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Executive Summary

The U.S. generic drug market consists of manufacturers that can supply drugs at very low
prices; however, that supply is not sufficiently reliable or consistent to avoid the chronic
drug shortages that have been harming patients for decades. Cost pressures also cause
generic drug manufacturers to seek lower-cost locations of production outside the U.S.,
which can create vulnerability to geopolitical risks and other future disruptions. Effective
CMS payment reforms can create sustained demand for 1) a domestically sourced supply
and 2) a more reliable supply. The dual aims of domestic and reliable are related but not
the same — some of the most severe past shortages have resulted from manufacturing
issues in U.S. plants.

In a recent Advance Notice of Proposed Rulemaking (ANPRM), CMS sought public input on
potential new payments to encourage hospitals to buy PPE and essential medicines from
domestic manufacturers, intending to mitigate risks from geographic concentration of
production outside the U.S. The ANPRM’s approach is a promising starting point that could
lead to meaningful policy reform. Building on learnings from past efforts such as the
Domestic N95 Respirator Payment Adjustment, we provide five recommendations for how
CMS can advance towards a proposed and then final rule in a manner that supports a drug
supply chain that is both more domestically made and more reliably available.

e Recommendation 1: To be eligible for the proposed payment adjustment, drugs

should be both domestically made and also evaluated through a third-party supply
chain reliability assessment program. Several prominent examples of such
assessment programs are outlined in a recent Duke-Margolis info sheet.

e Recommendation 2: CMS should publish a list of eligible domestically made products

in tiers based on which production stages occur domestically.
e Recommendation 3: CMS should use a continuous scale rather than a binary scale for

payments by using the actual units purchased by a hospital as the basis for payment.
e Recommendation 4: CMS should ensure that different cost differentials can be

applied to different categories of essential medicines.

e Recommendation 5: CMS should include an administrative cost payment to cover
indirect costs incurred by hospitals beyond the direct costs of supplies used to treat
Medicare beneficiaries.
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Payment Reforms are Needed to Address the Root Causes of Drug Shortages

Severe, chronic shortages of critical generic drugs in recent decades are associated with
higher mortality rates, medication errors, delays in life-saving treatment, and significant
financial costs to the U.S. health care system. Chronic drug shortages have most

frequently impacted inexpensive and older generic drugs, particularly generic sterile
injectable drugs that are usually administered by health care providers. The economic
drivers of generic drug shortages largely stem from provider payment and reimbursement
systems that prioritize cost controls, which lead to strong price competition among generic
drug manufacturers without sufficient consideration for supply chain reliability over time.

As aresult, the U.S. market for many generic drugs consists of manufacturers that can
supply drugs at very low prices — generic drugs represent a small fraction of total drug
spending and are on average 33% less expensive in the U.S. compared to other high-
income countries —however, that supply is not sufficiently reliable or consistent to avoid
frequent or chronic drug shortages. Previous Duke-Margolis publications describe the
market dynamics that drive drug shortages in greater detail. Cost pressures also cause
generic drug manufacturers to seek lower-cost locations of production outside the U.S.,
which can contribute to geopolitical risks and challenges with regulatory oversight.

Healthcare institutions, which often operate in challenging financial environments with
significant economic constraints, will continue to rationally seek to maximize their
payments from payers and to control costs, which can be achieved in part by focusing on
choosing low-cost suppliers for generic drugs. Effective policy solutions to drug shortages
should shift health care provider payment and reimbursement incentives to enable
providers to place greater emphasis on identifying and selecting reliable suppliers.
Addressing chronic drug shortages in this manner is clearly aligned with CMS’ mission to
improve the health outcomes of CMS beneficiaries. CMS, as the primary source of revenue
for many U.S. hospitals, is also well-positioned to meaningfully change market incentives.
CMS influence is particularly pronounced in the inpatient setting —in 2023, Medicare
accounted for 48% of all inpatient days in the U.S., and Medicaid accounted for another
26%.

