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Who Are We?
Together with our external consultants, we are a team of bipartisan professionals with more than 
100 years of experience in Washington, D.C. politics and policy:

• Shoshana Krilow leads our team in D.C. She has worked as a health policy advisor in both the 
House of Representatives and the United States Senate, most notably during the debate and 
passage of the Affordable Care Act

• Steve Rixen has been with Vizient for more than 14 years and previously worked on Capitol 
Hill for two U.S. Senators, handling a variety of issues with a focus on health policy

• Jenna Stern became a part of Vizient’s D.C. team in 2020. She previously worked on a variety 
of health policy issues for a large healthcare professional association and as a consultant

• Daniel Lubertazzi joined our team after several political and policy internships, including a 
governor’s office, and assists with research, drafting correspondence and conducting day-to-
day administrative support

More importantly, we are 
NON-PARTISAN
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How Can We Work Together?
Washington Update Newsletter – Bi-weekly email newsletter 
covering developments from Capitol Hill and the regulatory 
agencies, and how they may impact hospitals.
Public Policy Updates – Deliver in-person or virtual updates 
to member hospitals.
Connecting with Policymakers – Connect members to 
officials on Capitol Hill or in the Executive Branch agencies.
Legislative and Regulatory Summaries – Provide 
summaries of emerging legislative and regulatory issues.
Answering Your Questions – We are always available to 
answer questions or conduct research into specific legislative 
or regulatory issues.
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What Do We Care About? 

• Supply Chain Resiliency
• Non-profit health care tax exemption
• Efficiency and value in health care 

delivery
• Ex: ACOs, VBP, Bundled Payments, Star 

Ratings

• 340B Drug Pricing Program
• Hospital outpatient department site-

neutral payment policies 

• Graduate medical education 
• Prescription drug shortages
• Prescription drug pricing
• Biosimilars
• Telehealth
• Tariffs/trade policy
• Cybersecurity
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Because Politics Shape Policy…
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Is Bipartisanship “Back”…Or Broken?

Major Bipartisan Senate Action, Past & Future, 2021 Vote Margin
COVID-19 Hate Crimes Act 94-1

US Innovation & Competition Act 68-32
Juneteenth National Independence Day Act Unanimous Consent

US Capitol Security Funding & 
Afghan Refugee Relocation

98-0

Bipartisan Infrastructure Funding 69-30
National Defense Authorization Act Expected

FY22 Appropriations Expected
Increasing the Debt Ceiling Fingers Crossed

6

Big Bipartisan Possibilities

CHIPS USICA NDAA POLICE
INFRASTRUCTURE
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Does Polling on the Economy Tell Us Anything?
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“Consumer Sentiment” Depends On Which Party Holds the White House

Source: Axios

Consumer Sentiment By Political Party
(Higher Index Value Equals More Economic Confidence, June 2016 - June 2021)
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What Are We Missing While We’re Watching COVID?
Year Biggest News Story Greatest Long-term Impact

1994 GOP Captures 
Congress

First Internet 
Browser Launched

2001 9/11 Terrorist 
Attacks

China joins 
the WTO

2007 Mortgage Foreclosure 
Crisis

The iPhone 
is Born

2020 COVID-19 
Pandemic ???
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From Capitol Hill…
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COVID-19 Relief – The American Rescue Plan
Congress approved in a party-line votes President Biden’s $1.9 trillion coronavirus 
relief plan through budget reconciliation.

– A 5-percentage point increase to the Federal Medical Assistance Percentage (FMAP) 
for all Medicaid beneficiary groups (including newly eligible Medicaid expansion 
populations) for states that have not expanded Medicaid. 

– Provides increased Affordable Care Act (ACA) tax credits to purchase health insurance 
through ACA Marketplaces for those under 400% FPL and makes tax credits available 
for those making more than 400% FPL.

– Provides increased marketplace tax credits for those who have received unemployment 
insurance and offers tax relief to those who would otherwise have to return ACA 
subsidy overpayments. 

– Subsidizes 100% of COBRA coverage for workers that faced involuntary termination to 
receive coverage under their employment-based health plan through Sept. 30, 2021.

– $8.5 billion in support for rural providers
– State option for 12 months of postpartum Medicaid and CHIP coverage for mothers.
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Government shutdown averted… for now  
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And the debt ceiling looms too (sort of)
• Congress to raise the debt ceiling until approx. 

