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Briefing Agenda

* Introduction

* Highlight medical product supply chain challenges and the impact of chronic drug
shortages on patient care

* Outline the appropriate role for domestic manufacturing and where other steps are
also needed

* Propose improvements to the current CMS domestically-made N95 respirator
payment adjustment policy

e Outline other steps to improve medical product supply chain reliability
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Duke-Margolis ReVAMP Drug Supply Chain Consortium

The four tenets of the P ETI
ReVAMP Consortium

Advanced Manufacturing Technologies

Patient-Centered Focus
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Consortium Mission and Scope

* The Consortium’s mission is to generate effective policy solutions that promote a reliable drug supply
chain with advanced manufacturing capabilities and, ultimately, to improve patient outcomes by
reducing the frequency and severity of drug shortages.

* The Consortium leverages member expertise in manufacturing, distributing, purchasing, prescribing,
and regulating prescription drugs to put forward policy recommendations that advance the
Consortium’s mission.

* The Consortium’s scope is focused on drugs and biologics supplied to U.S. patients. We focus on
Chronic Shortage products and Public Health Emergency products.
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Impact of Chronic Drug Shortages 1s Severe

76 drugs on the FDA Drug Shortage List as of November 2025

e ~70% are generic sterile injectables (only ~20% of all FDA-
approved generic drugs are injectables)

 Generic sterile injectables are primarily administered to
patients by health care providers

Drug shortages cause:

o Increased mortality rates. One shortage of norepinephrine was
estimated to cause hundreds of excess deaths.

o  Rationing of treatment for cancer patients

0 Medication errors

o Additional health care costs

Shortages occur on

many basic essential
medicines such as:

e Chemotherapy

e |V Fluids

e Parenteral Nutrition
e Anti-Infectives

e Critical Care

1. https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
2. JAMA. 2017;317(14):1433-1442. doi:10.1001/jama.2017.2841
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https://jamanetwork.com/journals/jama/fullarticle/2612912
https://www.usp.org/sites/default/files/usp/document/supply-chain/pediatric-oncology-drugs-and-supply-chain.pdf
https://www.ismp.org/resources/drug-shortages-continue-compromise-patient-care
https://www.vizientinc.com/newsroom/news-releases/2025/new-vizient-survey-finds-drug-shortages-cost-hospitals-nearly-900m-annually-in-labor-expenses

Policymakers seek to tackle various challenges

& Address Chronic Drug Shortages Ensure Drug Quality
Supply Chain Reliability: Achieved = Physical Product Quality: Achieved
when patients have safe and effective when a prescription drug is safe,
drugs, in adequate quantities, when effective, and free of contamination
they are needed.* and defects.*

@ Safeguard National Health I Grow Economy through
Security Domestic Production
Prevent or mitigate drug supply Generate economic benefits for the
disruptions associated with U.S. by supporting domestic drug
potential geopolitical conflict. manufacturing.
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Policymakers seek to tackle various challenges

& Address Chronic Drug Shortages -é Ensure Drug Quality
Supply Chain Reliability: Achieved = Physical Product Quality: Achieved
when patients have safe and effective when a prescription drug is safe,
drugs, in adequate quantities, when effective, and free of contamination
they are needed.* and defects.*

@ Safeguard National Health I Grow Economy through
Security Domestic Production
Prevent or mitigate drug supply Generate economic benefits for the
disruptions associated with U.S. by supporting domestic drug
potential geopolitical conflict. manufacturing.

Increased domestic manufacturing is most helpful in safeguarding national health security and growing the economy.
Other steps may be more impactful and cost-effective in addressing chronic drug shortages and ensuring drug quality.
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Enhancing Domestic N95 Respirator CMS Payment Adjustment

Three changes to the payment adjustment would increase adoption and impact:

$ Simplify reimbursement and reporting methodology
% Expand to other product types

¢=| Publish a list of eligible domestically-made products

P/
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$ Simplity reimbursement and reporting using national
standard unit cost differential

Background
and Rationale

Currently, the payment adjustment is calculated individually by hospital.
Hospitals must buy both domestic and non-domestic product and report the difference in unit costs.
This requirement is an administrative burden to hospitals that has significantly limited uptake.

Stakeholder
Feedback

In the OPPS CY 2025 proposed rule, CMS asked for input on moving to a “national standard cost

differential” —i.e., reimbursing a standard amount (e.g., $0.20 per unit) for all hospitals.

Several commenters, including the American Hospital Association and MedPAC, have supported this potential
change. Some suggested that HHS collaborate with reliable benchmarking services, distributors, and GPOs to
establish and recalibrate an accurate differential.

Next Steps

CMS could propose a new payment methodology in future rulemaking that pays based on a “national
standard cost differential”, which would no longer require hospitals to buy non-domestic product or
report cost data.