CMS payment reform offers several distinct advantages over other policy levers with
regards to sustaining a reliable and domestic supply over time. For example, CMS
payments are tied to the ongoing provisioning of health care, which means effective CMS
payment policy can incentivize sustained availability of products for providers and
patients. CMS payments also can apply to products made by many manufacturers without
necessitating new individual grants or contracts with individual manufacturers. If CMS
effectively incentivizes health care providers to preference reliable manufacturers, then
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manufacturers will have increased incentive to modernize their manufacturing and quality

infrastructure, support a skilled workforce, ensure redundancies, and take other steps that
bolster the reliability of their supply chains.

To address drug shortages through CMS policy reform, Duke-Margolis previously

recommended that Congress direct CMS to implement a new payment program to reward

healthcare providers for purchasing from reliable suppliers through committed contracts.
But administrative action from CMS within current authorities, without or as a precursor to
future Congressional action, presents a feasible, near-term step to begin addressing the
root causes of drug shortages, geopolitical risks, and other vulnerabilities.

Near-Term Opportunities for CMS to Support a Reliable and Domestic Supply of
Essential Medicines

Background and Rationale

In a February 2026 ANPRM titled “Ensuring Safety Through Domestic Security With Made in
America Personal Protective Equipment (PPE) and Essential Medicine Procurement by
Medicare Participating Hospitals”, CMS solicited public comment on potential steps that
Medicare could take to help foster a more resilient’ supply chain for American-made
personal protective equipment (PPE) and essential medicines. The ANPRM outlines several
potential policy approaches to incentivize hospitals to buy more of their PPE and essential
medicines from domestic suppliers, including:

1. Establishing a publicly reported “Secure American Medical Supplies” (SAMS)
designation for hospitals that purchase a certain proportion of their supplies from
domestic manufacturers;

2. Implementing Medicare payments to hospitals that receive the designation to cover
the differential costs of choosing domestic suppliers over foreign suppliers; and/or

3. Creating a Hospital IQR Program measure to require hospitals to report the
proportion of their PPE and essential medicines purchased from domestic
manufacturers.?

CMS details the alignment of the ANPRM with various Executive Orders, including
President Trump’s Executive Order 13944 on “Combating Public Health Emergencies and

T Supply chain “resilience” and supply chain “reliability” are similar but different terms. The CMS ANPRM
frequently uses the term supply chain “resilience”. “Resilience” entails bouncing back from unexpected
shocks. Duke-Margolis often uses the term supply chain “reliability”, which entails strong routine
performance. Given its fragility, the generic drug supply chain does not exhibit strong routine performance,
and shocks that impact availability should be expected.

2 Hospitals that do not meet IQR program requirements may incur a reduction to their annual payment update
from CMS.
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Strengthening National Security by Ensuring Essential Medicines, Medical

Countermeasures, and Critical Inputs Are Made in the United States” which directs
executive agencies “to minimize potential shortages” of essential medicines and medical
countermeasures by supporting resilient domestic supply chains, and former President
Biden’s Executive Order 14005 on “Ensuring the Future is Made in All of America by All of
America’s Workers,” which established the Made in America Office under the Office of
Management and Budget and enhanced Buy American Act requirements. The ANPRM also

cites the “principles of reasonable cost” for Medicare reimbursement as set forth in 42 CFR
413.9. These regulations detail Medicare’s authority to reimburse providers for “reasonable
costs” (both direct and indirect) and also “necessary and proper costs” that “are
appropriate and helpful in developing and maintaining the operation of patient care
facilities and activities.” The ANPRM focuses on the appropriateness and helpfulness in
maintaining patient care of the higher costs of purchasing drugs from domestic suppliers.
In addition, the higher costs of purchasing drugs from reliable suppliers are likely just as or
even more appropriate and helpful for maintaining patient care.

