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TOPIC POLICY ESTIMATED SAVINGS LATEST ACTION

MEDICARE 
NEGOTIATION                                                            
(PAGE 4 )

Internat ional 
Reference Pricing 
(H.R. 3)

$456 billion in Medicare 
savings f rom 2020-2029 
(CBO)

Reint roduced to the House for the 
117th Congress

- Previously passed the 
House in 116th Congress

Domest ic Reference 
Pricing(Proposed)

Would have reduced spending 
on new drugs by 30% from 
2015-2019 (West  Health)

INFLATION 
PENALTIES 
(PAGE 6 )

Inf lat ion rebates on 
drugs over $100  
(H.R. 3)

Reduct ion of  $36 billion in net  
federal spending f rom 
2020-2029 (CBO)

Reint roduced to the House for the 
117th Congress

- Previously passed the 
House in 116th Congress

Inf lat ion rebates on 
all drugs (S. 2543)

Reduct ion of  $69.7 billion f rom 
2021-2030  (CBO)

Int roduced to Senate during the 
116th Congress

PART B 
REFORMS 
(PAGE 8)

Bundling biologic 
and biosimilar 
products (Proposed)

Save between $2 ? 7.5 billion 
each year in Medicare 
spending (1% Step Project ) 
Reduce spending on biologics 
with biosimilars by 27% from 
2015-2019 (West  Health)

Therapeut ic 
bundles(Proposed)

Reduct ion of  $122 billion in 
Medicare spending (CRFB)

PART D 
BENEFITS 
(PAGE 10 )

Changes to Part  D 
st ructure, including 
out-of-pocket  cap 
(H.R. 3)

Increase of  $9 billion over 
2020 -2029 (CBO)

Reint roduced to the House for the 
117th Congress

- Previously passed the 
House in 116th Congress

Changes to Part  D 
st ructure, including 
out-of-pocket  cap 
(S.2543)

Reduct ion of  $3.39 billion f rom 
2021-2030  (CBO)

Int roduced to Senate during the 
116th Congress

OVERVIEW

The Drug Pricing Policy Savers Playbook ident if ies policy proposals and their projected f inancial 

impact  as scored by the Congressional Budget  Off ice and independent  organizat ions. The 

playbook is comprised of  policy proposals that  have been previously int roduced to Congress, as 

well as proposals f rom independent  organizat ions, such as West  Health and the 1% Steps Project . 

CIDSA experts have been surveyed on many of  the policies that  are featured in the playbook, 

including Medicare negot iat ion, inf lat ion penalt ies, point -of-sale rebates, product  hopping, and 

patent  thickets.

https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/survey/product-hopping
https://www.cidsa.org/survey/product-hopping
https://www.cidsa.org/survey/patent-thickets
https://www.cidsa.org/survey/patent-thickets
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TOPIC POLICY ESTIMATED SAVINGS LATEST ACTION

PART D 
REBATES 
(PAGE 11)

Point -of-Sale 
Rebates

Increase of  $177 billion in 
federal spending over 
2020 -2029 (CBO)

Trump Administration

- Executive order

Rebates applied to 
benef iciary 
cost -sharing

(Proposed)

Reduct ion of  $38 billion in Part  
D spending and $29 billion in 
lower benef iciary costs (West  
Health)

PATENT &  
FDA ABUSES 
(PAGE 13)

Patent  Thickets

(S. 1416)

Reduct ion of  $0 .51 billion f rom 
2019-2029

(CBO est imate of  ent ire bill)

Int roduced to Senate during the 
116th Congress

Product  Hopping

(S. 1416)

Reduct ion of  $0 .51 billion f rom 
2019-2029

(CBO est imate of  ent ire bill)

Int roduced to Senate during the 
116th Congress

Evergreening

(Proposed)

Save approx. $7 billion in net  

Part  D spending over the 

decade (CRFB)

OTHER 
REFORMS 
(PAGE 15)

Medicaid spread 
pricing

(S. 2543)

Reduct ion of  $0 .93 billion f rom 
2021-2030  (CBO)

Int roduced to Senate during the 
116th Congress

Importat ion

(Trump Final Rule; 
Biden Order)

$7 billion reduct ion f rom 
2017-2027 

(CBO est imate of  S. 469)

Trump Administ rat ion

- Final rule

Biden Administ rat ion

- Urged HHS to include 
importat ion by states and 
Indian Tribes in plan to 
lower drug costs

Orphan Drugs

(Updates to Orphan 
Drug Act)

Reduce health spending by 
$5.24B from 2019-2029 (1% 
Step Project )

Original Orphan Drug Act  signed 
into law 1983

5i AMP Formula 
Improvements 
(Proposed)

Medicaid savings of  $1.1 billion 
f rom 2013-2017 (West  Health)

PBM Spread Pricing 
(S. 1895)

Reduct ion of  $0 .07 billion f rom 
2019-2029 (CBO)

Int roduced to Senate during the 
116th Congress
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MEDICARE NEGOTIATION

Int ernat ional Reference Pricing

Policy: Require the Secretary of  HHS to negot iate drug prices as out lined in the Elijah E. Cummings 

Lower Drug Costs Now Act  (H.R. 3)

Projected Savings: $456 billion f rom 2020-2029 (CBO)

H.R. 3 would require the Secretary of  the Department  of  Health and Human Services (HHS) to 

negot iate direct ly with brand name drug manufacturers to lower prices for the top 125 cost liest  

single-source drugs that  lack generic opt ions. Prices would be determined based on the average 

manufacturer price in six comparable countries, including Australia, Canada, France, Germany, Japan, 

and the United Kingdom. Negot iated prices will not  exceed 120% of the average price in the 

comparable countries, and in cases where internat ional prices are not  available, the price would be 

negot iated at  no more than 85% of the US manufacturer price.

