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Why GAO Did This Study

Drug shortages arise from a variety of
factors that contribute to supply chain
vulnerabilities, such as lack of
incentives to produce less profitable
drugs and to invest in manufacturing
quality. While FDA helps respond to
and prevent drug shortages, it cannot
address some of the economic factors
affecting the supply chain like other
agencies can, such as by purchasing

drugs or funding certain manufacturing.

The CARES Act includes a provision
for GAO to report on the federal
pandemic response. This report (1)
describes the trends in drug shortages
since the start of the COVID-19
pandemic, (2) describes steps FDA is
taking to improve its drug shortage
response and prevention efforts, and
(3) examines the status of the Supply
Chain Resilience and Shortages
Coordinator position.

GAO analyzed FDA data from 2017 to
2024 to obtain information on drug
shortages; identified new efforts that
FDA had underway since GAO last
reported on the issue in 2016;
reviewed relevant FDA documents and
guidance; and interviewed officials
from HHS and a nongeneralizable
sample of 15 organizations
representing entities affected by drug
shortages, such as manufacturers,
patients, and providers.

What GAO Recommends

GAO is making two recommendations:
that the Secretary of Health and
Human Services (1) identify and
implement a mechanism to formally
coordinate its drug shortage activities
and collaborate with other federal
stakeholders, and (2) ensure this
mechanism takes GAO leading

View GAO-25-107110. For more information,
contact Mary Denigan-Macauley at
deniganmacauleym@gao.gov.
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HHS Should Implement a Mechanism to Coordinate
Its Activities

What GAO Found

Drug shortages are a serious public health concern that can adversely affect
patients by delaying or limiting access to care. Challenges with the Food and
Drug Administration’s (FDA) oversight of medical products, including drug
shortages, led to its inclusion on GAO’s High-Risk List. As of July 31, 2024, there
were 102 drug shortages being tracked by FDA. Since the start of the COVID-19
pandemic in 2020, the number of new drug shortages reported each year has
generally decreased, although drug shortages are lasting longer. The types of
drugs in shortage generally continued pre-pandemic trends. For example,
shortages most commonly affect sterile injectable drugs that are critical to
hospital care and cancer treatment. Further, the pandemic exacerbated existing
supply chain vulnerabilities that underlie shortages. For example, shortages of a
drug used to prevent blood clotting during surgeries were exacerbated by
demand increases during the pandemic. This affected patient care in life-
threatening situations, according to a patient advocacy group.
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FDA, within the Department of Health and Human Services (HHS), is responsible
for tracking and addressing drug shortages in the U.S. As such, FDA has several
efforts underway to improve how it addresses shortages. For example, FDA has
taken steps to develop data analytic tools to help its staff better analyze drug
supply chain information and potentially predict possible drug supply disruptions.
FDA also started developing an effort to encourage manufacturers to invest in
more mature quality systems, as quality issues underlie many shortages.

Drug shortages are a multifaceted issue that require a collaborative
governmental approach to address them, according to FDA, Congress, and
others. However, HHS did not have a coordinating structure across the
department to oversee its responses and strategies. This limited the capability of
HHS to mitigate and respond to shortages and strengthen supply chain
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practices for collaboration into
consideration.

When HHS was provided a draft of this
report for review, GAO recommended
that the coordinator document how
GAOQO’s leading practices will be used
for coordinating across the federal
government to help address drug
shortages. In written comments, HHS
stated that it did not concur with GAO’s
recommendation, as the coordinator
position and its associated actions
would be ending in May 2025.
Consistent with this new information,
GAO revised its recommendation, as
stated above.

resilience, according to HHS. In November 2023, President Biden announced a
coordinator position within HHS to strengthen medical product supply chains and
address related shortages. HHS took steps to establish this position. For
example, it appointed an acting coordinator that developed a task force that
included representatives from agencies across HHS.

In responding to GAO’s draft report, HHS notified GAO that the coordinator
position will end in May 2025, because funding originally designated for these
activities will expire. This will leave HHS without a mechanism for coordinating
the department’s drug shortage activities. The department stated that the current
administration had not indicated how it will direct and coordinate supply chain
activities moving forward.

Given the longstanding nature of this critical public health issue, it is important
that HHS identify and implement a mechanism to coordinate its drug shortage
activities and collaborate with other federal stakeholders. Once a mechanism is
identified, taking into consideration GAQO’s leading practices for interagency
collaboration when developing that mechanism will be critical to ensuring HHS
can effectively address drug shortages.

GAO's Leading Interagency Collaboration Practices and Selected Key Considerations

Collaboration Practices Selected Key Considerations

°O° Define Common « Have the crosscutting challenges or opportunities been identified?
v Outcomes  Have the short- and long-term outcomes been clearly defined?

« What are the ways to monitor, assess, and communicate progress
toward the short- and long-term outcomes?

* Have the means to recognize and reward accomplishments related
to collaboration been established?

Ensure
Accountability

Bridge * Have strategies to build trust among participants been developed?
I[:«\ Organizational * Have participating agencies agreed on common terminology and
%> Cultures definitions?
A Isdenttify and « Has a lead agency or individual been identified?
w L:asdaelrnship * How will leadership be sustained over the long term?
ré] Clarify Roles and « Have the roles and responsibilities of the participants been clarified?
Responsibilities * Has a process for making decisions been agreed upon?
Include Relevant « Have all relevant participants been included?
Participants « Do participants represent diverse perspectives and expertise?
) Leverage * How will the collaboration be resourced through staffing and funding?
. Resources and « Are methods, tools, or technologies to share relevant data and
() == Information information being used?

If appropriate, have agreements regarding the collaboration

/ Develop and
©| Update Written been documented?
i Guidance and * Have ways to continually update or monitor written agreements
Agreements been developed?
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