To ensure patient safety and continuity of care, CMS must ensure a reliable supply of drugs,

not just a domestic supply

Increased domestic manufacturing of vulnerable generic drugs is a critical step that can
reduce geographic concentration of production, reliance on adversarial countries, and
challenges with regulatory oversight. While restrictions on exports imposed by foreign
countries contributed to severe shortages of PPE during the peak of the Covid-19
pandemic, the ANPRM also notes that reliance on foreign suppliers was not the sole cause
of these shortages. “Just-in-time” supply chains that lacked resiliency, in addition to
reliance on overseas production, left U.S. hospitals unable to obtain enough PPE to protect
health care workers,” the ANPRM states, before going on to describe persistent shortages
of critical medical products outside of pandemic-related disruptions, including long-
lasting drug shortages. The American Society of Health-System Pharmacists has listed over
3,000 drug shortages® since 2001, but few to none of these past shortages have been
caused by restrictions on exports imposed by foreign countries.

Fragility and vulnerability in the generic drug supply chain is pervasive, and generic drugs
made in the U.S. are far from immune. The U.S. Pharmacopeia’s analysis of drugs in
shortage at the end of 2024 found that while just 22% of oral solid dose products were
made in the U.S., 66% of oral solid dose products in shortage were made in the U.S. For

injectable products as analyzed in the same report, 45% of products were made in the U.S.,

3 Many drugs have reoccurred multiple times on the ASHP drug shortage list, and those drugs are counted
multiple times in this figure.
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but 58% of injectables in shortage were made in the U.S. Shortages often follow the same
pattern for domestically made drugs as foreigh made drugs: challenging market conditions
contribute to a lack of supply chain reliability and lead to persistent manufacturing issues,

in some cases resulting in market exits and severe drug shortages. In one example, the
U.S.-based manufacturer Akorn Pharmaceuticals experienced a series of poor FDA
inspection outcomes and warning letters between 2016 and 2020 due to manufacturing

issues in its plants, then filed for bankruptcy and ceased manufacturing in 2023,

contributing to widespread shortages of many of its products.

An effective solution to ensure patient safety and continuity of care must do more than
increase the U.S. share of drug manufacturing. CMS should also ensure that health care
providers take steps to ensure a reliable supply of drugs.

Recommendations to Enhance the Approaches in CMS’ ANPRM

Recommendation 1: To be eligible for the proposed payment adjustment, drugs should be
both domestically made and also evaluated through a third-party supply chain reliability

assessment program. Several prominent examples of such assessment programs are

outlined in a recent Duke-Margolis info sheet.

As described previously, domestic production alone is not a guarantee of reliability, and the
market dynamics driving drug shortages will likely persist absent changes in incentives that
encourage the market to acknowledge and reward reliability.

Two important factors contribute to a lack of reliability in the current generic drug market,
and CMS can help to address both issues:

1) Purchasers often do not have clear, comparable, and actionable information on the
relative reliability of their supplier options (like they do on prices).

Most of the information needed to comprehensively assess supplier reliability is
currently confidential to manufacturers. By requiring drugs to be evaluated through a
third-party supply chain reliability assessment program to be eligible for the proposed
payment adjustment, CMS would significantly increase voluntary participation by
generic drug manufacturers in such assessment programs. This would enable the
assessment programs to collect and assess confidential information from
manufacturers (through a voluntary framework) while continually improving the
assessment programs to enhance effectiveness over time. The assessment programs
would communicate supply chain reliability insights to the market, helping purchasers to
more readily identify reliable manufacturers.
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2) Purchasers may not have the willingness or ability to pay for reliability, including the
differential price that a reliable supplier might charge compared to an unreliable
supplier.

Reliable manufacturers likely incur higher costs than unreliable manufacturers,
reflecting the costs of redundancies in sourcing, more frequent equipment upgrades,
more robust quality management systems, higher levels of inventory, and other factors.
Some portion of these costs are likely passed on to providers through higher prices. CMS’
payment adjustments to providers could help to cover the differential cost of buying
drugs from manufacturers that meet a certain benchmark for reliability according to the
reliability assessment programs. As discussed further below, the reliability assessment
programs could also provide insights that could help to quantify average cost
differentials between more reliable and less reliable suppliers, which could inform
payment adjustment amounts.

