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Inflation Reduction Act Update 

On Tuesday, August 16, 2022, President Biden signed the Inflation Reduction Act of 2022 into law. 
Please find an enactment timeline of the Inflation Reduction Act of 2022 created by Axios HERE. 

The final Inflation Reduction Act contains a number of healthcare related provisions including 
comprehensive drug pricing reform. Please find below a summary of the Inflation Reduction Act 
put together by the Committee for a Responsible Federal Budget. 
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https://www.axios.com/2022/08/11/enactment-timeline-for-dems-health-climate-and-tax-package
https://www.crfb.org/blogs/whats-inflation-reduction-act
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Appropriations Update 

Both houses of Congress are in session this week after the August recess. There are a number of 
“must pass” items that Congress must address before leaving Washington again in October to 
return to their districts to campaign prior to the 2022 midterm elections in November. This list 
includes FY23 appropriations, the National Defense Authorization Act, the U.S. Food and Drug 
Administration User Fee Reauthorization, National Flood Insurance Program Authorization, 
among others. 



-3-

Congress has until September 30 to address these issues including the FY23 appropriations 
legislation that will contain a number of SNO priorities. The House passed its version of the 
legislation earlier this year and the Senate released its own draft legislation before the August 
recess. It is likely that a continuing resolution (CR) will be needed in order to fund the government 
until the end of the calendar year, allowing Congressional appropriators time to come to a deal. 

While it is the goal of Congressional Democrats to keep the CR as clean as possible (without policy 
riders), there is a possibility that short term extensions for items such as the FDA User Fees and 
additional funding for Ukraine aid could hitch a ride. 

PRG will continue to keep SNO updated as new information becomes available. 

2022 Midterm Election Update 

Earlier this year it was all but a formality that the Republicans would regain control of the House 
of Representatives from the Democrats. However, recent polling and a shift in President Biden’s 
approval past the 40% mark indicate that Congressional control is much more up in the air than 
originally predicted. 

Currently, Democrats appear likely to hold onto the Senate and lose control of the House, causing 
a split government. The flip in the House is fueled by a number of redistricting decisions across 
the United States, high profile retirements, and the fact that Midterm elections are often a 
referendum on the President’s performance. President Biden’s approval rating was extremely low 
until a recent bounce back due to the passage of the Inflation Reduction Act and the Supreme 
Court decision on abortion. 

Below please find outcome probabilities by Five Thirty-Eight. 

https://projects.fivethirtyeight.com/2022-election-forecast/
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Telehealth Update 
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The Biden Administration has not yet announced whether it will extend the COVID-19 Public 
Health Emergency (PHE), which is currently set to expire on October 13, 2022. Such an expiration 
would start a countdown to the end of more permissive telehealth rules, which will end five 
months following the end of the PHE. However, the Department of Health and Human Services 
has previously pledged to give states and healthcare providers a 60 day notice before 
discontinuing the PHE, and Axios has reported that a final extension through the midterm 
elections and into early 2023 is likely. 

Despite a recent drop in telehealth usage as pandemic restrictions are eased across the country, 
political support for the program has remained consistent. The House of Representatives passed 
the Advancing Telehealth Beyond COVID-19 Act, which extends Medicare reimbursements for 
telehealth visits through 2024, in late July, shortly after the Biden Administration released a 
statement in support  of the legislation. However, American Telemedicine Association vice 
president of public policy Kyle Zebley has admitted that “there are obstacles in the Senate” while 
remaining optimistic about the ultimate passage of a “uniquely popular policy.” Senate Finance 
Committee leaders are reportedly creating their own version of the legislation, which would 
include enhanced access to MH/SUD telehealth services. The specifics of the bill remain unclear, 
but it is likely that House and Senate leadership will need to continue to negotiate, potentially 
setting up a vote on a larger package addressing Medicare, which would include provisions 
concerning telehealth, at the end of the year. 