Dec. 3, 2021
• Washington would face threat of default unless 

Congress acts before 

• September 30: Congress passed, and President 
Biden signed into law legislation to fund the 
government until Dec. 3, 2021 

• House vote: 254 -175 
• Senate vote: 65 – 35 
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It’s Always Infrastructure Week
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Infrastructure legislation moving forward on a two-track process:
• Senate approved a $1+ trillion ($579 billion in new spending) Bipartisan 

Infrastructure bill.
• House previously “committed” to voting on this by September 27, but the vote 

did not happen 
• House and Senate both approved partisan budget resolution authorizing $3.5 trillion 

Budget Reconciliation package including:
• Drug pricing reforms
• Medicare benefits expansion (dental, hearing, vision)
• Continuation of ACA Marketplace affordability changes
• Medicaid coverage gap provisions
• Lowering Medicare eligibility age?

Path Forward still Highly Complicated!!
• 50-50 Senate leaves very little room for overly-ambitious health proposals.
• Narrow majority in the House – with notable friction between left and moderates 

on substance & which bill goes first, may narrow path for compromise. 
• Budget reconciliation process and realities may limit more aggressive policy 

changes. 

Other Major Issues 
Crowding the Agenda: 
 Raising the debt 

ceiling by Dec. 3
 Funding the 

government (Dec. 3) 
 POLITICS
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September 27 came and went…
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Infrastructure legislation currently/perpetually…stuck.
• Senate approved a $1+ trillion ($579 billion in new spending) Bipartisan Infrastructure bill

• House vote DELAYED

Key Provisions:
• $66B in passenger and freight rail 

expansion
• $110B for repairing highways, roads, 

and bridges
• $25B for airports 
• $39.2B for public transit
• $65B for broadband
• $55B in clean water investments 
• $65B for the power grid
• $16.6B for ports and waterways
• $47.2B for cybersecurity to address 

critical infrastructure needs 
• $21B to clean up polluted waste sites 

$550 Billion in New Spending Over 5 Years
Key Payfors:
• $51B from delaying Medicare Part D rebate rule 
• $21B from extending by two years the 2% 

mandatory sequester of Medicare payments to 
providers

• $3.1B from reducing Medicare spending on 
discarded medications from large, single-use drug 
vials

• $21.4B from repurposing certain unused COVID 
relief dollars

• $6B from extending customs user fees
• $50B from recouping fraudulently paid benefits from 

enhanced federal Unemployment Insurance (UI) 
supplemental payments
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Budget Reconciliation Process
Budget Reconciliation is a process that allows items impacting spending and 
revenue to use special procedure to avoid the Senate filibuster (which requires 60 
votes to end debate). 
It is a complex process but has been used regularly in recent years: 
A. Requires budget resolution authorizing budget reconciliation
B. Committees of jurisdiction are required to deliver legislation achieving savings targets 
C. Congress must approve the package 

• Filibuster can be avoided in the Senate, but process is complex.
• Provisions of reconciliation are subject to the “Byrd Rule” meaning only items impacting 

spending or revenue are “germane” as determined by the Senate parliamentarian.

Questions remain about how many reconciliation vehicles can be used!
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Push for a social infrastructure bill continues 
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“It doesn’t matter whether it’s in six 
minutes, six days or six weeks. We’re 

going to get it done.”
- President Biden on Infrastructure, October 2, 2021
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Dental, Vision, Hearing Benefits Likely to 
be Added to Traditional Medicare

• Originally a top priority for Senator Sanders (I-VT), it now 
enjoys wide support within the Democratic Caucus in the 
Senate

• Cost and implementation of a dental benefit is a major 
challenge 

• Senate Democrats discussion a short-term benefit that would 
provide Medicare beneficiaries with an FSA/HSA/dental card

Rx Pricing Reforms
• Medicare Part D Redesign - capping out of pocket costs for 

seniors, changing liability in the catastrophic phase
• Inflation-based caps for Rx drugs in Medicare Part B and D
• Potential Medicare direct negotiation for a limited set of drugs
• Possible linkage to domestic reference price
• Manufacturers pay significant tax penalties for not engaging 

in negotiation 

Medicaid Coverage 
Gap Continued Enhancement 

of ACA Tax Credits
Home and Community 

Based Care• Coverage for low-income individuals 
in12 states that have not expanded

• Policy would provide these individuals 
with tax credits and subsidies to 
purchase coverage through the ACA 
marketplace with a potential transition 
to a federal Medicaid program down 
the road

• Extend (or make permanent) the 
American Rescue Plan subsides 
that make ACA plans more 
affordable

• House Energy & Commerce package 
included $190b (original request was 
$400b from Biden Administration)

• Policies would expand services as 
well as reimbursements for providers 
in the home

Main Health Policies in Reconciliation Package



Will Debt and Deficits Matter?

