
State of Infrastructure and Reconciliation Negotiations 

After President Biden signed the Bipartisan Infrastructure Investment and Jobs Act into law on 
November 15, 2021, the House of Representatives turned to focus on passing the Build Back 
Better Act. The House approved the legislation 220-213 on November 19, 2021; the vote split 
along party lines with the exception of Rep. Jared Golden (D-ME), who opposed the measure over 
concerns over the increased state and local tax (SALT) deduction despite expressing an openness 
to support the final bill as modified by the Senate. Successful passage sends the bill to the upper 
chamber, where Senate leadership hopes to complete their work on the legislation before the 
end of the year. 

The final vote was delayed following a marathon floor speech by Minority Leader Kevin McCarthy 
(R-CA), who used his privilege as party leader to launch a filibuster-style broadside against the 
bill, laying out the GOP critique of reckless spending and tax hikes.  

Senator Joe Manchin (D-WV), who represents the fiftieth vote for the package, has not yet 
committed to support the bill and has already indicated that he does not feel the need to move 
the Build Back Better Act quickly, citing concerns with how the legislation is paid for. Below you 
will find charts from the Committee for a Responsible Federal Budget that details what is in the 
House passed version of the Build Back Better Act. 
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PRG will continue to monitor the situation and will provide updates as necessary. 
 
Drug Pricing Update 
 
Included in the House version of the Build Back Better Act are a number of drug pricing provisions.  
The negotiated prices are to be put in place in 2025, and only Medicare Part B and Part D are 
eligible for these prices. There is a good chance that these provisions will change as the Senate 
takes up the legislation. However, because Democrats in both the House and Senate campaigned 
on lowering drug pricing, it is likely that some form of drug pricing negotiation will be included in 
the final bill. 
 
Brief notes on the prescription drug provisions that are included in the House Passed bill are 
below. 
 
Section 26001. Requirements with Respect to Cost-Sharing for Certain Insulin Products.  
 
Requires group health plans and issuers offering group health insurance coverage to cover at least 
one dosage form and type of insulin under the deductible and limit cost-sharing to the lesser of 
$35 per month or 25 percent of the negotiated price under the plan.  
 
Section 26002. Oversight of Pharmacy Benefit Manager Services.  
 
Requires pharmacy benefit managers (PBMs) to provide reports in machine-readable format to 
sponsors of group health plans every six months. Reports required under this section must include 
information regarding the administration of prescription drug benefits by PBMs and detailed 
information regarding the rebates, fees, and other compensation paid to the PBMs.  
 
Section 139001. Providing for Lower Prices for Certain High-Priced Single Source Drugs.  
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This provision adds a new Part E to Title XI of the Social Security Act which directs the Secretary 
of the Department of Health and Human Services (HHS) to establish a Drug Negotiation Program 
to reduce spending on and out-of-pocket costs for prescription drugs. The Secretary shall publish 
a list of selected drugs; enter into agreements with manufacturers of selected drugs; and 
negotiate and renegotiate maximum fair price (MFP) for each selected drug beginning in plan 
year 2025.  
 
Each year, the Secretary will identify the 100 brand-name drugs that lack price competition for 
negotiation and for which 9 years has elapsed since the drug was first marketed for small 
molecule drugs and 12 years for biologicals. From that list, the Secretary will negotiate up to 10 
drugs in 2025, 15 drugs in 2026 and 2027, and 20 drugs thereafter. Insulin products must also be 
negotiated. A drug selected for negotiation would continue to be included in the program until 
competition enters the market. Certain orphan drugs and drugs with Medicare Parts B and D 
expenditures that are less than $200 million are exempted from negotiation. Certain small 
biotech drugs are exempted from negotiation for initial price applicability years 2025, 2026, and 
2027. Medicare Part D prescription drug plans will be required to cover selected drugs on the 
formulary.  
 
Negotiation. The Secretary is required under the legislation to directly negotiate with drug 
manufacturers to establish a maximum fair price. The legislation also establishes a price ceiling 
for various categories of drugs: 75 percent of the non-Federal average manufacturer price for 
drugs on the market between 9 and 12 years, 65 percent of the non-Federal average 
manufacturer price for drugs on the market between 12 and 16 years, and 40 percent of the non-
Federal average manufacturer price for drugs that have been on the market for more than 16 
years.  
 
Section 139002. Selected Drug Manufacturer Excise Tax Imposed During Noncompliance 
Periods.  
 
The section also establishes an excise tax that will be levied against manufacturers during periods 
when the manufacturer is noncompliant with the requirements of the fair price negotiation 
program by adding a new section 4192 to Subchapter E of Chapter 32 of the Internal Revenue 
Code. 
 
Section 139003. Funding. 
 
This provision invests $300,000,000 for each of fiscal years 2022 through 2031 into 
implementation of prescription drug negotiation. 
 