Concerns about increased fraud as a result of expanded telehealth are likely to persist. This is 
especially true following the release of a September 2022 report from the US Department of 
Health and Human Services Office of Inspector General, which concluded that 1,714 suspect 
providers combined to secure $127.7 million in Medicare payments. In order to address this issue, 
OIG has called for targeted monitoring of suspect providers, expanded education on appropriate 
billing for telehealth services, and improved transparency surrounding the identity of individuals 
delivering telehealth services. 

Amidst the progress of this legislation, the Centers for Medicare and Medicaid Services have 
proposed a reduction in the rate of reimbursement for telehealth visits following the end of the 
PHE, which was raised to be equivalent to that of in person visits amidst the pandemic. The 
Medical Group Management Association has opposed this proposal, claiming that it does not 
reflect the “true cost of delivering [telehealth] services.” 

Up to Date List of Drug Related Legislation for the 117th Congress 

• H.R. 8641
This bill, introduced on August 2, 2022, by Rep. Josh Gottheimer (D-NJ), works to mitigate 
the effects of the COVID–19 pandemic on incentives under the 
Federal Food, Drug, and Cosmetic Act for the development of orphan drugs, and for 
other purposes.

• S.4645
This bill, introduced on August 3, 2022, by Sen. Gary Peters (D-MI), works to restrict the 
flow of illicit drugs into the United States, and for other purposes.

https://www.forbes.com/sites/joshuacohen/2022/09/02/if-covid-19-public-health-emergency-ends-millions-of-americans-could-lose-healthcare-coverage/?sh=77f3f0195513
https://www.axios.com/2022/08/16/covid-public-health-emergency-extension
https://www.whitehouse.gov/wp-content/uploads/2022/07/SAP-H.R.-4040.pdf
https://www.chiefhealthcareexecutive.com/view/telehealth-bill-enjoys-wide-support-but-senate-passage-isn-t-guaranteed
https://www.natlawreview.com/article/fall-congressional-forecast-eye-federal-funding-and-health-care
https://oig.hhs.gov/oei/reports/OEI-02-20-00720.pdf
https://www.mgma.com/getmedia/6d782a6a-7492-458f-ac8e-1f0d8d461899/09-06-2022-MGMA-2023-MPFS-Comments-FINAL.pdf.aspx?ext=.pdf
https://www.congress.gov/bill/117th-congress/house-bill/8641/text?q=%7B%22search%22%3A%5B%22food+and+drug+act%22%2C%22food%22%2C%22and%22%2C%22drug%22%2C%22act%22%5D%7D&r=8&s=8
https://www.congress.gov/bill/117th-congress/house-bill/8641/text?q=%7B%22search%22%3A%5B%22food+and+drug+act%22%2C%22food%22%2C%22and%22%2C%22drug%22%2C%22act%22%5D%7D&r=8&s=8
https://www.congress.gov/bill/117th-congress/senate-bill/4645?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=6&r=46
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• H.R. 1274 
This bill, introduced on July 26, 2022, by Rep. Latta Robert (R-OH), amends  the President 
to provide certain documents in the President’s possession to the House of 
Representatives relating to communications by or among any of the Department of 
Health and Human Services, the Office of National Drug Control Policy, the White House, 
the Drug Enforcement Administration, and the Department of Justice related to the 
executive branch’s recommendations for a long-term, consensus approach to reduce the 
supply and availability of illicitly manufactured fentanyl-related substances in the United 
States.  
 

• H.R. 1284 
This bill, introduced on July 26, 2022, by Rep. Cathy McMorris Rodgers (R-WA), amends 
the Secretary of Health and Human Services to provide certain documentation to the 
House of Representatives relating to the negotiation of prices for prescription drugs 
under the Medicare prescription drug program. 
 

• H.R. 8405 
This bill, introduced on July 18, 2022, by Rep. Cori Bush (D-MO), preserve access to 
abortion medications. 

• H.R. 8299 

This bill, introduced on July 7, 2022, by Rep. Gus Bilirakis (R-FL), amends the Federal Food, 
Drug, and Cosmetic Act to allow for devices with a predetermined change control plan to 
be marketed without submitting a supplemental application or premarket notification if 
the changes to such devices are consistent with such plan.  

