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A failure to invest in 
newer equipment, 
processes, or 
management practices 
that can prevent 
quality-related 
manufacturing 
breakdowns is often 
a root cause and 
appears to be tied 
to the economics 
of producing low-
cost, older sterile 
injectables where 
profit margins are 
increasingly squeezed. 
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Richard Pazdur discusses 
root causes of cisplatin 
and carboplatin shortage 
and what can be done to 
alleviate it
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month supply that would be rotated pe-
riodically into the commercial market. 
This rotation of stock would avoid drug 
expiration and waste.

“Since these same drugs may also be 
used in adults, sufficient quantities 
would need to be available to avoid 
competition for limited supplies that 
may foster ethical dilemmas regarding 
drug rationing. In addition, economic 
incentives have been discussed aimed 
at fostering robust U.S. domestic man-
ufacturing to avoid supply chain prob-
lems due to any geopolitical, natural, 
or pandemic disruptions,” Pazdur said.

Pazdur spoke with Paul Goldberg, ed-
itor and publisher of The Cancer Letter.

Paul Goldberg: Why do drug 
shortages occur and what can the 
FDA do to address them?

 ▼
Richard Pazdur: We define a drug 
shortage as a time period when the de-
mand for a drug exceeds the U.S. sup-
ply. Drug shortages occur for a variety 
of reasons, including manufacturing 
and quality problems, delays, increased 
demand, and discontinuation of drug 
production.

Shortages are of ten due to interrup-
tions in manufacturing and may be 
due to natural disasters or geopolitical 
events that may curtail operations, but 
more of ten are attributed to manufac-
turing quality issues requiring remedi-
ation. Sterile injectable products are 
most commonly vulnerable to short-
ages, because their manufacturing pro-
cesses are more complex than for small 
molecules in solid dosage formulations.

A failure to invest in newer equipment, 
processes, or management practices 
that can prevent quality-related man-
ufacturing breakdowns is of ten a root 
cause and appears to be tied to the 
economics of producing low-cost, older 

Pazdur said FDA’s ability to manage 
shortages is limited.

“Based on current laws, FDA cannot 
require a manufacturer to report an 
increase in demand that may lead to a 
drug shortage,” Pazdur said. “Appropri-
ately, we cannot require a company to 
manufacture a drug.

“We cannot require a company to make 
greater quantities of the drug—spe-
cifically, to step-up production. We 
cannot require a distributor to report 
on the quantities that are distributed 
and specific purchasers who may be 
given priority.

“In addition, FDA cannot require that es-
sential drugs, such as cancer therapeu-
tics, have diversified supply chains such 
that there is not overreliance on a single 
facility or country for an active pharma-
ceutical ingredient (API) or key starting 
materials. However, even when there is 
more than one manufacturer for a drug, 
most facilities are operating near capac-
ity and are unable to rapidly fill the void 
if a manufacturer ceases production 
due to a manufacturing quality issue,” 
Pazdur said.

Pazdur mentioned a proposal to set up 
a stockpile of critically important cancer 
drugs, but stopped short of endorsing 
the proposal (The Cancer Letter, April 28, 
2023). Government officials are preclud-
ed from advocating for legislation.

“Discussions in the oncology commu-
nity have focused on the proposal that 
the government contract with manufac-
turers to produce a ‘buf fer stockpile’ of 
‘essential’ oncology drugs,” Pazdur said. 
“The drugs would include those admin-
istered in the front-line setting, in po-
tentially curative settings and in clini-
cal situations where substitutions with 
other drugs are not feasible or practical.

“For example, this proposal for stockpil-
ing may involve drugs used in pediatric 
oncology and the reserve may be a six-

Today’s critical shortage of cisplatin 
and carboplatin occurred because 

manufacturers failed to invest in en-
hancing production capacity, Richard 
Pazdur, director of the FDA Oncology 
Center of Excellence and acting director 
of the Of fice of Oncologic Diseases, said 
to The Cancer Letter.

