areas, government agencies, industries, and constant 
concentration to face evolving challenges.    
 
If you have any questions regarding our comments, or if Premier can serve as a resource on these issues, 
please feel free to contact John Knapp, Vice President, Advocacy at 
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The Honorable Buddy Carter 

Chairman, Subcommittee on Health 

House Committee on Energy and Commerce 

2125 Rayburn House Office Building 

Washington, D.C. 20515 

 

The Honorable Neal Dunn 

Vice Chairman, Subcommittee on Health 

House Committee on Energy and Commerce 

2125 Rayburn House Office Building 

Washington, D.C. 20515 

 

The Honorable Diana DeGette 

Ranking Member, Subcommittee on Health 

House Committee on Energy and Commerce 

2125 Rayburn House Office Building 

Washington, D.C. 20515 
 
RE: Hearing – Made in America: Strengthening Domestic Manufacturing and the Health 

Care Supply Chain 

Dear Chairman Carter, Vice Chairman Dunn, Ranking Member DeGette, and Members 

of the Subcommittee: 

 

Thank you for holding the upcoming hearing, “Made in America: Strengthening 

Domestic Manufacturing and the Health Care Supply Chain.” This discussion is both 

timely and vital to addressing one of the most pressing national security challenges we 

face today: the United States’ overdependence on foreign—particularly Chinese—

sources of active pharmaceutical ingredients (APIs) and finished pharmaceuticals, 

especially generics. 

 

As noted in the Office of the Director of National Intelligence’s March 2025 Annual 

Threat Assessment, the People’s Republic of China (PRC) has established a dominant 

position in the global pharmaceutical and medical supply chains. This dominance is 

bolstered by lower regulatory standards for safety and environmental practices, creating 

vulnerabilities that extend beyond economics into the realms of national security and 

defense.1 

 

The scale of this problem is immense. Approximately two-thirds of Americans—and the 

majority of U.S. military service members—rely on prescription medications, 90% of 

which are generic. The PRC’s control over key nodes in the pharmaceutical supply chain, 

 
1 Office of the Director of National Intelligence. Annual Threat Assessment of the US Intelligence Community.  

March 2025. Accessed on June 6, 2025 at https://www.dni.gov/files/ODNI/documents/assessments/ATA-

2025Unclassified-Report.pdf   



alone or in collaboration with India,2 gives it potential leverage in trade disputes or 

geopolitical crises. This leaves U.S. healthcare delivery and defense preparedness 

dangerously exposed. 

 

It is clear that the current trajectory is untenable. A more deliberate, coordinated, and 

actionable policy framework is urgently needed. I respectfully submit the following 

recommendations for your consideration: 

 

Advance a Dual Strategy: Align Supply-Side Incentives with Demand-Side Reforms 
 
A sustainable solution requires pairing production incentives with structural market 

corrections: 

 

Supply-Side Incentives 

• Reduced tax rates and direct grants to lower the cost of domestic manufacturing. 

• Low-interest loans to support infrastructure, technology, and facility upgrades. 

• Regulatory modernization that maintains safety while improving operational 

efficiency. 

• Strategic tariffs to offset market distortions caused by adversarial trade practices. 

 

Demand-Side Interventions 

• Increased reimbursement rates for American-made and allied-produced generics. 

• Long-term purchasing commitments from both public and private payers. 

• Reforms that address the pricing pressures, especially on generic drugs, created 

by large Group Purchasing Organizations (GPOs), large retail generic buying 

consortia, and Pharmacy Benefit Managers (PBMs). 

 

Support Bipartisan Legislative Solutions 

 

Several bills introduced in the 118th Congress align with this dual-incentive framework, 

including: 

• Our Nation’s Supply Chain for Healthcare has Over-Reliance Elsewhere 

(ONSHORE) Act 

• Providing Incentives for Long-term Production of Lifesaving Supply of 

Medicines (PILLS) Act 

• The Manufacturing of API, Drugs, and Excipients (MADE) in America Act 

 

These proposals deserve prioritized consideration, particularly those that integrate 

procurement-driven demand signals into policy design. 

 

In addition, I urge the Subcommittee to: 

• Reintroduce the Rolling Active Pharmaceutical Ingredients and Drug (RAPID) 

Reserve Act 

 
2 Stephen Schondelmeyer, Stephen. 2024. “Witness Statement - Ways & Means Committee Hearing on Examining 

Chronic Drug Shortages in the United States.” https://gop-

waysandmeans house.gov/wpcontent/uploads/2024/02/Schondelmeyer-Testimony.pdf.  