• H.R. 8289 
This bill, introduced on July 5, 2022, by Rep. Abigail Spanberger (D-VA), requires the 
Secretary of Health and Human Services to promulgate a past due final rule with respect 
to direct-to-consumer prescription drug advertisements, and for other purposes. 
 

• H.R. 8270 
This bill, introduced on July 1, 2022, by Rep. Lucy McBath (D-GA), amends the Employee 
Retirement Income Security Act of 1974, title XXVII of the Public Health Service Act, and 
the Internal Revenue Code of 1986 to require group health plans and health insurance 
issuers offering group or individual health insurance coverage to provide notices relating 
to prescription drug refills to individuals covered under such plans or coverage who reside 
in emergency areas during emergency periods. 
 

• S. 4446 

This bill, introduced on June 22, 2022, by Sen. Susan Collins (R-ME), modernizes the 
process of accelerated approval of a drug for a serious or life-threatening disease or 
condition.  

• H.R. 8078 

https://www.congress.gov/bill/117th-congress/house-resolution/1274?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=5&r=114
https://www.congress.gov/bill/117th-congress/house-resolution/1284?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=104
https://www.congress.gov/bill/117th-congress/house-bill/8405?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=5&r=306
https://www.congress.gov/117/bills/hr8299/BILLS-117hr8299ih.pdf
https://www.congress.gov/117/bills/hr8289/BILLS-117hr8289ih.pdf
https://www.congress.gov/117/bills/hr8270/BILLS-117hr8270ih.pdf
https://www.congress.gov/117/bills/s4446/BILLS-117s4446is.pdf
https://www.congress.gov/117/bills/hr8078/BILLS-117hr8078ih.pdf
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This bill, introduced on June 15, 2022, by Rep. Mark Green (R-TN), ensures that prior 
authorization medical decisions under Medicare are determined by physicians.  

 

• H.R.7997 
This bill, introduced on June 9, 2022, by Resident Commissioner Jenniffer González-
Colón (R-PR) amends title XVIII of the Social Security Act to establish a floor in Medicare 
Advantage benchmark rates for regions with low Medicare fee-for-service penetration 
and to make the Medicare Savings Program available in all jurisdictions.  

• S.4349 
This bill, introduced on June 6, 2022, by Sen. Roger Marshall (R-KS), amends the Federal 
Food, Drug, and Cosmetic Act with respect to notifications of emerging signals concerning 
devices.  

• S. 4338 
This bill, introduced on May 26, 2022, by Sen. Margaret Wood Hassan (D-NH), amends 
the Federal Food, Drug, and Cosmetic Act by providing for increased transparency in 
generic drug applications.  

• H.R.7208 – Price Relief, Innovation, and Competition for Essential Drugs Act 
This bill, introduced on May 18, 2022 by Rep. Janice D. Schakowsky (D-IL), amends the 
Public Health Service Act to shorten the exclusivity period for brand name biological 
products from 12 to 5 years.  

• H.R. 7669 
This bill, introduced on 5/6/2022 by Rep. Doris Matsui (D), requires guidance on 
extending expiration dates for certain drugs, and for other purposes. 
 

• H.R.7472 - Discounted Drugs for Clinical Trials Act 
This bill, introduced by Rep. Carolyn Maloney (D-NY) on April 7, 2022, amends amend the 
Federal Food, Drug, and Cosmetic Act to grant eligible researchers access to eligible 
products at a discounted price for qualified research, and for other purposes. 
 

• H.R. 7640 
This bill, introduced by Rep. Gus Bilirakis (R-FL) on 5/3/2022, amends the Orphan Drug 
Act to reauthorize a program of grants and contracts for the development of drugs for 
rare diseases and conditions (commonly referred to as "orphan drugs"). 
 

• H.R.7473  
This bill, introduced on 04/07/2022 by Rep. Carolyn B. Maloney (D-NY-12), works to 
prohibit pharmaceutical manufacturers from interfering with therapeutically equivalent 
or interchangeable substitution decisions by health care providers to limit competition 
from a generic drug or biosimilar biological product, and for other purposes. 
 