In a wide-ranging interview, Pazdur 
addressed the immediate problem of 
shortages of platinum-based drugs as 
well as the underlying causes of short-
ages that have been plaguing oncology 
for over a decade. 

The shortage of platinum-based drugs 
is causing oncologists all over the U.S. to 
ration the drugs that are used to treat as 
many as 500,000 new cancer patients 
per year. As cisplatin and carboplatin 
are being rationed at clinics nationwide, 
this of ten means that only patients who 
stand a chance of being cured are pri-
oritized to receive these of f-patent, in-
expensive treatments (The Cancer Letter, 
May 26, April 7, 2023).

“The current cisplatin shortage fol-
lowed an inspection and subsequent 
identification of quality issues at a sin-
gle company’s manufacturing facility,” 
Pazdur said. “The company shut down 
the production line, leading to the cur-
rent shortage. As a result of the cisplatin 
shortage, a ripple ef fect was observed 
leading to an increased demand for 
carboplatin and the manufacturing 
challenges in meeting an increased car-
boplatin demand. 

“To restore supply of cisplatin, FDA has 
continued to of fer assistance to all five 
manufacturers on anything they can do 
to increase supply. In addition, we are 
exploring temporary importation to 
help meet patients’ needs during the 
shortage. FDA has also requested that 
manufacturers submit data to support 
additional expiration dating for lots al-
ready in distribution that are approach-
ing their labeled expiration.”

https://cancerletter.com/guest-editorial/20230428_5/
https://cancerletter.com/clinical/20230526_1/
https://cancerletter.com/the-cancer-letter/20230407_3/
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over time, manufacturers may make 
decisions that weaken the resiliency of 
the supply chain. Frequently these steps 
sacrifice investment in quality manufac-
turing or result in over-dependence on 
a single source. Obviously, these forces 
are likely to lead to an increase in qual-
ity-related drug shortages.

For example, the current cisplatin short-
age followed an inspection and subse-
quent identification of quality issues 
at a single company’s manufacturing 
facility. The company shut down the 
production line, leading to the current 
shortage. As a result of the cisplatin 
shortage, a ripple ef fect was observed 
leading to an increased demand for 
carboplatin and the manufacturing 
challenges in meeting an increased car-
boplatin demand. 

To restore supply of cisplatin, FDA has 
continued to of fer assistance to all five 
manufacturers on anything they can do 
to increase supply. In addition, we are 
exploring temporary importation to 
help meet patients’ needs during the 
shortage. FDA has also requested that 
manufacturers submit data to support 
additional expiration dating for lots al-
ready in distribution that are approach-
ing their labeled expiration. 

We will post any supplies available 
through temporary importation and 
any expiration date extensions on the 
FDA drug shortage website.3 FDA is tak-
ing similar actions for carboplatin.

Could I ask you to describe FDA’s 
strategy for addressing these 
shortages?

 ▼
RP: Early notification is the key to preven-
tion. Some drug shortages can endure for 
a prolonged time—ranging from months 
to years—frequently, depending on the 
shortage’s cause. For example, plant re-
mediations of manufacturing processes 
may require extensive retooling.

single facility or country for an active 
pharmaceutical ingredient (API) or key 
starting materials. 

However, even when there is more than 
one manufacturer for a drug, most fa-
cilities are operating near capacity and 
are unable to rapidly fill the void if a 
manufacturer ceases production due 
to a manufacturing quality issue.

What are the root causes—specif-
ically, the underlying problems—
that directly or indirectly causes 
drug shortages?

 ▼
RP: FDA doesn’t have the authority to 
order manufacturers what or how much 
to produce. It is the action of the gener-
ic companies that ultimately resolve 
shortages. Increasingly, companies are 
exiting the marketplace—either vol-
untarily or through bankruptcy1—and 
have informed the FDA that manufac-
turing costs, especially of older oncolo-
gy drugs, exceed the sale price.