Select Stimulus Bills & Tax Cuts 2020 Dollars % US GDP

American Rescue Plan (2021) $1.90T 9.1%
Bipartisan Infrastructure (2021)* $550B 2.4%

Democrats’ Reconciliation Bill (2021)* $3.50T 15.4%
Phase 4 Covid Relief (2020) $900B 4.3%

CARES Act (2020) $2.02T 10.2%
Tax Cuts & Jobs Act (2017) $1.9 - $3.0T

ARRA (2009) $1.03T 5.8%
Marshall Plan (1948) $154B 5.2%

New Deal (1930) $835B 12.6%

17

We’re All Modern Monetary Theorists Now

Sources: Axios, Cowen & Co, WaPo; TCJA ($1.9T in 2020 $ over 10 yrs, $3.0T if extended)
*As of 9/30/2021, not yet law
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Political Dynamics
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… to Pennsylvania Ave
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White House Report on Critical Supply Chains (June 8) 
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“A new approach is needed to 
ensure more resilient supply chains 

that includes improving 
transparency, building emergency 
capacity, and investing in domestic 

production.” – WH Fact Sheet 

Recommendations/near-term actions include: 
• Support domestic production of critical 

medicines through a public-private 
consortium (will start with 50-100 critical 
drugs from FDA’s essential medicines list) 

• Deploy Defense Production Act to expand 
production capacity in critical industries 

• Invest in the development of new 
pharmaceutical manufacturing 

• Improve transparency throughout the 
pharmaceutical supply chain

• Reform and strengthen U.S stockpiles  
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Working to Address Supply Chain 
Bottlenecks
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Health Care Focus in Competition Executive 
Order

Directs Justice, FTC to review 
and revise health care merger 
guidelines to ensure patients 
are not harmed by mergers.

Urges FTC to issue regulations 
ensure requirements “to curtail 
the unfair use of non-compete 

clauses” and “unfair 
occupational licensing 

restrictions” and other clauses 
or agreements that may 

unfairly limit worker mobility.

Drug Pricing (e.g., importation, 
expand support for generic and 

biosimilar drugs, Medicare 
negotiation)

Urges HHS to continue 
implementation of Price 

Transparency regulations.
Urges HHS to finalize surprise 

billing restrictions. 
Calls for the creation of a 

standardized plan option on the 
health insurance marketplace.
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American Pandemic Preparedness: 
Transforming our Capabilities 
On September 3, the White House released its plan for how to better prepare 
for and respond to future pandemics and other biological threats. Five key 
pillars include:
1. Transforming our Medical Defenses, by improving/expanding upon vaccines 

and therapeutics
2. Ensuring Situational Awareness about infectious disease threats 
3. Strengthening Public Health Systems, with a focus on reducing inequities 

and protecting the most vulnerable
4. Building Core Capabilities, including PPE, stockpiles and supply chains
5. Managing the Mission, with seriousness of purpose and accountability, akin to 

the Apollo mission
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Prescription Drug Pricing Plan Released!
On Sept. 9, 2021, per an Executive Order, HHS released “High Drug 
Prices: A Report in Response to the Executive Order on 
Competition in the American Economy”. Includes both legislative 
and administrative actions.

24

Guiding Principles
1. Make drug prices more affordable and equitable for all consumers and 

throughout the health care system
2. Improve and promote competition throughout the prescription drug 

industry
3. Foster scientific innovation to promote better health care and improve 

health
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Path Out of the Pandemic 
President Biden’s six-pronged strategy to combat COVID-19 –

announced September 9  

25

Vaccinating the Unvaccinated

Further Protecting the Vaccinated

Keeping Schools Safely Open 

Increasing testing and requiring masking 

Protecting our Economic Recovery 

Improving Care for those with COVID-19   
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Vaccinating the Unvaccinated
- The Occupational Safety and Health Administration (OSHA) is 

developing a rule requiring all employers with at least 100 
employees to make sure their workforce is fully vaccinated. In the 
future, OSHA will issue an Emergency Temporary Standard (ETS) 
to introduce the vaccine requirement.