• S.3991 
This bill, introduced 04/05/2022 by Sen. Tina Smith (D-MN), works to direct the Secretary 
of Health and Human Services to conduct a demonstration program to test providing 

https://www.congress.gov/bill/117th-congress/house-bill/7997/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=28&s=6
https://www.congress.gov/bill/117th-congress/senate-bill/4349/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=133&s=4
https://www.congress.gov/bill/117th-congress/senate-bill/4338/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=232&s=5
https://www.congress.gov/bill/117th-congress/house-bill/7828/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=392&s=4
https://www.congress.gov/bill/117th-congress/house-bill/7669/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=21&s=1
https://www.congress.gov/bill/117th-congress/house-bill/7472/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=389&s=1
https://www.congress.gov/bill/117th-congress/house-bill/7640?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=1&r=93
https://www.congress.gov/bill/117th-congress/house-bill/7473/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=16&s=1
https://www.congress.gov/bill/117th-congress/senate-bill/3991/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=222&s=3
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preferential treatment under the Medicare, Medicaid, and CHIP programs for certain 
drugs and biologicals manufactured in the United States.  

 

• H.R.7032  
The Bill, introduced 03/09/22 by Rep. Ann M. Kuster is increases Transparency in Generic 
Drug Applications Act of 2022, amending section 505(j) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(j)) with respect to a process to inform persons submitting an 
abbreviated application for a new drug whether the new drug is qualitatively or 
quantitatively the same as a listed drug, and for other purposes. 

 

• H.R.7474  
Introduced 04/07/2022 by Rep. Carolyn B. Maloney, the bill amends the Public Health 
Service Act to increase the transparency of pharmaceutical research costs, and for other 
purposes. 

 

• S.4037  
Introduced 04/07/2022 by Sen. Debbie Stabenow (D-MI). The bill amends the Public 
Health Service Act to increase the transparency of pharmaceutical research costs, and for 
other purposes. 

 

• H.R.7400 - American Made Pharmaceuticals Act of 2022 
The bill, introduced 04/05/2022 by Rep. Angie Craig (D-MN-2), created to direct the 
Secretary of Health and Human Services to conduct a demonstration program to test 
providing preferential treatment under the Medicare, Medicaid, and CHIP programs for 
certain drugs and biologicals manufactured in the United States. 

 

• H.R.7121 - Protecting our Pharmaceutical Supply Chain from China Act of 2022 
Introduced 03/17/2022 by Rep. Mike Gallagher (R-WI-8). A bill to require the Secretary 
of Health and Human Services to maintain a list of the country of origin of all drugs 
marketed in the United States, to ban the use of Federal funds for the purchase of drugs 
manufactured in the People’s Republic of China, and for other purposes. 
 

• H.R. 6875 – Right Drug Dose Now Act 
This bill introduced on 02/28/2022 by Rep. Eric Swalwell [D-CA-15], is to update the 
National Action Plan for Adverse Drug Event Prevention to provide educational 
information on adverse drug events and pharmacogenomic testing, to improve electronic 
health records for pharmacogenomic information, and for other purposes. 

• H.R. 6834 – Recall Unsafe Drugs Act of 2022 
The bill, introduced on 02/25/2022 by Rep. Rosa L. DeLauro [D-CT-3], will provide the 
mandatory recall of drugs regulated by the Food and Drug Administration.  

• H.R. 6833 – Affordable Insulin Now Act and S.3700 
The bill, introduced in the Senate on 02/17/2022 by Sen. Raphael G. Warnock [D-GA] and 
in the House on 02/25/2022 by Rep. Angie Craig [D-MN-2], will amend title XXVII of the 
Public Health Service Act, the Internal Revenue Code of 1986, and the Employee 

https://www.congress.gov/bill/117th-congress/house-bill/7032?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=10&r=889
https://www.congress.gov/bill/117th-congress/house-bill/7474?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=15
https://www.congress.gov/bill/117th-congress/senate-bill/4037?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=5&r=103
https://www.congress.gov/bill/117th-congress/house-bill/7400?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=6&r=192
https://www.congress.gov/bill/117th-congress/house-bill/7121?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=10&r=672
https://www.congress.gov/bill/117th-congress/house-bill/6875/text?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&r=36&s=5
https://www.congress.gov/bill/117th-congress/house-bill/6834/text?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&r=53&s=4
https://www.congress.gov/bill/117th-congress/house-bill/6833?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&s=4&r=54
https://www.congress.gov/bill/117th-congress/senate-bill/3700?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&s=4&r=68
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Retirement Security Act of 1974 to establish requirements with respect to cost-sharing 
for certain insulin products.  