Section 139101. Medicare Part B Rebate by Manufacturers.  
 
This provision establishes a mandatory rebate for drug manufacturers for certain Medicare Part 
B drugs with prices increasing faster than inflation beginning on July 1, 2023. Under this provision,  
the Secretary of HHS shall calculate a rebate amount based on the total number of units with 
respect to a Part B rebatable drug, including for the Medicare program and the commercial 
market, and determine the inflation-adjusted payment amount based on the percentage by 
which the price exceeded the inflation benchmark. Should a manufacturer not pay the mandated 
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rebate, the manufacturer shall be subject to a civil monetary penalty equal to or at least 125 
percent of the rebate amount for such calendar quarter.  
 
Section 139102. Medicare Part D Rebate by Manufacturers.  
 
This provision establishes a mandatory rebate for drug manufacturers for certain Medicare Part 
D drugs with prices increasing faster than inflation beginning in 2023. Under this provision, the 
Secretary shall calculate a rebate amount based on the total number of units with respect to a 
Part D rebatable drug, including for the Medicare program and the commercial market, and 
determine the inflation-adjusted payment amount based on the percentage by which the price 
exceeded the inflation benchmark. Should a manufacturer not pay the mandated rebate, the 
manufacturer shall be subject to a civil monetary penalty equal to or at least 125 percent of the 
rebate amount for such calendar quarter. 
 
Section 139201. Part D Benefit Redesign.  
 
This provision caps the costs for prescription drugs by setting the annual out-of-pocket limit at 
$2,000 beginning in 2024 and lowers beneficiary coinsurance in the initial coverage phase to 23 
percent. The section reduces from 80 percent to 20 percent the government reinsurance in the 
catastrophic phase of Part D coverage for applicable brand drugs and for non-applicable drugs, 
government reinsurance is 40 percent in the catastrophic phase. The provision also converts the 
current coverage gap discount program into a benefit-wide responsibility, requiring 
manufacturers of branded drugs to contribute to payments in both the initial (10 percent) and 
catastrophic phases (20 percent) of the benefit, and allowing for a discount phase-in for certain 
drug manufacturers.  
 
Section 139202. Maximum Monthly Cap on Cost Sharing Payments Under Prescription Drug 
Plans and MA-PD Plans.  
 
This provision allows Part D plans to spread out the out-of-pocket costs for beneficiaries over the 
plan year. 
 
Section 139301. Prohibiting Implementation of Rule Relating to Eliminating the Anti-Kickback 
Statute Safe-Harbor for Prescription Drug Rebates.  
 
This provision prohibits the implementation after January 1, 2026, of the final rule entitled “Fraud 
and Abuse; Removal of Safe Harbor Protection for Rebates Involving Prescription Pharmaceuticals 
and Creation of New Safe Harbor Protection for Certain Point-of-Sale Reductions in Price on 
Prescription Pharmaceuticals and Certain Pharmacy Benefit Manager Services Fees” that was 
published by the Office of the Inspector General of HHS on November 30, 2020. 
 
Section 139401. Appropriate Cost-Sharing for Certain Insulin Products Under Medicare Part D.  
 
This provision limits cost-sharing for insulin products under Medicare Part D to be no higher than 
$35.  
 
Section 139402. Coverage of Adult Vaccines Recommended by the Advisory Committee on 
Immunization Practices Under Medicare Part D.  
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This provision requires that zero coinsurance apply for vaccines recommended by the Advisory 
Committee on Immunization Practices under Medicare Part D.  
 
Section 139403. Payment for Biosimilar Biological Products During Initial Period.  
 
This provision revises payments beginning on July 1, 2023, for new biosimilars under Medicare 
Part B to be the lesser of the 103 percent of the biosimilar’s wholesale. 
 
For Build Back Better Act bill text click HERE. 
For a section by section of the Build Back Better Act click HERE. 
 
Appropriations Update 
 
On December 3, 2021, a short term measure to fund federal agencies and initiatives is set to 
expire. Congress must work to adopt an additional spending fix or risk a government shutdown. 
On September 30, 2021, Congress passed a continuing resolution to issue a short term extension 
for funding with the provision that the legislation would not raise the debt limit to appease 
Republicans. Senate Minority leader Mitch McConnell (R-KY) felt this was an issue for Democrats 
and urged Republicans in refusal to assist in raising the debt limit. It is likely Congress will issue 
another continuing resolution to fund the government through early 2022 in order to give 
Congress time to finalize the 2022 appropriation bills.  
 
The delay in appropriations legislation consideration is due to Senate Majority Leader Chuck 
Schumer determining that the Senate will complete the National Defense Authorization Act and 
the Build Back Better Act before moving forward with the appropriations process. Once those 
two pieces of legislation are completed, appropriations will take center stage.  
 