We have seen the net profits of leading 
generic companies plunge into the neg-
ative or barely positive range. Generic 
medicines are commodity products, 
because by design they are interchange-
able and, therefore, compete on price. 
This has led to significant price ero-
sion—greater than 50% since 2016.2 

Patients receiving generic drugs are 
benefiting from an industry providing 
over 90% of the prescriptions while 
only accounting for 18% of the U.S. to-
tal prescription drug expenditures. Un-
like other commodities, no incentives 
exist for generic drug manufacturers 
to produce excess drug quantities over 
market demand.

What does this mean for the generic 
drug market? Although manufactur-
ers meet regulatory requirements for 
Current Good Manufacturing Practice 
(CGMP), when prices and profits decline 

sterile injectables where profit margins 
are increasingly squeezed.

FDA has consistently worked closely 
with manufacturers to address iden-
tified problems. We can advise, assist, 
and expedite inspections and reviews. 
Although we can take these actions, the 
manufacturer is ultimately responsible 
for addressing the problems.

Under the Food and Drug Administra-
tion Safety and Innovation Act (FDA-
SIA), FDA has the authority to require 
the drug’s manufacturer to notify FDA 
of supply disruptions, delays, and dis-
continuations in manufacturing. Man-
ufacturers are also required to notify us 
of certain manufacturing changes, such 
as a new production process, equip-
ment, or facility.

What are the limits of FDA’s au-
thority regarding drug shortages?

 ▼
RP: FDA’s authority to intervene is de-
rived from laws passed by Congress. 
As noted above, manufacturers are re-
quired to notify FDA of supply disrup-
tions, delays, or discontinuations. Early 
notification by manufacturers is essen-
tial for FDA to take action to prevent or 
mitigate shortages. 

However, based on current laws, FDA 
cannot require a manufacturer to report 
an increase in demand that may lead to 
a drug shortage. Appropriately, we can-
not require a company to manufacture 
a drug. We cannot require a company to 
make greater quantities of the drug—
specifically, to step-up production. We 
cannot require a distributor to report 
on the quantities that are distributed 
and specific purchasers who may be 
given priority. 

In addition, FDA cannot require that 
essential drugs, such as cancer thera-
peutics, have diversified supply chains 
such that there is not overreliance on a 
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nor rewarded, companies might under-
invest in quality manufacturing practic-
es even for profitable products.

You have addressed the root caus-
es of the problem, which I pre-
sume may take years to fix—if 
this can be done at all. Are there 
potential short-term remedies?

 ▼
RP: To reiterate the above, extensive 
discussions regarding drug shortages 
involving multiple stakeholders, includ-
ing patient and professional groups, 
such as Friends of Cancer Research and 
the American Society of Clinical Oncolo-
gy, have occurred over many years.

Many have acknowledged that the long-
term solutions are an industry-wide 
policy providing economic incentives 
to foster technology upgrades to com-
pete with of f-shoring of manufacturing 
processes and create a robust “re-shor-
ing” or “near-shoring” manufacturing of 
critical drugs. This desired stability may 
require long-term contracts at fixed 
pricing to ensure constant, uninter-
rupted availability of quality products 
to U.S. patients.

In the interim, we need to assure Amer-
ican patients a stable, safe drug sup-
ply of critical drugs used in oncology, 
especially in those indications where 
they are used in potentially curative or 
life-extending situations.

This is particularly true when it comes 
to the treatment of cancers in the most 
vulnerable populations—children with 
cancers who may be facing life-threat-
ening diseases that may have curative 
potential. Many drugs used to treat 
these diseases have been in shortage 
or at risk of shortage.

Discussions in the oncology community 
have focused on the proposal that the 
government contract with manufac-
turers to produce a “buf fer stockpile” 

Importantly, FDA’s role is to assure the 
safety, ef fectiveness, and quality of 
drugs provided to the American public. 
Addressing shortages by working with 
manufacturers to expand or bring new 
production online and exercise appro-
priate regulatory discretion is within our 
regulatory remit. 

However, when a drug is in shortage, it 
is analogous to the patient already be-
ing in the intensive care unit. Address-
ing the underlying market forces, which 
is beyond FDA’s remit, is the preventive 
medicine that ultimately is needed to 
address the problem.