• H.R. 6757 – Insulin Savings for Patients Act  
The bill, introduced on 02/18/2022 by Rep. Michael C. Burgess [R-TX-26] will amend title 
XVIII of the Social Security Act to establish under the Medicare prescription drug program 
a minimum amount of price concessions for insulin to be passed through to beneficiaries 
at the point-of-sale. 

• H.R. 6710 
Introduced by Rep. Yvette Herrell [R-NM-2] on 02/11/2022, the bill will direct the 
Secretary of Health and Human Services, acting through the Commissioner of Food and 
Drugs, to submit to Congress a report on barriers, including regulatory inefficiencies, to 
domestic manufacturing of active pharmaceutical ingredients, finished drug products, 
and devices.  

• S. 3615 – Cutting Medicare Prescription Drug Prices in Half Act 
The bill, introduced by Sen. Bernard Sanders [I-VT] on 02/09/2022, will establish a cap on 
costs for covered prescription drugs under Medicare parts B and D.  

• S. 3493 - Drug Shortages Shelf Life Extension Act 
This bill, introduced by Sen. Ben Cardin (D-MD) on January 12, 2022, requires guidance 
on extending expiration dates for certain drugs, and for other purposes. 
 

• H.R. 6483 - Improved Transparency of Foreign Drug Manufacturing Act of 2022 
This bill, introduced by Rep. Anna Eshoo (D-CA) on January 25, 2022, amends the Federal 
Food, Drug, and Cosmetic Act to clarify reporting requirements for establishments within 
a foreign country engaged in the manufacture, preparation, propagation, compounding, 
or processing of an active pharmaceutical ingredient, and for other purposes. 
 

• S. 3576 
This bill, introduced by Sen. Mike Braun (R-IN) on February 3, 2022, allows sponsors of 
certain new drug applications to rely upon investigations conducted in certain foreign 
countries, and for other purposes. 
 

• H.R. 6584 
This bill, introduced by Rep. Anna Eshoo (D-CA) on February 3, 2022, directs the 
Commissioner of Food and Drugs to amend certain regulations to increase clinical trial 
diversity, and for other purposes. 
 

• S. 3449 
This bill, introduced by Sen. Gary Peters (D-MI) on January 10, 2022, requires foreign 
establishments engaged in the manufacture, preparation, propagation, compounding, or 
processing of a drug or device to register with the Food and Drug Administration 
regardless of whether the drug or device undergoes further manufacture, preparation, 
propagation, compounding, or processing at a separate establishment outside the United 
States prior to being imported into the United States. 

 

https://www.congress.gov/bill/117th-congress/house-bill/6757/text?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&r=61&s=4
https://www.congress.gov/bill/117th-congress/house-bill/6710/text?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&r=120&s=6
https://www.congress.gov/bill/117th-congress/senate-bill/3615/text?q=%7B%22search%22%3A%5B%22drug%22%2C%22drug%22%5D%7D&r=137&s=7
https://www.congress.gov/bill/117th-congress/senate-bill/3493/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=406&s=3
https://www.congress.gov/bill/117th-congress/house-bill/6483?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=221&s=3
https://www.congress.gov/bill/117th-congress/senate-bill/3576?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=1&r=59
https://www.congress.gov/bill/117th-congress/house-bill/6584?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=1&r=39
https://www.congress.gov/bill/117th-congress/senate-bill/3449?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=34
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• S. 3401 – ABC Safe Drug Act 
This bill, introduced by Sen. Tom Cotton (R-AR) on December 15, 2021, requires the 
Secretary of Health and Human Services to maintain a list of the country of origin of all 
drugs marketed in the United States, to ban the use of Federal funds for the purchase of 
drugs manufactured in the People's Republic of China, and for other purposes. 
 