- Enforcement: According to President Biden’s initial announcement, 
non-compliant companies may face a potential fine of up to $14,000 
from OSHA per violation, though more information around 
enforcement is expected in the future.

- Requiring COVID-19 Vaccinations for Over 17 Million Health Care 
Workers at Medicare and Medicaid Participating Facilities:

- In addition to the greater mandate for large employers, the Centers 
for Medicare & Medicaid Services (CMS) is also taking action to 
require COVID-19 vaccinations for workers in most health care 
settings that receive Medicare or Medicaid reimbursement. 

- It is unclear where/when we will see this policy promulgated
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Vaccine regulations? 
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Regulatory Update 
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Key HHS Leaders 
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• HHS Secretary: Xavier Becerra
• Surgeon General: Dr. Vivek Murthy
• Centers for Disease Control & Prevention (CDC) 

Director: Dr. Rochelle Walensky
• COVID-19 Equity Task Force Chair: Dr. Marcella 

Nunez-Smith 
• COVID-19 Response Coordinator and Counselor to 

the President: Jeff Zients 

• Chief Medical Adviser to the President on COVID-19: Dr. Anthony Fauci
• Centers for Medicare & Medicaid Services (CMS) Administrator: Chiquita Brooks-LaSure
• Center for Medicare and Medicaid Innovation Director: Liz Fowler
• Food and Drug Administration (FDA) Commissioner: Dr. Robert Califf (rumored), Dr. Janet 

Woodcock serving as Acting Commissioner 



FY 2022 Inpatient Prospective Payment 
System (IPPS) Final Rule  
On April 27, CMS released the IPPS proposed rule, comments were due June 28, and the final rule 
was released August 1, 2021. Most provisions will be effective October 1, 2021. 

30

Finalized: 
CMS repeals FY 2021 IPPS 

market-based relative 
weight policy

Not Finalized (separate 
rulemaking anticipated): 

Distribution process for 
1,000 new residency 

positions

Not Finalized:
Organ acquisition payment 

policy revision and 
codification 

Finalized: 
Data modification (e.g., 

sources and methodology), 
to limit disruption due to 

COVID-19

Future rulemaking and 
comment opportunity 

expected: 
Requests for Information on 

Health Equity and Digital 
Quality Measurement  

Finalized: 
MS DRG 018 to now include 

CAR T and other 
immunotherapies
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CY22 Physician Fee Schedule Proposed Rule 

• Updates Payment Amounts for 2022: $33.58 conversion factor which is a -3.75% 
change from 2021 (not including potential cuts due to sequestration and statutory 
Pay-As-You-Go Act of 2010) 

• Expansion of Telehealth for Mental Health Services per Consolidated 
Appropriations Act, 2021
– CMS proposes other telehealth and virtual health policies, including five new 

remote therapeutic monitoring codes 
• Delay enforcement of Appropriate Use Criteria
• Clarifications to E/M reporting: Split/shared visits, critical care services and 

services of teaching physicians 
• Commitment to promote health equity and digital quality measurement
• Vaccine administration services requests for comment, including at-home 

administration 
31

On July 13, 2021, CMS released the PFS Proposed Rule with comments due Sept. 13. 
The following key proposals are included: 
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Additional Potential Payment Reductions in 2022 
Sequestration Suspension. The moratorium on 
the Medicare 2% sequester will expire 
December 31, 2021.

Paygo. The American Rescue Plan ($1.9T) may 
trigger an additional 4% cut in 2022 due to 
statutory Pay-As-You-Go Act of 2010

Total Cuts could be -9.75% in CY 2022.
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Hospital Price Transparency Requirements
CMS issued a final rule requiring hospitals to make public standard charges for items and 
services they provide beginning Jan 1, 2021. 

33

Make “Standard Charges” Public:
- All hospitals make public the standard 
charges for all items and services they 
produce in a machine-readable format. 