Advanced Research Projects Agency for Health (ARPA-H) Comparison  
 
In the President’s budget, President Biden proposed the establishment of a new federal agency, 
the Advanced Research Projects Agency for Health (ARPA-H). According to the President’s budget, 
ARPA-H will be tasked with building high-risk, high-reward capabilities (or platforms) to drive 
biomedical breakthroughs—ranging from molecular to societal—that would provide 
transformative solutions for all patients.  
 
There is still much debate as to how ARPA-H will be funded, where it will be housed, and how 
oversight will be conducted. PRG has created a comparison chart that details all of the ARPA-H 
proposals side-by-side. 
 
View the comparison document HERE. 
 
Cures 2.0  
 
On November 15, 2021, Representatives Diana DeGette (D – CO) and Fred Upton (R – MI) 
introduced the Cures 2.0 Act, building off President Biden’s Advanced Research Projects Agency 
for Health (ARPA-H) proposal. This legislation would provide $6.5 billion to create an entire new 

https://rules.house.gov/sites/democrats.rules.house.gov/files/BILLS-117HR5376RH-RCP117-18.pdf
https://rules.house.gov/sites/democrats.rules.house.gov/files/Section_by_Section_BBB_RCP117-18__.pdf
https://bracewell.sharefile.com/d-s538b8d8eebe143cb9508c988d995dd27
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agency with the goal of ending some of the most profound diseases, such as Cancer, Diabetes, 
Alzheimer’s and ALS. Housed within the National Institute of Health (NIH), ARPA-H would be 
responsible for finding cures and treatments for deadly diseases such as cancer. Cures 2.0 will 
also provide new funding for programs at the US Food and Drug Administration and Centers for 
Medicare and Medicaid Services. The legislation would also: 
 

 Transform how Medicare covers innovative new treatments and technologies to make 
those new discoveries available to patients sooner. 

 Increase access to telehealth services for Medicare and Medicaid patients, including 
those covered under the Children’s Health Insurance Program, known as CHIP, to ensure 
more Americans are getting the help they need, when they need it.   

 Provide training and educational programs for at-home caregivers – including family 
members with no prior health care experience to help them better care for loved ones 
when they are home. 

 Require more diversity in clinical trials to ensure any new drugs and treatments approved 
for use in the U.S. are both safe and effective for a greater – and more representative – 
portion of the population. 

 Provide patients more information about the illness they face and the treatment options 
available to them to make them a more integral part of the decision-making process. 

 
The legislation would also take steps to address the ongoing COVID-19 pandemic, including 
requiring the Department of Health and Human Services to: 
 

 Conduct a nationwide study on the implications of long COVID; and  
 Develop a nationwide testing and vaccine distribution strategy to be used in future 

pandemics.  
 
View Cures 2.0 bill text HERE. 
View the Cures 2.0 Section by Section HERE. 
 
Up to Date List of Drug Related Legislation for the 117th Congress 

 H.R.5872 

This bill, introduced by Rep. Sean Patrick Maloney (D-NY) on November 4th, 2021, amends 
the Federal Food, Drug and Cosmetic Act to treat as misbranded cosmetics with 
packaging or labeling using the term “natural” unless the cosmetic meets certain 
standards , and for other purposes.  

 
 S.3080  

This bill, introduced by Senator Tina Smith (D-MN) on October 27, 2021, amends the 
Employee Retirement Income Security Act of 1974 to require a group health plan (or 
health insurance coverage offered in connection with such a plan) to provide for cost-
sharing for oral anticancer drugs on terms no less favorable than the cost-sharing 
provided for anticancer medications administered by a health care provider.  
 

 H.R.5632 

https://degette.house.gov/sites/degette.house.gov/files/CURES%202.0%20Text.pdf
https://degette.house.gov/sites/degette.house.gov/files/Cures%202.0%20Section%20by%20Section%20Summary.pdf
https://www.congress.gov/bill/117th-congress/house-bill/5872?r=5&s=5
https://www.congress.gov/bill/117th-congress/senate-bill/3080?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%2C%22%22%5D%7D&s=2&r=105
https://www.congress.gov/bill/117th-congress/house-bill/5632?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%2C%22%22%5D%7D&s=1&r=316
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This bill, introduced by Rep. Kurt Schrader (D-OR) on October 19, 2021, establishes a 
statutory definition for long-term care pharmacy under the Medicare prescription drug 
benefit. 
 

 H.R.5576  
This bill, introduced by Rep. Susan Wild (D-PA) on October 12, 2021, allows states to apply 
the requirements of the Medicaid Drug Rebate Program to covered outpatient drugs 
under the Children's Health Insurance Program (CHIP).  
 

 H.R.5463 
This bill, introduced by Rep. Matthew Rosendale (R-MT) on September 30, 2021, 
increases reporting requirements and transparency requirements in the 340B Drug 
Pricing Program, and for other purposes. 
 