• S.3339 - Capping Prescription Costs Act of 2021 
This bill, introduced by Sen. Raphael Warnock (D-GA) on December 8, 2021, limits cost 
sharing for prescription drugs, and for other purposes. 
 

• H.R.6101 - Drug Price Transparency in Medicaid Act of 2021 
This bill, introduced by Rep. Buddy Carter on December 1, 2021, amends title XIX of the 
Social Security Act to improve transparency and prevent the use of abusive spread pricing 
and related practices in the Medicaid program. 
 

• 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 
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 

https://www.congress.gov/bill/117th-congress/senate-bill/3401/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=164&s=3
https://www.congress.gov/bill/117th-congress/senate-bill/3339?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=370&s=3
https://www.congress.gov/bill/117th-congress/house-bill/6101/text?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&r=510&s=3
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
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
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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. 
 

• 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. 
 

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
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
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• 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 

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 

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
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
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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. 
 

• 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 

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
https://www.congress.gov/bill/117th-congress/house-bill/2829?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=4&r=333
https://www.congress.gov/bill/117th-congress/senate-bill/1366?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=4&r=327
https://www.congress.gov/bill/117th-congress/house-bill/2846?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=4&r=302
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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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 
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. 
 

https://www.congress.gov/bill/117th-congress/senate-bill/1425?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=225
https://www.congress.gov/bill/117th-congress/senate-bill/1428?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=222
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
https://www.congress.gov/bill/117th-congress/house-bill/2883?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=180
https://www.congress.gov/bill/117th-congress/house-bill/2891?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=172
https://www.congress.gov/bill/117th-congress/senate-bill/1462?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=3&r=122
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• 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. 
 

• 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 

https://www.congress.gov/bill/117th-congress/senate-bill/1463?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=121
https://www.congress.gov/bill/117th-congress/senate-bill/1508?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=76
https://www.congress.gov/bill/117th-congress/senate-bill/1523?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=61
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
https://www.congress.gov/bill/117th-congress/senate-bill/909?q=%7B%22search%22%3A%5B%22drug+pricing%22%5D%7D&s=3&r=3
https://www.congress.gov/bill/117th-congress/senate-bill/898?q=%7B%22search%22%3A%5B%22drug+pricing%22%5D%7D&s=4&r=5
https://www.congress.gov/bill/117th-congress/senate-bill/833?q=%7B%22search%22%3A%5B%22drug+pricing%22%5D%7D&s=5&r=7
https://www.congress.gov/bill/117th-congress/house-bill/597?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=2&r=104
https://www.congress.gov/bill/117th-congress/senate-bill/141?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=4&r=223
https://www.congress.gov/bill/117th-congress/house-bill/153?q=%7B%22search%22%3A%5B%22congressId%3A117+AND+billStatus%3A%5C%22Introduced%5C%22%22%5D%7D&s=10&r=777
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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. 
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Modern Healthcare (9/9/2022): Medicare fraud in telehealth stays low in pandemic’s first year, 
HHS study finds - There were 1,714 providers out of about 742,000 whose billing was deemed 
"high risk" for Medicare during the pandemic's first year. 
 
Politico (9/8/2022): Three House Democrats have sent a letter to the Centers for Medicare and 
Medicaid Services, calling for the extension of audio-only telehealth coverage through Medicare 
- CMS recently published a proposed rule, which includes plans to cut coverage for audio-only 
visits. 
 
Bloomberg (9/8/2022): Senate GOP Rejects Biden’s Covid Request - Senate Republicans will 
oppose President Joe Biden’s request for billions in funding to combat the ongoing Covid and 
monkeypox pandemics, setting up a potential fight over a must-pass government funding bill. 
 
Bloomberg (9/8/2022): Watchdog Scrutinizes Telehealth Billing in Pandemic: The Biden 
administration has to strengthen its oversight of Medicare telehealth providers, in particular 
those suspected of improper or fraudulent billing practices, a federal watchdog agency said, after 
finding that 1,714 telehealth providers—who billed Medicare almost $128 million during the first 
year of the pandemic—posed a “high risk” to the Medicare program. Read more from Tony Pugh. 
 