• Advance companion legislation to the Further Strengthening America’s Supply 

Chain and National Security Act 

 

Reform Healthcare Intermediaries 
 
To support the long-term success of domestic pharmaceutical manufacturing, it is 

essential that Congress also addresses the influence of market intermediaries. I encourage 

the Subcommittee to continue advancing legislative reforms targeting the practices of 

PBMs, large retail generic purchasing groups, and GPOs. Specifically, reforms should 

address harmful behaviors such as aggressive downward pricing pressures and reliance 

on short-term contracts—both of which undermine the viability and growth of U.S.-based 

manufacturing for generic drugs and APIs. 

 

Recognize the Strategic Timeline 
 
Restructuring global pharmaceutical supply chains will not happen overnight. A phased 

transition from China to domestic and allied production will realistically require four to 

five years. FDA review timelines, capital investments, and workforce development 

demand a long-term strategy that begins immediately. 

 

In closing, I commend the Subcommittee for its leadership in addressing this critical 

issue. A secure and resilient pharmaceutical supply chain is not merely a matter of 

industrial competitiveness—it is a cornerstone of our national security. I urge you to 

move forward with bold, bipartisan action that strengthens domestic manufacturing, 

safeguards affordability, and protects the health and readiness of the American people. 

 

Thank you for your attention to this vital matter. 

 

 

Sincerely, 

 

 

Brian Lehman, ALM, MHA, RPh 

 



 

 

The Honorable Buddy Carter, Chairman, Subcommittee on Health   
The Honorable Diana DeGette, Ranking Member Subcommittee on Health  
Committee on Energy and Commerce  
U.S. House of Representatives  
2125 Rayburn House Office Building  
Washington, DC 20515 

RE: For the Record - Subcommittee on Health Hearing: "Made in America: Strengthening Domestic 
Manufacturing and Our Health Care Supply Chain"  

Dear Chairman Carter and Ranking Member DeGette: 

I write to commend the House Subcommittee on Health for its continued bipartisan leadership in addressing 
the critical vulnerabilities in America’s personal protective equipment (PPE) and critical medical supplies 
supply chain and strengthening domestic manufacturing capabilities for these essential medical products. 

Commending the Subcommittee’s Leadership 

The Subcommittee’s focus on Made in America and the health care supply chain demonstrates essential 
oversight at a pivotal moment for American health security. Your examination of the complex healthcare 
supply chain network highlights the sophisticated understanding needed to address the unique challenges 
facing PPE and critical medical supplies production and distribution. 

The Subcommittee’s recognition that our healthcare supply chain must ensure PPE, critical medical supplies, 
and protective equipment “are delivered to patients and healthcare workers in a safe and efficient manner” 
reflects the comprehensive approach required to build resilience into this critical infrastructure. 

The Imperative for Domestic PPE and Critical Medical Supplies Manufacturing 

Domestic PPE and critical medical supplies manufacturing must be a national priority: 

Strategic Vulnerabilities: The dangerous over-reliance on China and other foreign suppliers represents a 
critical national security vulnerability. When PPE and critical medical supplies supply chains are disrupted, 
Americans are left defenseless, especially those on the front lines, compromising our entire healthcare 
system’s ability to function. 

Lessons from Global Disruptions: Recent global events have exposed the fragility of extended, fragmented 
PPE and critical medical supplies supply chains. When disruptions occur, American healthcare workers are 
left without adequate protection and essential medical products, directly compromising patient care and 
public health response capabilities. 

Economic and Security Benefits: Domestic PPE and critical medical supplies manufacturing creates high-
skilled American jobs while simultaneously strengthening our national security posture. It reduces our 
vulnerability to supply disruptions and ensures we can meet critical needs during emergencies. 

 











 

 

 
 

Statement for the Record, U.S. House Energy and Commerce Committee Health 

Subcommittee Hearing “Made in America: Strengthening Domestic Manufacturing and 

Our Health Care Supply Chain” 

  

The Alliance for mRNA Medicines (AMM)1 commends the members of the Health 

Subcommittee of the House Energy and Commerce Committee for holding this hearing to 

examine current challenges and opportunities to bolster U.S. manufacturing and foster a resilient 

health care supply chain. mRNA has and will transform the lives of U.S. patients if the U.S. 

advances pro-mRNA policies, including those related to manufacturing. Below we present the 

case for why Congress and the Administration should robustly support mRNA product 

development as part of the strategy to strengthen domestic manufacturing:   

  

• As Evidenced by the Recent News on “Baby KJ”, mRNA Will Save Lives and 

Improve the Health of Millions of Americans  

• mRNA Manufacturing Offers Significant Benefits Over Current Technologies    

• The U.S. Is Currently a Leader in mRNA Manufacturing  

• However, Due to Recent State and Federal Government Actions, U.S. Leadership on 

mRNA Is Under Threat   

• To Bolster this Innovative Area of Medicine, Congress Should Advance Pro-mRNA 

Manufacturing Policies in the United States to Help U.S. Patients and Create U.S. 