 H.R.5237  
This bill, introduced by Rep. Scott Peters (D-CA) on September 10, 2021, amends titles XI, 
XVIII, and XIX of the Social Security Act to lower prescription drug prices in the Medicare 
and Medicaid programs, to improve transparency related to pharmaceutical prices and 
transactions, to lower patients' out-of-pocket costs, and to ensure accountability to 
taxpayers, and for other purposes. 
 

 S. 2595 - Drug Shortages Prevention and Quality Improvement Act 
This bill, introduced by Senator Ben Cardin (D-MD) on August 4, 2021, address 
prescription drug shortages and improve the quality of prescription drugs, and for other 
purposes. 
 

 H.R. 4991 - Affordable Pricing for Taxpayer-Funded Prescription Drugs Act of 2021 

This bill, introduced by Rep. Peter DeFazio (D-OR) on August 10, 2021, requires persons 
who undertake federally funded research and development of a biomedical product or 
service to enter into reasonable pricing agreements with the Secretary of Health and 
Human Services, and for other purposes. 
 

 H.R. 5099 - Lowering Medicare Premiums and Prescription Drug Costs Act  

This bill, introduced by Rep. Bradley Schneider (D-IL) on August 24, 2021, amends title 
XVIII of the Social Security Act to move Medicare cost-sharing benefits from Medicaid to 
Medicare, and for other purposes. 
 

 H.R. 3662 

This bill, introduced by Rep. Morgan Griffith (R-VA) on June 1, 2021, amends the Federal 
Food, Drug, and Cosmetic Act to ensure patients have access to certain urgent-use 
compounded medications, and for other purposes. 
 

 H.R. 3761 

This bill, introduced by Rep. Mike Gallagher (R-WI) on June 8, 2021, amends the Federal 
Food, Drug, and Cosmetic Act to establish a time-limited provisional approval pathway, 
subject to specific obligations, for certain drugs and biological products, and for other 
purposes. 
 

https://www.congress.gov/bill/117th-congress/house-bill/5576?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%2C%22%22%5D%7D&s=3&r=409
https://www.congress.gov/bill/117th-congress/house-bill/5463/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%2C%22%22%5D%7D&r=624&s=6
https://www.congress.gov/bill/117th-congress/house-bill/5237?r=1185&s=6
https://www.congress.gov/bill/117th-congress/senate-bill/2595/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=366&s=2
https://www.congress.gov/bill/117th-congress/house-bill/4991/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=170&s=2
https://www.congress.gov/bill/117th-congress/house-bill/5099/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=32&s=2
https://www.congress.gov/bill/117th-congress/house-bill/3662?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=1160
https://www.congress.gov/bill/117th-congress/house-bill/3761?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=1020
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 H.R. 3927 and S. 2082 

This bill, introduced by Rep. Buddy Carter (R-GA) and Sen. Tim Scott (R-SC) on June 16, 
2021, mitigates drug shortages and provide incentives for maintaining, expanding, and 
relocating the manufacturing of active pharmaceutical ingredients, excipients, medical 
diagnostic devices, pharmaceuticals, and personal protective equipment in the United 
States, and for other purposes. 
 

 S. 2257 

This bill, introduced by Sen. Jacky Rosen (D-NV) on June 24, 2021, provides Federal 
support for nonprofit generic and essential medicine and device manufacturers to 
increase the availability of drugs and devices in order to reduce drug or device shortages 
and drug and device costs. 
 

 S. 2304 

This bill, introduced by Sen. Dick Durbin (D-IL) on June 24, 2021, amends title XI of the 
Social Security Act to require that direct-to-consumer advertisements for prescription 
drugs and biological products include an appropriate disclosure of pricing information. 
 

 H.R. 4121 

This bill, introduced by Rep. Jody Arrington (R-TX) on June 24, 2021, codifies a final rule 
issued by the Secretary of Health and Human Services relating to fraud and abuse and 
the removal of safe harbor protection for certain drug rebates, and for other purposes. 
 

 H.R. 4158 

This bill, introduced by Rep. Bobby Rush (D-IL) on June 24, 2021, amends titles XVIII and 
XIX of the Social Security Act to eliminate cost sharing with respect to coverage of insulin 
as a covered part D drug under the Medicare program or as a covered outpatient drug 
under the Medicaid program. 
 

 H.R. 4287 

This bill, introduced by Rep. Greg Murphy (R-NC) on June 30, 2021, directs the 
Comptroller General of the United States to conduct a study on how direct-to-consumer 
pharmaceutical advertising negatively impacts drug costs to consumers, and for other 
purposes. 
 

 S. 1644 
This bill, introduced by Sen. Mike Braun (R-IN) on May 13, 2021, amends the Federal 
Food, Drug, and Cosmetic Act to establish a time-limited provisional approval pathway, 
subject to specific obligations, for certain drugs and biological products, and for other 
purposes. 
 