Bloomberg (9/8/2022): Revised draft guidance on pediatric clinical trials seeks to tackle the lack 
of information on how well drugs work in kids. The FDA unveiled draft guidance on the general 
clinical pharmacology considerations for pediatric drug studies. Jeannie Baumann has more. 
 
STAT (9/8/2022): Launch prices: tackling the next drug pricing challenge - The passage of the 
Inflation Reduction Act brings a new era to drug pricing in the United States. After decades of 
being an outlier, it now joins every other developed nation in having the federal government 
engaged in negotiating drug pricing. 
 
Axios (9/7/2022): Profiting through donations to patient charities - Drug manufacturers may 
have profited from donating to charities that help patients pay for costly medicines, Axios' Victoria 
Knight writes about a new Health Affairs study. 
 
The Hill (9/7/2022): Biden to give ‘cancer moonshot’ remarks on 60th anniversary of JFK 
moonshot speech - President Biden will deliver remarks on his “cancer moonshot” initiative in 
Boston on Monday, marking the 60th anniversary of former President John F. Kennedy’s famous 
“moonshot” speech. 
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Axios (9/6/2022): Republican campaigns are silent on health care - Republicans in tight 
congressional races are going silent on health care, scrubbing campaign websites of anti-abortion 
language and in some cases distancing themselves from past criticisms of the Affordable Care Act, 
Axios' Victoria Knight writes. 
 
The Hill (9/2/2022): Health Care — White House makes new push to fund health battles - Now 
that the pumpkin-spiced latté has returned, you can take your love of fall even further with these 
pumpkin-shaped Dutch ovens that Twitter has fallen in love with. 
 
Bloomberg (9/2/2022): Proposal to Harmonize Research Protection Rules Clears Review - An FDA 
proposal to align its research volunteer protections with those of the HHS has cleared White 
House review and can be published at any time. 
 
Bloomberg (9/1/2022): Veterans’ ‘Burn Pit’ Aid Becomes Calling Card in Midterm Races - Rep. 
Chris Pappas, as supporters enjoyed free ice cream at his family’s century-old New Hampshire 
restaurant, listed a litany of legislative successes his fellow Democrats racked up: pandemic aid, 
bipartisan infrastructure spending, lowering drug prices, subsidizing semiconductors and 
renewable energy. 
 
Bloomberg (9/1/2022): FDA Drug Center Faces Layoff Notices If User Fee Deal Stalls (1) - FDA 
drug center staff will be the first to receive layoff warnings this month if the agency doesn’t quickly 
hear that congressional leaders are nearing an agreement to reauthorize the fees that help fund 
the agency, current and former officials warn. 
 
Axios (8/31/2022): The fight over drug copays - Groups representing HIV and diabetes patients 
are trying to kill a Medicare rule they say leaves sick patients stuck with higher drug costs, by 
preventing them from applying billions of dollars in assistance against their insurance deductibles. 
 
Axios (8/31/2022): Early arbitration issues between insurers, providers - A lot of hay has been 
made out of the process insurers and providers use to settle billing disputes under the surprise 
billing law — and it turns out that process is already causing some ... friction, Modern Healthcare 
reports. 
 
Bloomberg (8/30/2022): Republicans Question Execution of Drug Bill: House Energy and 
Commerce Republicans said Democrats’ climate and health-care law would create price controls 
that will “lead to fewer cures, more expensive drugs when they launch, and make America more 
reliant on China’s drug development and manufacturing supply chains.” 
 
Modern Healthcare (8/30/2022): States to give low-income patients access to top-tier cancer 
providers - In New York and California, new policies seek to make complex cancer care accessible 
to Medicaid, exchange enrollees. 
 