Do drug shortages share any com-
mon features?

 ▼
RP: Yes, a 2019 Report to Congress, 
“Drug Shortages: Root Causes and Po-
tential Solutions,” concluded that most 
shortage drugs are older sterile inject-
able generic drugs, most drug shortages 
are attributed to quality issues causing 
disruption to the drug’s supply, and 
that quality issues stem from underly-
ing economic issues. I addressed these 
issues above.

Multiple external working groups have 
highlighted some of my above com-
ments. There may be a downward pres-
sure on prices—even below profitable 
levels—due to concentration of power 
in purchasing organizations. Approx-
imately 90% of wholesale drug distri-
bution is concentrated in three compa-
nies. Generic drug companies compete 
with each other to obtain contracts with 
the three main wholesalers, and these 
wholesalers, therefore, have leverage in 
determining prices for generics.4 

As prices fall near or even below prof-
itable levels, manufacturers may sacri-
fice investments in manufacturing that 
prevent quality-related disruptions to 
continue production. Because quality 
manufacturing is neither transparent 

Although the number of prevented 
shortages continues to grow, the num-
ber of actual new drug shortages have 
remained relatively flat since 2013. I 
would like to emphasize that the earlier 
this work begins, the greater the likeli-
hood that a shortage can be prevented 
or the most severe impacts on patients 
can be mitigated.

Our key approaches to the prevention 
and mitigation of drug shortages in-
clude the following: 

 • Prioritization of medical-
ly necessary products, 

 • Ensuring the availability of drugs 
while maintaining quality by com-
municating across the ecosystem 
to help find new sources, and 

 • Working with companies to ad-
dress problems by expediting sub-
missions that can increase supply. 

 • Much of this work depends upon 
FDA’s ability to communicate with 
companies that normally compete 
rather than cooperate, not through 
direct authority to require changes 
in production and distribution.

Additionally, we may exercise regula-
tory discretion—for example, allowing 
generation of additional stability data 
as a submission for a new manufactur-
ing line is being evaluated. We may tem-
porarily exercise regulatory flexibility 
and discretion regarding importation of 
drug supply from other countries. These 
actions are contingent upon inspection 
and compliance of these manufacturing 
facilities and other conditions, including 
stability and sterility studies.

If a shortage cannot be prevented, 
FDA encourages companies to allocate 
supplies that would evenly distribute 
drugs. FDA can encourage, although 
cannot require, companies to have a 
“safety stock.” 

https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions
https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions
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require actions and investments that 
assure a resilient and economically vi-
able market.
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shortages and experienced markedly 
increased demand over historical lev-
els due to fludarabine use in patients 
receiving CAR T-cell therapies. 

One of the three approved manufactur-
ers was granted regulatory discretion 
to release product made with an unap-
proved raw material that was evaluat-
ed by FDA and deemed to have no risk 
for patients. 

In addition, FDA worked with a Cana-
dian company to temporarily import 
supply to meet patient needs. This Ca-
nadian facility was evaluated by FDA to 
ensure no risk to patients. “Dear Health 
Care Professional” letters are posted on 
our website addressing the above two 
actions to ensure continued fludara-
bine supply.

Can you think of anything we for-
got to mention, anything I forgot 
to ask?

 ▼
RP: FDA will continue to use all its au-
thorities to work with the industry to 
resolve these shortages while assuring 
access to quality medications. Ultimate-
ly, FDA cannot solve this problem alone. 
A shortage is the end result of a failure 
in the market. While the focus is of ten 
on the high price of drugs, there are ac-
tually two markets. 

The generics industry and the innova-
tor drug industry operate on dif ferent 
business models—generic drugs are 
low margin and depend on competition 
for efficiency as a business model, while 
innovator drugs involve the cost and risk 
of development with higher prices and 
margins due to patent protection.