- Charges must be easily accessible in a 
single digital file and include a description 
of the item or service, and the item or 
service’s five standard charges, which 
include the:
- Gross Charge
- Payer-specific Negotiated Charge
- Discounted Cash Price
- De-identified Minimum Negotiated Rate
- De-identified Maximum Negotiated Rate

Display 300 Shoppable Services: 
- Hospitals to make public standard charges 
for at least 300 “shoppable services”

- Of the 300 services, CMS specified 70 and  
the other 230 will be hospital-selected.

- Each shoppable service displayed must 
include a plain-language description.  

- CMS is requiring that the five standard 
charges for each shoppable service must 
be displayed on the webpage prominently, 
must be easily accessible free of charge 
and must be updated at least annually.
- Hospitals may also meet these 
requirements if they utilize an internet-
based price estimator tool.



Let’s Revisit Those Penalties…

34

CMS proposes to establish a minimum penalty amount and apply a scaling factor to 
increase the penalty in a manner uniquely tailored to the noncompliant hospital.
- For the scaling factor, CMS proposes to use the hospital’s number of beds (as 

specified in the hospital’s cost report) 
- Total penalty amounts range from $109,500 - $2,007,500 per hospital per calendar 

year 
Number of beds Penalty Applied Per Day Total Penalty Amount for full 

Noncompliant Calendar Year
30 or fewer $300 per hospital $109,500 per hospital

31 up to 550 $310 -$5,500 per hospital 
(number of beds times $10) 

$113,150 - $2,007,500 per 
hospital 

>550 $5,500 per hospital $2,007,500 per hospital
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CY 2022 Outpatient Prospective Payment System 
(OPPS) Proposed Rule 
On July 19, 2021, CMS released the OPPS Proposed Rule (comments due Sept. 17); the following  
proposals were included: 

35

Increase payment rates by 2.3% when quality reporting requirements are met 

Due to COVID-19, use CY 2019 data to set CY 2022 OPPS/ASC payment system 
rates 

Increase range of financial penalties for hospital price transparency penalties; 
$300/day  - $5,500/day depending on bed count 
Halt the CY 2021 policy to eliminate the inpatient only (IPO) list, add 298 services 
back to IPO list, and remove 258 procedures from the ASC covered procedures 
list

Requests for Information on Health Equity and Digital Quality Measurement  

Comment request on certain COVID-19 related flexibilities (e.g., telehealth for mental 
health services, direct supervision and COVID-19 specimen collection)
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Surprise Billing – Interim Final Rule Part 1 
On July 1, 2021, several agencies collectively issued an interim final rule with comment (IFC) to 
provide patient protections from surprise medical bills when they receive:
• Emergency services
• Non-emergency services from out-of-network providers at in-network facilities
• Air ambulance services
• Ancillary care from an out-of-network provider at an in-network facility 
• Certain out-of-network charges without advance notice 

Highlights of the IFC: 
• Key provisions, including consumer protections, take effect Jan. 1. 2022 
• Provides the methodology for the “qualifying payment amount” (considered by arbiters  if the 

health plan and providers can't agree on how much doctor/hospital should be paid)
• Addresses balance billing and limits the total amount paid to the provider or facility 
• Patient notice and consent requirements and provider/facility disclosure requirements

Further rulemaking on the audit process and IDR process are expected in October and 
December 2021. FAQs issued Aug. 20, 2021, provide enforcement discretion related to the 
advanced explanation of benefits and indicated regulations regarding provider directories, 
balance billing disclosures, and continuity of care will be released after Jan. 1, 2022.
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Surprise Billing Part 1.5 
HHS and other federal departments released a proposed rule: 
Requirements Related to Air Ambulance Services, Agent and Broker 
Disclosures, and Provider Enforcement; comments due October 18, 2021
• Provides the process by which HHS would investigate complaints and 

potential violations of PHS Act provisions and, if warranted, take enforcement 
action (e.g., civil money penalties up to $10,000 per violation), against 
providers and facilities, including providers of air ambulance services

• Requires health insurance issuers to disclose to policyholders and to report to 
HHS any direct or indirect compensation from the issuer to an agent/broker 
associated with enrolling individuals in such coverage

• Implements many provisions related air ambulances  
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Surprise Billing Part 2 