Jobs  

  

I. As Evidenced by the Recent News on “Baby KJ”, mRNA Will Save Lives and 

Improve the Health of Millions of Americans  

  

mRNA is a revolutionary technology with therapeutic applications in serious and complex 

diseases, with high potential to save lives and improve the health of millions of Americans. It is 

already being tested in the clinic for patients with diseases that present significant challenges to 

living a healthy and enriching life. These are American patients who have no effective treatment 

options – diseases as diverse as pancreatic cancer and melanoma, cystic fibrosis, and 

cardiovascular, autoimmune, and neurological conditions. mRNA technology is also a critical—

and proven—component of America's leadership position in biotechnology and pharmaceutical 

industries, in academic leadership, and as a key factor in our national security strategy.   

  

Advancements in mRNA technology are improving American lives today, demonstrated by the 

recent announcement of the successful treatment of an infant, Baby KJ. Baby KJ successfully 

 
1 The Alliance for mRNA Medicines (AMM) is the leading global organization dedicated to advancing and 

advocating for mRNA and next-generation encoding RNA therapeutics and vaccines for the benefit of patients, 

public health, and society. Our mission is to propel the future of mRNA medicine, improve patients’ lives, and 

advance scientific knowledge by convening and empowering mRNA industry leaders, innovators, scientists, and 

other key stakeholders. AMM’s membership, which is composed of nearly 80 organizations, consists of biotechs, 

pharmaceutical companies, contract development and manufacturing organization (CDMOs), suppliers, and 

academic researchers. Learn more at https://mrnamedicines.org 



 

 

received a personalized (N of 1) mRNA-CRISPR gene therapy treatment for severe 

carbamoyl phosphate synthetase 1 (CPS1) deficiency, which (until now) was an incurable, 

rare disease. This most recent story shows the potential of mRNA technologies and the 

importance of U.S. mRNA manufacturing to patients. There are many other stories like this in 

the making, including advances in treating pancreatic cancer, melanoma, breast cancer, and brain 

cancer. An unprecedented 2022 study using an mRNA technology resulted in an effective cure 

for some patients with pancreatic cancer (a five-year survival rate). Thus, mRNA technology is 

transforming health care and saving American lives from previously devastating diseases.  

 

II. mRNA Manufacturing Offers Significant Benefits Over Current Technologies    

  

mRNA manufacturing offers the following benefits over other pharmacological technologies:   

  

• Scalable and Modular Manufacturing: the same process can be used for multiple 

products and using modular systems enabling fast implementation and multiple scales (n 

of 1 or billions) 

• Quality and Consistency: cell-free system simplifies and shortens production process; it 

also reduces risk of contamination    

• Smaller Footprint, Lower Infrastructure Needs: mRNA facilities require less space 

and lower capital investment 

• Rapid Development and Production: from sequence to manufacture moves much faster 

than other modalities – new mRNAs can be made in weeks vs. years for other technology 

• Continuous Manufacturing Potential: fosters real-time quality control and thus 

efficiency and higher quality 

• Hospital-Based / Point-of-Care Manufacturing: enables individualized cancer 

treatments for patients   

• Lower Cost of Goods: allows for broader implementation 

• Easily Adaptable for New Indications: fosters agility which will help in rare disease, 

infectious disease, and cancer, among other diseases 

  

III. The U.S. Is Currently a Leader in mRNA Manufacturing  

 

As with many of the most innovative areas in medicine, the U.S. has led the way in mRNA 

product development and manufacturing, which creates jobs in the U.S. and supply chain 

security. Just a few of the many examples of U.S. leadership in manufacturing include:  

• New England Biolabs (NEB) has pioneered the discovery and production of innovative 

products tailored for molecular biology research for over 50 years. NEB domestically 

manufactures enzymes for use in basic and applied research, molecular diagnostics, and 

nucleic-acid therapeutics manufacturing. In addition to their Ipswich, MA, headquarters, 

in 2019 NEB opened a facility in Rowley, MA, capable of large-scale mRNA synthesis 

enzyme manufacturing with the quality systems required for use in GMP mRNA 

production. NEB employs over 500 full time employees in the US. 