CMS could work with ASPR and others to conduct industry research on domestic and non-domestic PPE
manufacturing costs and pricing to set and update the differential over time (e.g., annually).

healthpolicy.duke.edu/SupplyChainConsortium DUke
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https://www.aha.org/system/files/media/file/2024/09/AHA-Comments-on-CMS-Outpatient-Ambulatory-Surgery-Center-CY-2025-Proposed-Payment-Rule.pdf
https://www.medpac.gov/wp-content/uploads/2022/09/09122022_OPPS_FY2023_MedPAC_COMMENT_v2_SEC.pdf

/* Expand to other product types

* For numerous essential medical products used in hospitals, economic pressures cause

manufacturers to face challenges operating in the U.S. and maintaining a high degree of

reliability and resilience.
Background

and Rationale * Surgical N95 respirators (current payment adjustment only applies to these)

Non-surgical respirators
* Nitrile gloves
e Surgical gowns
* Essential generic sterile injectable drugs (see ASPR essential medicines report)
e Syringes, vials, IV bags

Stakeholder . Many stakeholders such as Premier GPO have expressed support for expansion to
Feedback other product types besides surgical N95 respirators.

Next Steps * Additional categories of domestically-made products could be made eligible for
payment adjustment under a simplified reimbursement and reporting methodology .
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https://aspr.hhs.gov/ibx/Pages/EssentialMedicines-2022.aspx
https://premierinc.com/newsroom/policy/premier-submits-comments-on-cy-2025-outpatient-proposed-rule?utm_source=chatgpt.com

Publish a list of eligible domestically-made products

* Currently, to submit for the payment adjustment, hospitals may rely on an attestation that they
obtain from the manufacturer that the N95 meets Berry Amendment requirements. Obtaining
these attestations is burdensome to hospitals.

The federal government has different standards for American-made and country of origin (Berry
Amendment, Buy American Act; Build America, Buy American Act; Made in USA Standards; and
Trade Agreements Act (TAA)).

Background
and Rationale

* Domestic N95 Payment Adjustment uses a high standard for domestic manufacturing throughout
Stakeholder the supply chain under the Berry Amendment.
* Achieving Berry Amendment requirements would likely be challenging for some drugs. Utilizing a

Feedback different standard and supplementing with the Strategic Active Pharmaceutical Ingredient Reserve
(SAPIR) may be an effective approach to improve supply chain security for some drugs.
Next Steps Manufacturers could provide an attestation to ASPR or another federal agency that their N95 (or
other products) meets relevant domestically-made requirements. ASPR or the other federal
agency could publish this list to reduce burden on hospitals.
. . . MARGOLIS INSTITUTE for
healthpolicy.duke.edu/SupplyChainConsortium Duke Health pO“Cy




Essential Medicines Butter Stock Payment Adjustment

Two changes to the payment adjustment would increase
adoption and impact:

ﬁ Expand the types of eligible hospitals

$ Simplify reimbursement and reporting methodology
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Expand types of eligible hospitals

i

* Current policy is limited to ~500 small and independent hospitals (representing <10% of hospitals and <5% of
hospital pharmaceutical usage).
Background * Nearly all hospitals, including large and midsize hospitals, are holding lower-than-ideal levels of buffer stock.
and Rationale o Per ASHP survey, >50% of hospitals hold 1 month or less and ~90% of hospitals hold 3 months or less of all
drug categories. See Appendix for details.
* Increasing the number of eligible hospitals improves the business case for manufacturers, wholesalers, and others
to create buffer stock programs on behalf of hospitals.

Expansion options:
* Expand to all hospitals that hold a 6 month buffer stock.
Next Steps * Expand to all hospitals with a phase-in to a 6-month buffer stock to minimize short-term demand-drive
shortage impacts.
o Phase-in starting with a 3 month buffer stock, or phase-in by region.
e Other partial expansion options could also be considered. However, these could create challenges for
health systems that have some qualifying hospitals and some non-qualifying hospitals.
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https://news.ashp.org/-/media/assets/drug-shortages/docs/2024/ASHP-Sterile-Fluid-Shortage.pdf

$ Simplity reimbursement using National Standard Unit Cost

Background * The current buffer stock policy requires hospitals to separately track and report costs on a supplemental

and Rationale cost report. This is burdensome, misses the most significant types of costs, and incentivizes higher costs.

 MedPAC’s comments in FY23 IPPS note that setting payment based on actual costs is a departure from
Medicare’s prospective bundled payment approach, and determining payment amounts at a national level
Stakeholder would be preferable. MedPAC’s comment on the buffer stock policy in FY25 IPPS, along with other
Feedback commenters on the N95 RFI in FY25 OPPS (AHA, Premier, etc) also noted that that paying based on a
national standard unit cost estimate would be preferable.

* Inthe FY25 IPPS rule, CMS determined that it is reasonable to assume inventory carrying costs to be 20% of
the cost of the medicines. Studies suggest that the cost of holding inventory is 14%-43% of inventory value
per year.123

* The most significant inventory cost is opportunity cost of capital, which is not a tangible cost that can be
reported on a supplemental cost report. CMS could consider sources that estimate cost of capital.

Change the payment adjustment to be based on a national standard unit cost estimate, which would

Next Steps _ . _ ) _ _
calculate an estimated average cost to U.S. hospitals of holding a buffer stock (including opportunity cost of
capital). The national standard unit cost could be set as a % of ASP.