38

Independent Dispute Resolution (IDR) Process 
• Before IDR, disputing parties must initiate a 30-day “open 

negotiation” period to determine a payment rate
• if this fails, either party can initiate the IDR process four days after 

open negotiation ends 
• Parties are required to jointly select an IDR entity (or HHS will 

choose one) 
• Disputing parties submit proposed payments rates and supporting 

documentation to IDR entity 10 days after the IDR entity is selected 
• IDR entity has 30 business days to select one of the two submitted 

rates as the payment amount 

Other highlights: 
• Good Faith Estimates for 

Uninsured or Self-pay 
Individuals: HHS to provide 
enforcement discretion until 
Dec. 31, 2022

• Patient-Provider Dispute 
Resolution: Process 
available to the patient if the 
billed charges are 
substantially in excess of the 
good faith estimate)

On September 30, the Department released another interim final rule which provides additional 
details to implement the surprise billing regulations

What’s the catch? The rule indicates the certified IDR entity must 
begin with the presumption that the qualifying payment amount 
(QPA) is the appropriate out-of-network amount, giving more weight 
to the QPA than hospital stakeholders requested.
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• $25.5B new funding now available 
($17.5B for Phase 4; $8.5B American 
Rescue Plan funds for rural 
providers)

– Application open for four weeks 
(September 29 – October 26)

– Apply thought the Provider Relief 
Fund Application and Attestation 
Portal 
(https://cares.linkhealth.com/#/) 

– Since application for both Phase 4 

General Distribution and American 
Rescue Plan rural funds 

• Releases detailed information on 
PRF Phase 3 payments and 
methodology; information on Phase 
3 reconsideration process 
forthcoming

• 60-day grace period for providers not 
meeting the Sept. 30, 2021, reporting 
deadline 

Provider Relief Fund – New Funds Announced!

39

September 10 – HHS and HRSA share critical Provider Relief Fund news: 
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Surprise Billing Part 2
Independent Dispute Resolution (IDR)

• Before IDR, disputing parties must initiate a 30-day “open negotiation” period to determine a 
payment rate 

• IDR determinations are binding 
• Certified IDR entity must consider begin with the presumption that the QPA is the appropriate out-

of-network amount

Good Faith Estimates for Uninsured or Self-pay Individuals

• Until December 31, 2022, HHS will exercise enforcement discretion where a good faith estimate 
provided to an uninsured (or self-pay) individual does not include expected charges from other 
providers and facilities involved in the individual’s care  

Patient-Provider Dispute Resolution where the good faith estimate is substantially in excess of the 
good faith estimate 

• HHS defines “substantially in excess” as the billed charges being at least $400 more than the 
good faith estimate
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DSCSA – Recent Activity 
Enhanced Drug Distribution Security at the Package Level Under the Drug Supply 
Chain Security Act (Meeting scheduled November 16, 2021)

June 3, 2021: FDA provides numerous DSCSA guidance updates

• Two final guidances: Product Identifiers Under the Drug Supply Chain Security Act, Questions and Answers ​& 
Enhanced Drug Distribution Security at the Package Level under DSCSA 

• Revised draft guidance: Definitions of Suspect Product and Illegitimate Product for Verification Obligation under 
DSCSA

• New draft guidance: Enhanced Drug Distribution Security at the Package Level under DSCSA​

June 1, 2021: FDA webinar, FDA Drug Topics: Enhanced Drug Distribution Security: 
2023 and Beyond“

December 8-9, 2020: Meeting – DSCSA pilot project program and enhanced drug 
distribution security​ (Comment period was extended until June 22, 2021​)
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Unapproved Drugs Initiative - Update 
On May 27, 2021, HHS and FDA published a reversal of the December 2020 decision to 
terminate the Unapproved Drugs Initiative (UDI). Highlights of the notice: 
• Assertion that HHS did not consult with FDA before issuing the termination notice 
• Concern that the December notice misinterpreted the term “new drug”/ interpretation was 

counter to FDA policy and court decisions 
• Disputing UDI being linked to drug price increases 
• May 2021 notice indicates additional guidance on enforcement priorities is forthcoming 
• Vizient remains actively engaged on this issue 
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Compounding – Recent Activity 

• October 5, 2021: Revised draft 
guidance, "Hospital and Health 
System Compounding Under Section 
503A of the Federal Food, Drug, and 
Cosmetic Act"