In terms of volume, generics comprise 
the overwhelming majority of drugs 
prescribed but less than 20% of the 
total prescription drug costs. The sus-
tainability of the market for essential 
medicines is critical to patients and will 

of “essential” oncology drugs. The drugs 
would include those administered in the 
front-line setting, in potentially curative 
settings, and in clinical situations where 
substitutions with other drugs are not 
feasible or practical. 

For example, this proposal for stockpil-
ing may involve drugs used in pediatric 
oncology and the reserve may be a six-
month supply that would be rotated pe-
riodically into the commercial market. 
This rotation of stock would avoid drug 
expiration and waste.

Since these same drugs may also be 
used in adults, sufficient quantities 
would need to be available to avoid 
competition for limited supplies that 
may foster ethical dilemmas regarding 
drug rationing. In addition, economic 
incentives have been discussed aimed 
at fostering robust U.S. domestic man-
ufacturing to avoid supply chain prob-
lems due to any geopolitical, natural, or 
pandemic disruptions.

What are the current oncolo-
gy-related drug shortages? Can 
you provide specific reasons?

 ▼
RP: As of May 2023, there are 17 oncol-
ogy-related drug shortages. They in-
cluded the following: amifostine injec-
tion, azacitidine injection, capecitabine 
tablets, carboplatin injection, cisplatin 
injection, cytarabine injection, dacar-
bazine injection, dexamethasone injec-
tion, fludarabine injection, fluoroura-
cil injection, hydrocortisone injection, 
leucovorin injection, lutetium lu 177 
vipivotide tetraxetan injection, metho-
trexate injection, palifermin injection, 
and streptozocin injection.

I have already provided many common 
reasons above for drug shortages; how-
ever, there are some specific reasons 
that deserve comment. For fludara-
bine injection, all three manufacturers 
experienced supply issues that caused 

https://www.fiercepharma.com/pharma/after-shutting-down-operations-akorn-takes-its-70-products-shelf
https://www.fiercepharma.com/pharma/after-shutting-down-operations-akorn-takes-its-70-products-shelf
https://www.fiercepharma.com/pharma/after-shutting-down-operations-akorn-takes-its-70-products-shelf
https://www.fiercepharma.com/pharma/after-shutting-down-operations-akorn-takes-its-70-products-shelf
 https://d1dth6e84htgma.cloudfront.net/Witness_Testimony_Sardella_5_11_23_b932ed112a.pdf?updated_at=
 https://d1dth6e84htgma.cloudfront.net/Witness_Testimony_Sardella_5_11_23_b932ed112a.pdf?updated_at=
 https://d1dth6e84htgma.cloudfront.net/Witness_Testimony_Sardella_5_11_23_b932ed112a.pdf?updated_at=
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been told the remaining doses she 
needs are not available.

What drugs are 
in shortage?
There are currently over 130 products 
listed as “Currently in Shortage” by the 
FDA—including 14 oncology drugs as 
of 05/31/23 (carboplatin injection used 
to treat triple negative breast, ovarian, 
head, and neck cancers; fludarabine 
phosphate Injection used for treat-
ing B-cell chronic lymphatic leukemia;  
dacarbazine Injection for treatment of 
skin cancer; as well as amifostine injec-
tion; azacitidine for Injection; capecit-
abine tablets; cisplatin Injection; cytara-
bine injection; dexamethasone sodium 

The shortage of certain cancer drugs 
is a serious and life-threatening is-

sue for cancer patients across the Unit-
ed States. This, however, is not a new is-
sue. Drug shortages are a cyclical event, 
and we need a durable solution to en-
sure that cancer patients have access to 
the drugs and the treatment they need 
to survive. 
   
Chemotherapy drugs are increasingly in 
short supply, and have returned to the 
list of top-five drug classes af fected by 
shortage, according to the American 
Society of Health System Pharmacists. 
And, more unfortunately, chemothera-
py drugs of ten do not have alternatives. 
This forces doctors and patients to de-
termine new next steps in terms of their 
treatment, which may include delays.

The American Cancer Society (ACS) 
and American Cancer Society Cancer 
Action Network (ACS CAN) have heard 
from patients and practitioners who 
are directly experiencing the impact of 
these shortages. 