• NTx Bio is strengthening America’s pharmaceutical supply chain by manufacturing 

distributed mRNA production systems, critical RNA precursors, and high-purity RNA 

entirely in the United States. NTx Bip’s benchtop NTxscribe® platform is actively being 



 

 

used by U.S. cancer centers, CDMOs, and pharma companies to reduce dependence on 

foreign suppliers and accelerate domestic biomanufacturing for research and critical 

medicines. NTx instruments and consumables are assembled in New Mexico, with 

expansion underway in Plano, Texas. Critical raw materials for mRNA are traditionally 

sourced through complex global supply chains and several key materials are fully 

dependent on China. To protect U.S. interests and offer consistent and stable supply to 

customers, NTx developed a line of proprietary biomaterials —including n1-

methylpseudouridine triphosphate, enzymes, and polymerases— that are produced in the 

U.S. using 100% U.S.-sourced materials. NTx’s technology enables rapid, distributed 

manufacturing to bolster U.S. supply chain resilience and reduce reliance on overseas 

production. 

• ReciBioPharm's Advanced Bio business operates an 80,000 sq. ft. development and 

manufacturing facility in the Greater Boston Area that manufactures mRNA therapeutics 

and live biotherapeutic microbiome products for clinical trials and commercial use. The 

site employs between 150 and 200 people ranging from interns and technicians to 

seasoned scientists and manufacturing operations professionals. All of which bolster the 

U.S. as a leading manufacturer of the most advanced therapeutic products for rare and 

chronic illnesses.   

• Maravai Lifesciences helps life sciences companies overcome their biggest development 

and manufacturing challenges, to streamline and scale from research through clinical 

trials to commercialization. Maravai does all its manufacturing in the San Diego, 

California area, including RNA research in all clinical phases and commercial 

manufacturing. 

 

IV. However, Due to Recent State and Federal Government Actions, the U.S. mRNA 

Leadership, Including Manufacturing, Is Under Threat.   

  

Recent policy developments, at both the federal level and in certain states. jeopardize the 

progress that has been made on mRNA innovation. Researchers and industry are already 

experiencing the impacts of overall funding cuts to research, targeting of mRNA, and the 

negative policy climate. Taken together, these represent a critical threat to the biomedical 

leadership of the U.S., as they would:  

• cause U.S. research and manufacturing jobs to move to Europe and Asia  

• delay therapeutic advances in cancer, rare disease, and other diseases by years  

• force the loss of billions in potential healthcare savings  

• forfeit U.S. biomedical leadership to Europe and Asia, and  

• put U.S. National Security in the hands of other countries.  

  

The consequences were demonstrated in a recent AMM survey of 106 industry leaders where 

81% of the respondents expressed concern that anti-mRNA policies would cause manufacturing, 

research, and related jobs to leave the U.S. in favor of pro-innovation environments in Europe 

and Asia. Key findings of the survey included:  

  



 

 

• 66% of mRNA-related jobs are located in the U.S. and up to 45% of those U.S. 

positions are potentially at risk, with 21% of organizations indicating all such U.S. roles 

could be eliminated under hostile policy conditions, based on survey results.  

• 48% of surveyed mRNA organizations have already experienced direct impacts 

from recent policy disruptions and funding cuts. Those impacts include:  

o 54% were forced to cut back on mRNA R&D and postponed studies  

o 46% experienced budget freezes and reductions  

o 46% cancelled collaborations  

o 46% delayed capital investments  

o 30% initiated hiring freezes or layoffs among specialized scientific personnel  

o 20% are relocating projects, divisions or entire company, particularly moving from 

the U.S. to Europe or Asia  

  

V. Congress Should Advance Pro-mRNA Manufacturing in the United States to Help 

U.S. Patients and Create U.S. Jobs  

  

U.S. biomedical leadership in mRNA was catalyzed by U.S. government support, including 

investments from DARPA over a decade ago to support from President Trump in his first term. 

Continuing U.S. policy support is critical to sustaining this leadership, helping U.S. patients, and 

creating U.S. jobs. Congress can continue this support by advancing these policies:   

• Continue funding mRNA research at NIH, BARDA, ARPA-H, and NSF  

• Incenting infrastructure investment in the U.S.  

• Investing in production of high-quality raw materials in the U.S.  

• Requiring FDA to further advance the regulatory framework for platform technologies  

• Enhancing FDA’s regulatory capacity for mRNA products    

• Supporting workforce development  

  

VI. Conclusion   

  

AMM thanks the Members of the Committee for holding this hearing to explore this important 

issue.   

 
 
 