 S. 1645 

This bill, introduced by Sen. Mike Braun (R-IN) on May 13, 2021, provides for an 
accelerated approval pathway for certain drugs that are authorized to be lawfully 
marketed in other countries. 
 

 H.R. 3203 

https://www.congress.gov/bill/117th-congress/house-bill/3927?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=711
https://www.congress.gov/bill/117th-congress/senate-bill/2082?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=732
https://www.congress.gov/bill/117th-congress/senate-bill/2257?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=323
https://www.congress.gov/bill/117th-congress/senate-bill/2304?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=276
https://www.congress.gov/bill/117th-congress/house-bill/4121?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=262
https://www.congress.gov/bill/117th-congress/house-bill/4158?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=225
https://www.congress.gov/bill/117th-congress/house-bill/4278?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=86
https://www.congress.gov/bill/117th-congress/senate-bill/1644?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=940
https://www.congress.gov/bill/117th-congress/senate-bill/1645?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=939
https://www.congress.gov/bill/117th-congress/house-bill/3203?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=896
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This bill, introduced by Rep. Doris Matsui (D-CA) on May 13, 2021, enables certain 
hospitals that were participating in or applied for the drug discount program under 
section 340B of the Public Health Service Act prior to the COVID-19 public health 
emergency to temporarily maintain eligibility for such program, and for other purposes.  
 

 S. 1773 

This bill, introduced by Sen. Bob Casey (D-PA) on May 20, 2021, amends title XI of the 
Social Security Act to establish internet website-based dashboards to allow the public to 
review information on spending for, and utilization of, prescription drugs and biologicals 
covered under the Medicare and Medicaid programs. 
 

 H.R. 3437 

This bill, introduced by Rep. Bobby Rush (D-IL) on May 20, 2021, requires the Secretary 
of Health and Human Services to guarantee BioBonds in order to provide funding for 
loans to eligible biomedical companies and universities to carry out clinical trials 
approved by the Food and Drug Administration, and for other purposes.  
 

 H.R. 2344 

This bill, introduced by Rep. Tim Ryan (D-OH) on April 1, 2021, requires the use of 
prescription drug monitoring programs. 
 

 H.R. 2484 
This bill, introduced by Rep. Katie Porter (D-CA) on April 13, 2021, amends title XXVII of 
the Public Health Service Act and title XVIII of the Social Security Act to require 
pharmacies to disclose any differential between the cost of a prescription drug based on 
whether certain individuals use prescription drug coverage to acquire such drug, and for 
other purposes. 
 

 S. 1124 
This bill, introduced by Sen. Marsha Blackburn on April 14, 2021, preserves non-
interference under the Medicare part D Prescription Drug Benefit program.  
 

 H.R. 2608 
This bill, introduced by Rep. Peter Welch (D-VT) on April 15, 2021, amends title XVIII of 
the Social Security Act to ensure equal access of Medicare beneficiaries to community 
pharmacies in underserved areas as network pharmacies under Medicare prescription 
drug coverage, and for other purposes. 
 

 H.R. 2623 
This bill, introduced by Rep. Josh Gottheimer (D-NJ) on April 16, 2021, amends the 
Internal Revenue Code of 1986 to restore the amount of the orphan drug tax credit, and 
for other purposes. 
 

 H.R. 2706 
This bill, introduced by Rep. Katie Porter (D-CA) on April 20, 2021, amends title XVIII of 
the Social Security Act to require drug manufacturers to pay a Medicare part B rebate for 
certain drugs if the price of such drugs increases faster than inflation.  
 

https://www.congress.gov/bill/117th-congress/senate-bill/1773?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=581
https://www.congress.gov/bill/117th-congress/house-bill/3437?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=478
https://www.congress.gov/bill/117th-congress/house-bill/2344?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=7&r=1222
https://www.congress.gov/bill/117th-congress/house-bill/2484?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=7&r=1011
https://www.congress.gov/bill/117th-congress/senate-bill/1123?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=6&r=981
https://www.congress.gov/bill/117th-congress/house-bill/2608?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=6&r=773
https://www.congress.gov/bill/117th-congress/house-bill/2623?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=6&r=751
https://www.congress.gov/bill/117th-congress/house-bill/2706?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=5&r=590
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 H.R. 2829 and S. 1323 
This bill, introduced by Rep. Peter Welch (D-VT) and Sen. Jeff Merkley (D-OR) on April 22, 
2021, requires the Secretary of Health and Human Services to establish reference prices 
for prescription drugs for purposes of Federal health programs, and for other purposes.  
 

 S. 1366 
This bill, introduced by Sen. Elizabeth Warren (D-MA) on April 26, 2021, secures the 
supply of drugs in the United States, and for other purposes. 
 