Ina 2025 info sheet, Duke-Margolis described the current state of several prominent drug
supply chain reliability assessment programs, all of which are early in their development
life cycles. At the time of implementation of a final CMS rule, itis possible that no drug
supply chain reliability assessment will be fit-for-purpose and ready forimmediate
implementation — and even if so, it will take time for assessments to occur and for cost
differential studies to be performed. Setting a gradual phase-in timeline and a deadline,
potentially several years after the rule’s initial implementation, at which point assessment
will be required for eligibility, may be appropriate. A signal from CMS to the market that
reliability assessments will be required in the future is likely to galvanize industry
participation in developing, piloting, and scaling assessment programs.

Recommendation 2: CMS should publish a list of eligible domestically made products in

tiers based on which production stages occur domestically.

Requiring hospitals to independently verify which products qualify as domestic for the
purposes of the payment adjustment would cause significant burden on hospitals and
create redundant work for each participating hospital and each manufacturer with eligible
products. Participation in CMS’ current Domestic N95 Respirator Payment Adjustments
has been impeded by this administrative burden. Instead, CMS should publish a list of
eligible domestically made products, organized into tiers based on the stages of
production that occur domestically.

e Tier One - products for which at least 50% of their finished dosage form (FDF)
manufacturing occurs in the U.S.
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e Tier Two - products for which at least 50% of their finished dosage form
manufacturing and at least 50% of their active pharmaceutical ingredient (API)
manufacturing occurs in the U.S. (ideally linked to a higher level of reimbursement
than Tier One).

We propose that CMS should incentivize greater than 50% of FDF production and greater
than 50% of API production to occurin the U.S., as this would ensure a strong domestic
industrial base while also not disincentivizing the benefits of supply chain diversification
across regions.

There are several methods by which CMS could identify eligible products without
significant administrative burden on CMS or participants:

1. Athird-party drug supply chain reliability assessment program, as discussed earlier,
could collect information on locations of FDF and APl manufacturing for each
product assessed, along with other information. The third party could then provide a
list of eligible products for CMS to publish, with updates occurring on a predictable,
transparent timeline. This may be the most objective and efficient option.

2. Manufacturers could attest to CMS which of their products are eligible for the
payment and at which tier. CMS could then publish a public list, require repeated
attestation on a predictable and transparent timeline, and update the list as
needed.

While it is theoretically possible that CMS could coordinate with FDA to obtain information
on domestic manufacturing sites and the products manufactured there, this option is less
feasible than the others listed above and is more likely to introduce complications. FDA
may not be legally allowed to share information for public disclosure that manufacturers
may consider commercial confidential information — especially when the information was
not originally disclosed to FDA for this purpose.

The ANPRM proposes using ASPR’s list of essential medicines for acute care as the list of
medicines that could potentially be eligible for payments. This is likely an appropriate
starting point for this payment program, as these medicines are especially critical and
hospital reimbursement is a feasible and impactful starting point where CMS can
implement new payments. However, other products that are frequently used in other care
settings — for example, oncology drugs and statins — are also vulnerable to geopolitical risks
and/or shortages. In the medium term, and pending lessons learned from an initial hospital
payment program, CMS should consider expanding the program to other products and care
settings.

Recommendations for Calculating Payment Adjustments and Reimbursing Hospitals
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CMS’ decisions on how to determine eligibility for payments and calculate payment

amounts will play a critical role in the rule’s ultimate impact. In this section, we lay out our
recommendations for how CMS can approach those questions to maximize the
effectiveness of the rule.

CMS will need to specify in a payment calculation methodology how to calculate a [basis]
and a [factor]. The [basis] is the amount of units or dollars that are eligible for payment, and
the [factor] (for example, the cost differential between domestic and foreign supply) will be
applied to the basis to calculate the payment adjustment amount.