• September 14-15, 2021 (virtual 
meeting)

• March 23, 2021: List of Bulk Drug 
Substances for White There is a 
Clinical Need Under Section 503B of 
the Federal Food, Drug, and 
Cosmetic Act
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FDA’s Device Program 
The CARES Act gave FDA statutory authority to 
help prevent or mitigate device shortages during, 
or in advance of, a public health emergency.
• FDA’s FY 2022 budget includes $21.6 million 

for a new “Resilient Supply Chain and 
Shortages Prevention Program” (RSCSPP)

• Funding would provide, for the first time, 
resources to establish a permanent program 
for U.S. supply chain resilience for medical 
devices (e.g., regulatory measures and 
partnerships with industry, health care 
providers, patients and others; development 
and application of supply chain intelligence for 
predictive modeling; early signal detection 
and continuous surveillance; and preventive 
measures)

44

“We look forward to continuing to work with 
Congress to ensure the FDA has the 

resources and authority it needs to carry out 
our vital public health mission to protect and 

promote the public health.” – Janet Woodcock 
regarding “FDA’s Budget: Medical Device Supply Chain and 

Shortages Prevention Program”



FDA User Fee Acts (UFA) – Reauthorization 
Efforts Underway! 
5-year sunset (e.g., PDUFA VI expires in September 2022; negotiations for PDUFA 
VII underway)

• Reauthorization process takes place over several years
Fees must be used only for human drug and device approval activities (e.g., 
increase staffing, other resources)

• How funds are used depends, in part, on discussion with industry
• Performance goals negotiation by industry and FDA related to drug and device review times  

User fees supplement Congressional appropriations 

Types of “UFAs”
• Prescription Drug User Fee User Fee Act (expires September 2022) 
• Medical Device User Fee Act  
• Generic Drug User Fee Act  
• Biosimilar User Fee Act 
• OTC Monograph User Fee Act (NEW “OMUFA”, per CARES Act)
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340B Drug Pricing Program Updates 
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Contract Pharmacies Administrative Dispute Resolution (ADR)

• Since July 2020, manufacturers have been imposing 
policies that limit covered entities’ use of contract 
pharmacies

• Dec 30/21: HHS issues advisory opinion indicating 
manufacturers contract pharmacy policies are not 
legally supported 

• May 17/21: HRSA finds 6 manufacturers are in 
violation of the 340B statute due to contract 
pharmacy limitations and ongoing violation may lead 
to civil monetary penalties. 

• June 16/21: District court sides with one drug 
manufacturer

• Sept 22/21: HRSA sent letters to manufacturers 
indicating that the matter has been referred to 
the HHS Office of the Inspector General due to 
their refusal to comply

• In 2016, HRSA started ADR rulemaking 
process

• Dec 14/20: ADR Rule, which requires 
establishment of an ADR panel to hear 
340B drug pricing disputes, is finalized. 
However, appointments to the ADR panel 
have yet to occur. Rule effective Jan 
13/21. 

• Winter 2021: Drug manufacturers initiate 
litigation arguing the ADR rule is invalid 
because it was effectively withdrawn

• March 2021: A court sides with one 
manufacturer; other cases not decided
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Recent Vizient COVID-19 Advocacy - 2021
Oct. 9 – Vizient provides additional information to DoT Port Envoy regarding health care supply chain and shipping 
delays

Sept. 24 – Vizient comments to HRSA on COVID-19 Provider Relief Fund reporting activities

Sept. 23 – Vizient urges the U.S. Trade Representative to extend tariff relief for critical medical supplies 

Sept 21 – Vizient provides input to Congress on ways to address social determinants of health 

Sept 17 – Vizient comments on the CY 2022 Medicare OPPS and ASC proposed rule

Sept 13 – Vizient comments on the CY 2022 Medicare PFS and QPP proposed rule

Sept. 9 – Vizient outlines hospital priority requests for budget reconciliation legislation
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This information is proprietary and highly confidential. Any unauthorized dissemination, 
distribution or copying is strictly prohibited. Any violation of this prohibition may be subject 
to penalties and recourse under the law. Copyright 2021 Vizient, Inc. All rights reserved.

Jenna Stern
Senior Regulatory Affairs and Public Policy Director 
Jenna.Stern@VizientInc.com

mailto:Shoshana.Krilow@VizientInc.com
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