 H.R. 2846 
This bill, introduced by Rep. David McKinley (R-WV) on April 27, 2021, amends title XVIII 
of the Social Security Act to require PDP sponsors of a prescription drug plan under part 
D of the Medicare program that use a formulary to include certain generic drugs and 
biosimilar biological products on such formulary, and for other purposes.  
 

 H.R. 2853 
This bill, introduced by Rep. Kurt Schrader (D-OR) on April 27, 2021, amends the Federal 
Food, Drug, and Cosmetic Act, with respect to eligibility for approval of a subsequent 
generic drug, to remove the barrier to that approval posed by the 180-day exclusivity 
period afforded to a first generic applicant that has not yet received final approval, and 
for other purposes. 
 

 S. 1425 
This bill, introduced by Sen. Amy Klobuchar (D-MN) on April 28, 2021, enables the Federal 
Trade Commission to deter filing of sham citizen petitions to cover an attempt to interfere 
with approval of a competing generic drug or biosimilar, to foster competition, and 
facilitate the efficient review of petitions filed in good faith to raise legitimate public 
health concerns, and for other purposes. 
 

 S. 1428 
This bill, introduced by Sen. Amy Klobuchar (D-MN) on April 28, 2021, prohibits brand 
name drug companies from compensating generic drug companies to delay the entry of 
a generic drug into the market, and to prohibit biological product manufacturers from 
compensating biosimilar and interchangeable companies to delay the entry of biosimilar 
biological products and interchangeable biological products.  
 

 H.R. 2868 
This bill, introduced by Rep. G.K. Butterfield (D-NC) on April 28, 2021, amends title XIX of 
the Social Security Act to prohibit additional rebates under the Medicaid program for 
certain noninnovator multiple source drugs. 
 

 H.R. 2870 
This bill, introduced by Rep. Buddy Carter (R-GA) on April 28, 2021, amends the Public 
Health Service Act to provide for stockpiles to ensure that all Americans have access to 
generic drugs at risk of shortage, and for other purposes.  
 

 H.R. 2883 
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https://www.congress.gov/bill/117th-congress/house-bill/2853?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=4&r=295
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https://www.congress.gov/bill/117th-congress/house-bill/2868?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=195
https://www.congress.gov/bill/117th-congress/house-bill/2870?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=193
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This bill, introduced by Rep. Hakeem Jeffries (D-NY) on April 28, 2021, enables the Federal 
Trade Commission to deter filing of sham citizen petitions to cover an attempt to interfere 
with approval of a competing generic drug or biosimilar, to foster competition and 
facilitate the efficient review of petitions filed in good faith to raise legitimate public 
health concerns, and for other purposes. 
 

 H.R. 2891 
This bill, introduced by Rep. Jerry Nadler (D-NY) on April 28, 2021, prohibits prescription 
drug companies from compensating other prescription drug companies to delay the entry 
of a generic drug, biosimilar biological product, or interchangeable biological product into 
the market. 
 

 S. 1462 
This bill, introduced by Sen. Bill Cassidy on April 29, 2021, amends the Federal Food, Drug, 
and Cosmetic Act to simplify the generic drug application process.  
 

 S. 1463 
This bill, introduced by Sen. Bill Cassidy on April 29, 2021, amends the Federal Food, Drug, 
and Cosmetic Act to modernize therapeutic equivalence rating determinations. 
 

 S. 1508 
This bill, introduced by Sen. Roger Marshall (R-KS) on April 29, 2021, provides for the use 
of emergency use authorization data and real world evidence gathered during an 
emergency to support premarket applications for drugs, biological products, and devices, 
and for other purposes. 
 

 S. 1523 
This bill, introduced by Sen. Mike Braun (R-IN) on April 29, 2021, amends title XI of the 
Social security Act and title XXVII of the Public Health Service Act to establish 
requirements with respect to prescription drug benefits. 

 
 H.R. 2148 

This bill, introduced by Rep. Ro Khanna (D-CA) on March 23, 2021, aims to significantly 
lower prescription drug prices for patients in the United States by ending government-
granted monopolies for manufacturers who charge drug prices that are higher than the 
median prices at which the drugs are available in other countries. 
 

 S. 909 
This bill, introduced by Sen. Bernie Sanders (I-VT) on March 23, 2021, aims to significantly 
lower prescription drug prices for patients in the United States by ending government-
granted monopolies for manufacturers who charge drug prices that are higher than the 
median prices at which the drugs are available in other countries. 
 

 S. 898 
This bill, introduced by Sen. Tammy Baldwin (D-WI) on March 23, 2021, requires reporting 
regarding certain drug price increases, and for other purposes.  
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https://www.congress.gov/bill/117th-congress/house-bill/2148?q=%7B%22search%22%3A%5B%22drug+pricing%22%5D%7D&s=2&r=1
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 S. 833 
This bill, introduced by Sen. Amy Klobuchar (D-MN) on March 18, 2021, amends XVII of 
the Social Security Act to allow the Secretary of Health and Human Services to negotiate 
fair prescription drug prices under part D of the Medicare program.   
 