[basis] * [factor] = [payment adjustment amount]

In the ANPRM, CMS outlines the following potential methodology for calculating payments
for domestically made essential medicines:

“[l]f (a) Medicare's IPPS share of General Hospital's total drug costs as reported on its cost
report are $2 million, (b) essential medicines are assumed to represent 1 percent of those

costs, and (c) domestic essential medicines are assumed to be 12 times more costly, then
General Hospital would receive a Medicare payment of $240,000 (= $2 million x 1 percent

for essential medicines x 12 for the domestic cost differential).”

Put more directly, the proposed formula for payments is:

[Total drug costs for General Hospital] * [General Hospital’s Medicare share] * [national
estimate of average essential medicine share of drug costs] * [cost differential] = [payment
adjustment amount]

In this formula, the estimate of Medicare’s share of essential medicine costs for General
Hospital is the basis: the purchases that are eligible through the program. The cost
differentialis the factor: the value CMS will use to scale payments to the appropriate
proportion. Any approach to payments will use some version of the [basis] * [factor]
formula.

The remaining recommendations largely deal with the ways CMS can and should
determine the basis and the factor.

Recommendation 3: CMS should use a continuous scale rather than a binary scale for

payments by using the actual units purchased by a hospital as the basis for payment.

To reiterate, the potential formula for payments outlined in the ANPRM is:
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[Total drug costs for General Hospital] * [General Hospital’s Medicare share] * [national

estimate of average essential medicine share of drug costs] * [cost differential] = [payment
adjustment amount]

In this formula, the basis is the hospital’s total spending on essential medicines for
Medicare beneficiaries. This method relies on a binary measure: either the hospital is
eligible for the payment, or itis not.

This binary approach to determine hospitals’ eligibility for payment is likely to significantly
limit the impact of the program to a subset of hospitals that may be relatively small. The
binary approach is also likely to cause hospitals to focus on sourcing as much as possible
from domestic suppliers for the “easiest” products, while taking limited or no action on the
“hardest” products. These “hardest” products, such as some antibiotics with minimal to no
U.S. sources and for which supply is heavily concentrated in China, are likely the most
vulnerable products for which the payment program is most needed. In addition, some of
the most essential medicines, such as those used to treat pediatric patients or other
special populations, are often purchased in limited volumes and thus in a binary approach
are likely to be overlooked compared to highly-utilized medicines.

Figure A: Example Hospitals and Essential Medicine Purchasing Portfolios

0% 50% 100%
domestic domestic domestic

I | | I
| *— ® | |
| Hospital B | Hospital C

Consider the example Hospitals A, B, and C in Figure A. Hospital B is currently purchasing
40% of its essential medicines from domestic suppliers. The payment rule is likely to have a
more substantial impact on Hospital B: its procurement team will likely see that by
increasing their domestic purchasing somewhat, they can achieve the “Secure American
Medical Supplies” (SAMS) designation and receive payments. But Hospital A, which is
currently buying 20% of its essential medicines from domestic sources, may see the SAMS
designation as out of reach. Hospital A may need to make drastic changes to its
contracting and purchasing portfolio before being eligible for the SAMS designation. As a
result, Hospital A is much more likely to decide not to attempt participation and to
maintain its current purchasing portfolio.
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file:///C:/Users/bc282/Downloads/healthpolicy.duke.edu

MARGOLIS INSTITUTE for

Health Policy

Duke

Then, consider Hospital C. This hospital is purchasing the large majority of its essential

medicines from domestic sources. As a result, Hospital C is unlikely to change its
purchasing practices as a result of the CMS rule.

To increase the effectiveness of the payments and avoid unintended consequences, CMS
should:

A. Maintain the SAMS designation as a public designation, butremove itas a
prerequisite for payments. In other words, hospitals purchasing <50% of their
essential medicines from domestic suppliers would not receive the designation, but
would still be eligible for Medicare payment adjustments to cover the cost
differential of buying from reliable, domestic suppliers. This would incentivize many
hospitals, not just those at or near the SAMS threshold, to purchase more from
domestic suppliers.