Bloomberg (8/29/2022): Drug Negotiations Seen Driving Biosimilars: Medicare’s drug-price 
negotiations will push out more lower-cost biosimilars if Democrats’ landmark climate and health-
care law changes incentives for makers of brand-name biologics, some analysts said. Drugmakers 
may find themselves grappling with whether to subject their products to federal negotiations or 
alter their patent strategies to let a biosimilar come on the market. 
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Politico (8/19/2022): HHS SIGNALS PUBLIC HEALTH EMERGENCY WILL BE EXTENDED — State and 
local public health officials — having not heard differently this week — are expecting the Biden 
administration to extend the Covid-19 public health emergency for another 90 days in mid-
October, David reports. HHS had said it would alert officials 60 days before the PHE is due to be 
terminated, a timeline that passed earlier this week. 
 
Politico (8/19/2022): POST-PHE PLANS — Even as HHS says it plans to extend the Covid-19 public 
health emergency, federal officials are considering what measures will be needed beyond the 
emergency. 
 
Politico (8/18/2022): DRAMA NOT OVER FOR DRUGMAKERS — Although the Campaign for 
Sustainable Rx Pricing, also known as CSRxP, scored a victory in its battle with drugmakers with 
the passage of the Inflation Reduction Act — the group isn’t putting down the gloves just yet. 
 
STAT (8/18/2022): Pharma’s likely to sue over Medicare negotiation. Here are the arguments 
they might use - Democrats finally achieved a win over the pharmaceutical industry this month 
when they passed the most aggressive drug pricing reform in decades. But their victory could be 
short-lived. 
 
Modern Healthcare (8/18/2022): What the Inflation Reduction Act means for PBMs - The 
sweeping law President Joe Biden enacted Tuesday offers relief to some presciption drug users, 
but the pharmacy benefit managers that play a key role in how much patients pay for medicines 
will mostly carry on as usual. 
 
Politico (8/17/2022): IT’S OFFICIAL: DEMOCRATS’ SIGNATURE BILL IS NOW LAW — President Joe 
Biden signed the Inflation Reduction Act into law on Tuesday, marking a key victory for his 
administration. 
 
Axios (8/17/2022): Congress isn't done with messy health care fights - The Inflation Reduction 
Act is law. But that doesn't mean major health care interests are done testing their lobbying clout. 
 
Axios (8/17/2022): Some NIH-funded trials never report results - The National Institutes of Health 
did not take action against institutions and labs running government-funded clinical trials that 
failed to report results despite requirements to do so, Axios' Arielle Dreher writes about a report 
from a federal watchdog. 
 
Politico (8/17/2022): UNITEDHEALTHCARE TELEHEALTH SURGE — The nation’s largest health 
insurer has seen patients gravitate toward telemedicine in a plan called Surest, which gives 
enrollees prices upfront. 
 
Politico (8/16/2022): DEMS CLINCH HEALTH, TAX, CLIMATE DEAL — The House voted along party 
lines Friday to pass Democrats’ sweeping reconciliation package that would allow Medicare to 
negotiate certain drug prices, delivering on a key campaign promise of Joe Biden’s presidency and 
capping more than a year of Capitol Hill negotiations, POLITICO’s Sarah Ferris and Jordain Carney 
report. 
 
AP (8/16/2022): Biden to Sign Massive Climate And Health Care Legislation -  President Joe Biden 
signed Democrats’ landmark climate change and health care bill into law on Tuesday, delivering 
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what he has called the “final piece” of his pared-down domestic agenda, as he aims to boost his 
party’s standing with voters less than three months before the midterm elections. 
 
STAT (8/16/2022): Unpacking the drug pricing policies that Congress just approved - Medicare 
coverage for prescription drugs will look very different when President Biden signs into law the 
new reforms congressional Democrats passed in their major domestic policy package. 
 
Politico (8/15/2022): BECERRA IN THE HOT SEAT — Health and Human Services Secretary Xavier 
Becerra sought to deflect criticism of the federal response to monkeypox last month by passing 
the buck to states, reports POLITICO’s Adam Cancryn. 
 
Axios (8/15/2022): The coming public-private drug pricing divide - Democrats are on the cusp of 
their most significant health policy victory since the passage of the Affordable Care Act. 
 
Axios (8/15/2022): Few cancer centers have price transparency - Less than a third of the 63 
National Cancer Institute-designated cancer centers in the U.S. are fully complying with federal 
price transparency rules, according to an analysis in JAMA Surgery. 
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