 H.R. 597 
This bill, introduced by Re. Jan Schakowsky (D-IL) on January 28, 2021, requires any 
COVID-19 drug developed in whole or in part with Federal support to be affordable and 
accessible by prohibiting monopolies and price gouging, and for other purposes. 
 

 S. 141 
This bill, introduced by Sen. Jeanne Shaheen (D-NH) on January 28, 2021, amends the 
Internal Revenue Code of 1986 to deny the deduction for advertising and promotional 
expenses for prescription drugs. 

 
 H.R. 153 

This bill, introduced by Rep. Bobby Rush (D-IL) on January 4, 2021, prohibits brand name 
drug manufacturers from compensating generic drug manufacturers to delay the entry 
of a generic drug into the market, and to prohibit biological product manufacturers from 
compensating biosimilar and interchangeable product manufacturers to delay entry of 
biosimilar and interchangeable products, and for other purposes. 

 
 

 

  

In The News 

 
Bloomberg (11/30/2021): Hospitals Eye Spending Bill to Stop Cuts  - Hospital groups are asking 
lawmakers to prevent billions of dollars in Medicare pay reductions next year as part of a 
government funding bill that’s on Congress’s agenda for this week. 

Modern Healthcare (11/29/2021): Supreme Court to hear 340B case that could impact all 
hospitals - A ruling in the American Hospital Association's challenge to 340B reimbursement cuts 
could have ramifications for the entire sector. 

Bloomberg (11/29/2021): Drug, Insulin Price Caps Head for Showdown: Senate Democrats also 
expect to defend key portions of their drug-pricing agenda against a technical challenge by 
Republicans as soon as this week, potentially curtailing key parts of the social spending package. 
Democrats expect to go before the Senate’s parliamentarian—a nonpartisan official who oversees 
that chamber’s rules—in the coming days to get guidance on whether many of the health policy 
items qualify under the budget reconciliation process, two senior Democratic aides told 
Bloomberg Government. 

Politico Pro (11/29/2021): SCOTUS KICKS OFF MEDICARE CASES — The Supreme Court will hear 
arguments today and tomorrow on two separate cases concerning Medicare reimbursement 
rates and the 340B program, Alice Miranda Ollstein reports.  
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Bloomberg (11/22/2021): House Passes Biden’s Economic Plan - President Joe Biden’s signature 
plan to expand the social safety net, address climate change and rewrite tax policies passed the 
House Friday morning as Speaker Nancy Pelosi (D-Calif.) united fractious Democrats to send the 
legislation to the Senate, where its fate remains uncertain. 

Bloomberg Government (11/19/2021): House expected to move forward with a vote on BBBA - 
House Democrats pushed expected passage of President Joe Biden’s $1.64 trillion economic 
agenda to today as Minority Leader Kevin McCarthy (R-Calif.) delayed a vote with a lengthy floor 
speech that lasted into the early morning hours. 

Politico (11/18/2021): CMS to require insurers to submit drug pricing data - The Biden 
administration will require health insurers to begin submitting a range of drug pricing-related 
information each year, in an effort to better identify the factors driving costs upward.  

Modern Healthcare (11/18/2021): Feds require health plans to report drug costs under new rule 
- Payers, employers and other group health plan sponsors must report prescription drug and 
health coverage costs for consumers under a federal regulation published Wednesday.  

Modern Healthcare (11/18/2021): CMS final rule officially delays best price requirement for drug 
makers - The Centers for Medicare & Medicaid Services on Wednesday gave drug makers six more 
months to comply with the Trump-era regulation requiring them to calculate the "best price" for 
drugs under Medicaid's drug rebate program using discounts they offer patients.  

Modern Healthcare (11/18/2021): Congressional doctors lead bipartisan revolt over policy on 
surprise medical bills - The detente that allowed Congress to pass a law curbing surprise medical 
bills has disintegrated, with a bipartisan group of 152 lawmakers assailing the administration’s 
plan to regulate the law and medical providers warning of grim consequences for underserved 
patients. 

Politico (11/17/2021): Rep. Diana DeGette (D-Colo) and Rep. Fred Upton (R-Mich) call for CURES 
2.0 vote sooner than summer - The long-awaited legislative text is here, and its architects are 
jockeying to squeeze the sprawling medical research package into Congress’ packed calendar. 
While the follow-up to 2016’s 21st Century Cures Act has bipartisan support and industry buy-in 
going for it, the road could still be long. 

Modern Healthcare (11/17/2021): Unsubstantiated drug price hikes cost $1.67B last year - 
Pharmaceutical companies continue to increase the prices of their most profitable drugs despite 
minimal year-over-year improvements, according to a new report. 

Bloomberg Government (11/16/2021): CURES 2.0 has been released – updates the 21st Century 
Cures Act - A bipartisan duo of House lawmakers announced their long-awaited bill to speed up 
medical innovations and create a new federal research agency today.  