B. Use the actual amount of eligible products purchased by a hospital in a given time
period as the basis for payment. CMS should implement a mechanism for hospitals
to report the number of eligible units purchased (by NDC for essential medicines).
CMS should explicitly permit providers to work with third parties, such as GPOs or
wholesalers, to comply with any reporting requirements. This method would enable
CMS to implement Recommendation 4 below - to ensure that different cost
differentials can be applied to different categories of essential medicines.

C. Cap payments at a certain percentage of units of essential medicines purchased
from domestic suppliers — potentially at 50%. Under this approach, CMS would pay
the cost differential for units purchased up to 50% (for example), and hospitals
would be free to purchase more from domestic suppliers, but would not receive
cost differential payments for units beyond that threshold. This would encourage all
hospitals to prioritize buying essential medicines from domestic suppliers, but not
to the point at which they might face new risks from geographic concentration of
supply at domestic sites. CMS could consider exempting certain high priority
product areas, such as certain antibiotics, from the cap.

With the changes above, the new formula for payments would be:
[Total domestic units purchased] * [Medicare share] = [payment amount]

While these changes may increase reporting complexity somewhat, they also could
significantly increase the strength and breadth of the incentive, eliminate the reliance on
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estimates of the essential medicine share of total drug costs for payment calculations, and

streamline and clarify auditing processes.

Recommendation 4: CMS should ensure that different cost differentials can be applied to
different categories of essential medicines.

The revised formula shown above makes important improvements to the calculation for the
basis. The , though, can also be made more precise and therefore more effective.
Grouping all essential medicines together into one binary measure with one shared cost
differential, as proposed in the ANPRM, is likely to lead to poorly aligned incentives and
unnecessary spending. An average cost differential across all essential medicines would
overpay hospitals per unit for buying domestically made medicines for which the real price
difference between foreign and domestic is relatively small. Also concerningly, it would
also underpay hospitals per unit for buying domestically made medicines for which the real
price difference is relatively large. This could lead to wasteful spending by Medicare on the
first group (the “easiest” products), and limited or no incentive to buy domestic for the
second group (the “hardest” products).

This could be a serious blow to the rule’s intended effects. Imagine the essential Medicine
X has foreign sources that are much cheaper than domestic sources, perhaps because a
foreign government is heavily subsidizing the production of Medicine X in their country.
Medicine Xiis likely to be vulnerable to shocks such as geopolitical risks given these
dynamics. Medicine X is thus precisely the type of product for which CMS is aiming to
encourage purchasers to choose the domestic option and ensure domestic production can
remain viable. But if the cost differential is averaged across Medicines X, Y, and Z, where
domestic producers of Y and Z offer prices much closer to their foreigh competitors, the
per-unit payment will not be sufficient to encourage purchasers to buy the domestic
version of Medicine X.

If CMS requires reporting of NDC-level purchases by participating hospitals, CMS could
apply different cost differentials to different product types. This would enable incentives to
be tied more closely to product-specific cost differentials and provide a more meaningful
incentive for hospitals to buy domestic for the most vulnerable products — not just the
products where Medicare overpayments create an incidental windfall.

Importantly, we are not recommending that CMS should require hospitals to individually
track actual costs associated with buying from reliable, domestic sources, as this would
introduce unnecessary burden and could incentivize higher costs. Instead, we are
recommending that CMS should identify national average cost differentials that could vary
by product.
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Ideally, the national average cost differentials set by CMS would be equivalent to the
difference in manufacturing costs (including labor, materials, and manufacturing overhead

costs) between a reliable domestic supplier and an unreliable foreign supplier. While the
ANPRM cites prices listed on wholesale or manufacturer websites, confounding factors
outside of manufacturing costs impact these prices. For example, manufacturers often
have net prices that are well below publicly-listed prices. The ANPRM also cites publicly-
listed API prices, but the cost of APl is only a small portion of overall manufacturing costs
for many injectable drugs such as those listed on ASPR’s essential medicines list.