1. Lambert and Lalonde 2. Monczka et al 3. Bowman & Cox Duke ﬁ?;%ﬂ'ggﬁg,



https://www.medpac.gov/wp-content/uploads/2022/06/06162022_FY2023_IPPS_LTCH_MedPAC_COMMENT_v2_SEC.pdf
https://www.medpac.gov/wp-content/uploads/2024/06/06062024_FY_2025_-IPPS_MedPAC_comment_SEC.pdf
https://www.aha.org/system/files/media/file/2024/09/AHA-Comments-on-CMS-Outpatient-Ambulatory-Surgery-Center-CY-2025-Proposed-Payment-Rule.pdf
https://www.regulations.gov/comment/CMS-2024-0199-1116
https://pages.stern.nyu.edu/%7Eadamodar/New_Home_Page/datafile/wacc.html
https://www.researchgate.net/publication/337113950_Inventory_Carrying_Costs
https://books.google.com/books?hl=en&lr=&id=2mf6DwAAQBAJ&oi=fnd&pg=PP1&dq=handfield+MONCZKA+supply+chain+textbook&ots=C__3esP4B8&sig=eSPRkURzGt5tvf1Xlps9umQBzQk#v=onepage&q&f=false
https://books.google.com/books/about/Logistical_Management.html?id=6nQeAQAAIAAJ

Addressing Root Causes of Shortages through
CMS Payment Reform

In an October white paper, we recommended
Congress provide funding and authority to Medicare
to implement a new payment program to incentivize
health care providers to enter into committed
contracts with reliable manufacturers of critical
generic drugs. We laid out detailed proposed
revisions to the 2024 Senate Finance Committee
Discussion Draft.

[=]%%[=]

Scan QR code for full paper. i-F
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Addressing the Root Causes of Drug Shortages:

Next Steps for Congress
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https://www.finance.senate.gov/chairmans-news/wyden-and-crapo-release-draft-legislation-to-combat-prescription-drug-shortages
https://www.finance.senate.gov/chairmans-news/wyden-and-crapo-release-draft-legislation-to-combat-prescription-drug-shortages
https://healthpolicy.duke.edu/publications/addressing-root-causes-drug-shortages-next-steps-congress
https://healthpolicy.duke.edu/publications/addressing-root-causes-drug-shortages-next-steps-congress

Duke-Margolis Dratt Recommendations to Retine
SEFC Proposal

1. Reduce Prescriptiveness of Legislation; Provide Flexibility to CMS to Develop
Program Through Rulemaking

2. Replace Manufacturer Reliability Agreements With Drug Supply Chain Reliability
Assessment Approach

3. Simplify Roles and Reporting by Removing “Program Participant” Category from
the Legislation
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https://healthpolicy.duke.edu/publications/drug-supply-chain-reliability-assessment-programs
https://healthpolicy.duke.edu/publications/drug-supply-chain-reliability-assessment-programs

Appendix
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ASHP Survey on Typical Hospital Butter Stocks

Survey Overview: Summary:
*  American Society of Health-System Pharmacists survey * Most hospitals, including large and midsize hospitals, hold
completed Oct 2024. low levels of inventory, contributing to patient care impacts
* Nearly 200 hospital respondents indicated they were during supply disruptions.
involved in purchasing/inventory management o >50% of hospitals hold 1 month or less and ~90% of
* Respondents by hospital bed size: >500 beds = 36%, 200- hospitals hold 3 months or less of all drug categories

499 beds = 30%, <200 beds = 27%

or less WS 1 month months months Respondents
10.3% 26.1% 35.8% 26.1% 1.2% 0.6% 165
8.3% 17.2% 32.0% 34.9% 7.1% 0.6% 169
7.5% 27.6% 36.2% 24.7% 4.0% 0.0% 174
8.6% 29.3% 33.9% 24.1% 3.4% 0.6% 174
9.4% 16.3% 36.3% 27.5% 8.1% 2.5% 160
10.1% 18.4% 34.8% 26.6% 8.9% 1.3% 158

High-cost drugs 34.5% 39.9% 19.6% 5.4% 0.6% 0.0% 168
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https://news.ashp.org/-/media/assets/drug-shortages/docs/2024/ASHP-Sterile-Fluid-Shortage.pdf

	Demand-Side Incentives for Domestic Production and Reliable Availability of Medical Products
	Briefing Agenda
	Duke-Margolis ReVAMP Drug Supply Chain Consortium
	Consortium Mission and Scope
	Impact of Chronic Drug Shortages is Severe
	Policymakers seek to tackle various challenges
	Policymakers seek to tackle various challenges
	Enhancing Domestic N95 Respirator CMS Payment Adjustment
	Simplify reimbursement and reporting using national standard unit cost differential
	Expand to other product types
	Publish a list of eligible domestically-made products
	Essential Medicines Buffer Stock Payment Adjustment
	Expand types of eligible hospitals
	Simplify reimbursement using National Standard Unit Cost
	Addressing Root Causes of Shortages through     CMS Payment Reform
	Duke-Margolis Draft Recommendations to Refine SFC Proposal
	Appendix
	ASHP Survey on Typical Hospital Buffer Stocks