Modern Healthcare (11/16/2021): Providers see telehealth seen as a barrier to detecting drug 
misuse - Three-fourths of physicians said they believe telemedicine visits limit their ability to 
determine whether patients are at risk for or are currently misusing prescription drugs, according 
to a new study. 
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Kaiser Health News (11/16/2021): Drug pricing debates limit patients from benefit programs - In 
early July, as the covid-19 pandemic slammed rural America, the president of a small Kansas 
hospital sat down on a Friday afternoon and wrote the president of the United States to plead for 
help. 

The Hill (11/15/2021): Congressional drug pricing reform need change - After a three-year debate 
and delay in delivering patients much-needed relief from high out-of-pocket prescription drug 
costs, Congress finally appears ready to pass drug pricing legislation. These reforms are critical. 
However, elected officials must avoid relying on policies that discriminate against certain groups 
of patients or threaten advances in research for the most challenging health care conditions.  

Bloomberg Government (11/15/2021): Sen. Leahy will retire, paving way for Murray to take over 
Senate Appropriations chair - Sen. Patrick Leahy’s decision to retire opens a plum spot at the top 
of the powerful Senate Appropriations Committee and could result in unprecedented 
opportunities for women in the traditionally male-dominated chamber. 

USA Today (11/11/2021): Lawmakers pen letter to CDC to address decline in breast cancer 
screenings due to COVID - A group of nearly 40 bipartisan House lawmakers sent a letter to the 
U.S. Centers for Disease Control and Prevention on Friday asking the agency to address the decline 
in routine breast cancer screenings caused by the COVID-19 pandemic, and to work with Congress 
to develop solutions to reverse the decrease. 

AP (11/11/2021): Real Medicare drug savings in Dems’ bill — but not overnight - Medicare 
enrollees who take expensive medicines could save thousands of dollars a year under the 
Democrats’ sweeping social agenda bill, but those dividends won’t come overnight. Instead, 
they’ll build gradually over the decade. 

ABC News (11/11/2021): Biden administration to make it easier for veterans to receive benefits 
after being exposed to toxic burn pits  - The Biden administration said Thursday it is establishing 
a new policy for U.S. veterans who have been exposed to toxic burn pits during their service 
overseas. 

Bloomberg (11/10/2021): Regeneron, Janssen Drugs Fit Profile Targeted in Spending Bill - 
Democrats are advancing a plan to negotiate the prices of drugs Medicare spends the most on, 
potentially saving billions of dollars annually. 

Bloomberg (11/10/2021): HEALTH CARE BRIEFING: The Drugs Targeted in Democrats’ Big Bill - 
Democrats are advancing a plan to negotiate the prices of drugs Medicare spends the most on, 
potentially saving billions of dollars annually. Medicine from Merck, Johnson & Johnson,  
AstraZeneca, and other major drugmakers could be targeted.  

Norton Healthcare (11/10/2021): Genetic counseling for cancer goes virtual - Genetics is the 
study of traits or conditions passed through the family. Genetic counseling helps you form a better 
picture of your own health and potential health risks for you or your family. A genetic counselor 
uses your personal and family health histories to figure out how likely it is that you or a family 
member may have a genetic condition, including cancer. 

Politico Pro (11/10/2021): PPI, AMERICANS FOR PROSPERITY BACK TELEHEALTH EXPANSION - 
The left-leaning Progressive Policy Institute is teaming up with conservative group Americans for 
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Prosperity to call for an expansion of telehealth services, publishing a report today that argues 
remote care can “dramatically expand health care access without raising costs on taxpayers.”  

Politico Pro (11/9/2021): SENATE STARES DOWN A HOLIDAY PILE-UP - As Mark Warner considers 
the Senate work left undone as the holiday season dawns, he’s weighing a couple of potentially 
ugly scenarios. 

National Law Review (11/8/2021): CMS Greenlights Certain Telebehavioral Health Services 
Beyond the Public Health Emergency and Provides Important Incentives for Further Investment  
-  The COVID-19 Global Pandemic compelled the Centers for Medicare and Medicaid Services 
(“CMS”) to revamp its approach to regulating telehealth services and temporarily embrace the 
modality as a practical treatment option. In the CY2022 Physician Fee Schedule (“Final Rule”) 
published last week, CMS recognized the pervasive public satisfaction with telehealth during this 
grand experiment and greenlit expanded Medicare reimbursement for various telehealth 
services, including certain telebehavioral health services. CMS recognized that providing coverage 
for such services until a definitive date (the end of 2023) would allow providers to develop the 
clinical support required to pursue permanent approval for such services. Psychologists, mental 
health therapists, other behavioral health providers, investors, and other stakeholders should 
take note of the additional telehealth opportunities created by the Final Rule.    
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