One example is an oncology nurse in Los 
Angeles who expects her health system 
will run out of four cancer drugs by the 
end of this week (Pluvicto, for advanced 
prostate cancer; BCG, a drug for bladder 
cancer; and methotrexate and cisplatin, 
two common chemotherapy drugs). 

In another example, a mother called 
the ACS National Cancer Information 
Center (NCIC) hotline on behalf of her 
daughter, who is halfway through her 
treatment with carboplatin and has 

GUEST EDITORIAL

Karen E. Knudsen, MBA, PhD
Chief executive officer, American Cancer Society, 
American Cancer Society Cancer Action Network 

Drug shortages 
threaten lives—
cancer patients 
cannot wait

https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
https://www.ashp.org/drug-shortages/shortage-resources/drug-shortages-statistics
https://www.ashp.org/drug-shortages/shortage-resources/drug-shortages-statistics
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FDA’s mitigation tools are largely con-
fined to working directly with the man-
ufacturer on whatever is causing the 
shortage, as well as working with other 
manufacturers of the same product to 
urge them to ramp up production. 

The FDA’s ability to mitigate shortages is 
limited by the tools at its disposal based 
on its statutory authority. The general 
tools described by the plan include:

 • Determining whether other 
manufacturers are willing and 
able to increase production 

 • Expediting inspections and 
reviews of submissions 

 • Exercising temporary enforce-
ment discretion for new sources 
of medically necessary drugs 

 • Working with the manufacturer 
to ensure adequate investigation 
into the root cause of the shortage 

 • Reviewing possible risk mitigation 
measures for remaining inventory

Notably, companies that fail to provide 
the six-month notification face no real 
retribution other than having the FDA 
non-compliance letters to the company 
made public.

ACS and ACS CAN’s 
involvement 
The House Energy & Commerce Over-
sight Committee held a hearing on May 
11 entitled Examining the Root Causes of 
Drug Shortages: Challenges in Pharmaceu-
tical Drug Supply Chains. 

ACS CAN submitted a Statement for the 
Record highlighting the impact of oncol-
ogy drug shortages on cancer patients 
and encouraged Congress and phar-
maceutical manufacturers to do more 
to both anticipate potential shortages 

to discontinue manufacturing certain 
drugs, particularly generic drugs, based 
on profitability or other business con-
siderations without always ensuring 
the continued manufacture of the 
drug elsewhere. 

In many cases, there are only one or 
two manufacturers of the products 
in shortage meaning disruption in 
one site or company results in nation-
al shortages. 

USP’s Medicine Supply Map is a tool that 
includes over 250 million aggregated 
datapoints to evaluate indicators of 
drug shortage risk, which includes geo-
graphic concentration, manufactur-
ing complexity, price, and quality. The 
map shows that modest price points 
for drugs like carboplatin ($23 per unit) 
and cisplatin ($15 per unit) amplifies 
their susceptibility to supply chain 
disruptions.1 

Manufacturers and supply chain par-
ticipants are more hesitant to invest in 
redundancy for older, lower-priced ge-
neric drugs. ACS and ACS CAN partner 
with USP and are working to connect 
the group with the U.S. Department 
of Health and Human Services and the 
FDA to work on concrete solutions.

Manufacturing difficulties such as qual-
ity control issues and lack of availability 
of raw materials also contribute to the 
shortage. Both the current problem and 
the long-term issues that are perpetuat-
ing the cycle of periodic drug shortages 
are creating secondary problems that 
interfere with patient access to drugs. 

How is the drug 
shortage mitigated? 
The FDA issued a strategic plan to ad-
dress shortages in 2013.2 As it stands cur-
rently, manufacturers who expect or are 
experiencing shortages must notify FDA. 

phosphate Injection; hydrocortisone 
sodium suciinate injection; leucovorin 
calcium lyophilized powder for Injec-
tion; lutetium Lu 177 vipivotide tetrax-
etan (Pluvicto) injection; methotrexate 
injection; and streptozocin (Zanosar) 
sterile powder).