There are several other imperfect methods by which CMS could estimate cost differentials
between domestic and foreign suppliers as well as reliable and unreliable suppliers. For
various product subsets (for example, antibiotics), CMS could first solicit data from
wholesalers and GPOs on past performance of suppliers and products such as historical
fill rates and other metrics. CMS could also utilize insights from the supply chain reliability
assessment programs mentioned earlier to the extent available. CMS could work with FDA
to identify locations of APl and FDF production. These steps could enable CMS to segment
products into four categories: reliable/domestic, unreliable/domestic, reliable/foreign,
unreliable/foreign. The aim of the payment adjustment is to enable purchasers to choose
reliable/domestic suppliers over any other category, particularly unreliable/foreign
suppliers. CMS, therefore, could utilize the Average Sales Price (ASP) data already reported
to CMS to calculate the average price differential of reliable/domestic suppliers over
unreliable/foreign suppliers, and set the cost differential for the payment adjustment
accordingly. One challenge with this approach is that ASPs may not be representative of
the cost to manufacture — in other words, domestic suppliers may have similar prices to
foreign suppliers but lower profit margins due to higher manufacturing costs. Other
challenges include data availability and confounding factors that may cloud results.

Alternatively, CMS could survey manufacturers on differences in manufacturing costs or
commission an independent study to evaluate differences in manufacturing costs. CMS
should solicit further input from manufacturers, group purchasing organizations,
wholesalers, hospitals and others to identify the most appropriate cost differentials.

Recommendation 5: CMS should include an administrative cost payment to cover indirect
costs incurred by hospitals beyond the direct costs of supplies used to treat Medicare

beneficiaries.
We recommend one further addition to the formula for calculating payments:

[Total domestic units in category] * [Medicare share] * +
[administrative cost payment] = payment amount
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The administrative cost payment would reimburse the indirect costs of participation to

hospitals that are not captured in cost differential per unit for the Medicare share of
domestically made essential medicines. Reimbursing other indirect costs, to the extent
possible, may be necessary to generate sufficient participation from hospitals in the
program.

When a hospital chooses to source a drug from a domestic supplier that is more expensive
than a foreign supplier, the hospital will necessarily realize one of the following two indirect
costs:

1. Administrative costs associated with arranging and managing parallel purchases
and inventory for Medicare beneficiaries (domestic supplier) and non-Medicare
beneficiaries (foreign supplier)*; or

2. Costs of purchasing domestic instead of foreign products for non-Medicare
beneficiaries, in the likely event that a hospital chooses not
to purchase separate supplies just for its Medicare beneficiaries.

While costs related to non-Medicare beneficiaries are not typically reimbursable by CMS
under current statutory authority, hospitals will necessarily realize some of the additional
indirect costs listed above when sourcing from domestic suppliers that are more expensive
than foreign suppliers. As these indirect costs will be a key consideration for hospitals
when deciding whether to participate in the payment program, we recommend CMS
include an additional administrative cost payment to cover these costs.

Conclusion

The recent ANPRM represents an important starting point towards using CMS payment
policy to alleviate pressing challenges in the essential medicines supply chain. Ensuring
sustained demand for domestic manufacturers can help mitigate future disruptions from
geopolitical risks or other shocks. CMS should also address chronic, ongoing shortages of
essential medicines by incentivizing purchases from domestic suppliers that are also
reliable. Together, our recommendations can help ensure that new CMS payment policies
efficiently and cost-effectively create a more reliable and secure supply chain. We look
forward to working with CMS to advance to a proposed and final rule that can enable the
best possible care for patients.

4n addition to inventory management, information technology, and other administrative costs, stocking
different versions of the same generic drug from multiple manufacturers can introduce safety and workforce
training issues, as different versions of the same generic drug may have differences in appearance, labeling,
formulation (strength, latex-content, preservatives, etc.), and other product features.
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