This list also contains shortages of basic 
IV materials like saline bags, dextrose 
drips, contrast agents for imaging, and 
sterile water used in a variety of medi-
cal settings. 

In addition to having an impact on all 
cancer patients, these drug shortages 
also have an implication on health dis-
parities, particularly existing dispari-
ties in breast cancer mortality for Black 
women. As an example, carboplatin is 
the first line therapy for triple negative 
breast cancer, a breast cancer experi-
enced at higher rates by Black women.

What is causing 
the shortage?
While individual causes of discrete 
shortages are complex, the overarching 
theme is that almost all of these prod-
ucts are low-cost generic sterile inject-
ables with low profit margins. 

This means manufacturers have little in-
centive to invest in process upgrades, ex-
panded capacity, or redundancy in produc-
tion facilities.     

One cause of the shortage is consolida-
tion of manufacturing. Another cause 
is expanded demand for some of these 
drugs. The population of the United 
States is growing and aging, and some 
of these drugs experience modest 
year-over-year growth in use without 
associated addition of manufactur-
ing capacity. 

Industry economics are an additional 
factor to examine in these shortages. 
Companies make business decisions 

https://energycommerce.house.gov/events/oversight-and-investigations-subcommittee-hearing-examining-the-root-causes-of-drug-shortages-challenges-in-pharmaceutical-drug-supply-chains
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ACS CAN is urging Congress to look at 
longer-term solutions that change the 
fundamental underpinnings of the 
shortages. In the meantime, ACS CAN 
also urges the pharmaceutical industry 
to work with medical practitioners to 
help identify alternatives where possi-
ble to ensure that cancer patients’ treat-
ments are not delayed.  

The system is broken and needs fix-
ing, and there is no short-term fix op-
tion. Cancer patients deserve systemic 
change at the policy and manufacturing 
levels, which requires both discussion 
and action. 

Even if policy changes were made im-
mediately, it would still take months to 
years to see the results. 

ACS believes there should be a task 
force appointed to find a solution for 
cancer patients and their families, and 
with so many thought leaders at the 
ASCO Annual Meeting, in Chicago it will 
be an opportunity to have more exten-
sive discussion, including with the Biden 
administration.  

In conclusion, we must collectively help 
cancer patients now to do everything 
we can to increase access to these crit-
ical drugs and importantly, develop a 
more sustainable approach to mitigate 
these issues in the future.  
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and help to ensure that patient cancer 
treatments are not disrupted.  

Previously in March 2023, the US Sen-
ate Committee On Homeland Security 
& Governmental Af fairs held a hearing 
on drug shortages and published a re-
port entitled Short Supply the Health and 
National Security Risks of Drug Shortages.

Both ACS and ACS CAN continue to 
monitor and actively engage in the 
medical product shortage issue. ACS 
is in regular conversations with health 
systems nationwide to keep tabs on on-
going shortages and the direct impact 
on patients and their care. 

ACS also runs the NCIC hotline and 
speaks to patients and their families 
24 hours per day, 7 days per week, and 
365 days per year. When calls related to 
shortages come in, ACS and ACS CAN 
work together to reach out to manufac-
turers to better understand the extent 
of the shortages.

ACS CAN has been engaged and advo-
cating around this critical issue for can-
cer patients for more than a decade, 
having submitted a letter in 2013 in 
response to the strategic plan on drug 
shortages.3 

Additionally, ACS CAN has and con-
tinues to participate in the Alliance for 
Childhood Cancer Drug Shortage Work-
ing Group. The group is looking specif-
ically at shortages in therapeutics for 
childhood cancer. 

Next steps in eliminating 
cancer drug shortage
Because the root cause of the shortage 
is multifactorial, creating a durable 
solution to this problem for cancer pa-
tients will require discussion among all 
key stakeholders. 

A mother called the 
ACS National Cancer 
Information Center 
(NCIC) hotline on 
behalf of her daughter, 
who is halfway through 
her treatment with 
carboplatin and 
has been told the 
remaining doses she 
needs are not available.
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