CIDSA experts were surveyed on the impact  of  Medicare negot iat ion, as writ ten in H.R. 3, and 

determined that  it  would signif icant ly reduce drug spending and decrease both list  and net  prices. The 

pharmaceut ical industry believes this policy will reduce access and innovat ion, but  CIDSA experts 

agreed that  negot iat ion would actually moderately increase access to pat ient  groups, based on 

reduced prices. A West  Health study also found that  Medicare negot iat ion in H.R. 3 would reduce 

employer-sponsored insurance by $256 billion over 2023-2029.

In the 116th Congress, H.R. 3 passed the House of  Representat ives and was added to the Senate 

calendar at  the end of  2020 . It  has been reint roduced to the 117th Congress and most  recent ly has 

been referred to the Subcommit tee on Oversight  and Invest igat ions for review.

Domest ic Reference Pricing

Policy Proposal: Require the Secretary of  HHS to negot iate drug prices based on a domest ic reference 

pricing mechanism.

Projected Savings: Would have reduced prices of  new drugs by 30% from 2015-2019 (West  Health)

A domest ic reference pricing mechanism would enable the Secretary of  HHS to negot iate with 

https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.cbo.gov/system/files/2019-12/hr3_complete.pdf
https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/survey/medicare-negotiation
https://www.cidsa.org/publications/commercial-savings-generated-by-medicare-negotiation-under-h-r-3
https://www.cidsa.org/publications/commercial-savings-generated-by-medicare-negotiation-under-h-r-3
https://www.cidsa.org/publications/commercial-savings-generated-by-medicare-negotiation-under-h-r-3
https://www.cidsa.org/publications/commercial-savings-generated-by-medicare-negotiation-under-h-r-3
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manufacturers to establish ceiling prices for new or exist ing brand drugs based on historical prices of  

similar drugs unless the manufacturer can demonstrate suf f icient  clinical ef fect iveness to just ify a 

higher price. Prices would be determined based on the launch prices of  comparator therapies, similar 

to a least  cost ly alternat ive approach, with a premium based on the average age of  the comparator 

therapies. The manufacturer would have the opportunity to commission independent  research to 

demonstrate if  a higher price is warranted by clinical value, subject  to a cap on the overall impact  of  the 

drug on total drug spending. This proposal would eliminate the US dependency on other countries to 

evaluate drugs and therefore reduce the industry?s ability to game the system to protect  global prof its.

A forthcoming West  Health study applied the domest ic reference pricing f ramework to all new drugs 

approved from 2015 to 2019, f inding that  spending on these drugs would have been 30% lower over 

the period. This would have reduced Medicare spending on these 66 drugs by $6.5 billion over the 

period. If  applied to both exist ing and new drugs, savings would be substant ially higher.

There is no current  Congressional act ion on a domest ic reference pricing approach, however Senator 

Wyden, has been said to be considering one in his upcoming drug pricing legislat ion.
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INFLATION PENALTIES

Rebates on Drugs Over $10 0

Policy: Require manufacturers to pay CMS rebates for drugs that  cost  more than $100  when the 

average manufacturer price increases faster than inf lat ion, as out lined in the Elijah E. Cummings Lower 

Drug Costs Now Act  (H.R. 3).

Projected Savings: $36 billion f rom 2020-2029 (CBO)

H.R. 3 would require manufacturers to pay CMS a rebate for any drug that  is priced more than $100  

and increases in price faster than the rate of  inf lat ion.

CIDSA experts were surveyed on the impact  of  inf lat ion rebates as envisioned in both H.R. 3 and S. 

2543; even though the policies dif fer slight ly, both policies at tempt  to constrain price growth by 

requiring a rebate to of fset  price increases. CIDSA experts concluded that  the policy would moderately 

reduce drug spending as well moderately decrease drug list  and net  prices. While CIDSA experts are 

concerned that  these policies are not  combined with launch price controls, they do think these 

measures would signif icant ly advance drug spending policy without  af fect ing pat ient  access.

In the 116th Congress, H.R. 3 passed the House of  Representat ives and was added to the Senate 

calendar at  the end of  2020 . It  has been reint roduced to the 117th Congress and most  recent ly has 

been referred to the Subcommit tee on Oversight  and Invest igat ions to be reviewed.

Rebates on All Drugs

Policy: Require manufacturers to pay CMS rebates for drugs whose average manufacturer price 

increases faster than inf lat ion, as out lined in the Prescript ion Drug Pricing Reduct ion Act  of  2019 (S. 

2543).

Projected Savings: $69.7 billion over 2021-2030  (CBO)

The Prescript ion Drug Pricing Reduct ion Act  (PDPRA) would require manufacturers to pay CMS a 

rebate when any drug increases in price faster than the rate of  inf lat ion. The inf lat ion-adjusted penalty 

would be determined by the consumer price index for all urban consumers (US city average) for the last  

https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.cbo.gov/system/files/2019-12/hr3_complete.pdf
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.cbo.gov/system/files/2020-03/PDPRA-SFC.pdf


SUBHEADLINE -  

 DRUG PRICING POLICY SAVERS PLAYBOOK 

7

month of  the quarter that  is two quarters before the rebate period.

As previously ment ioned, CIDSA experts were surveyed on the impact  of  inf lat ion rebates as 

envisioned in both H.R. 3 and S. 2543; even though the policies dif fer slight ly, both policies at tempt  to 

constrain price growth by requiring a rebate to of fset  price increases. CIDSA experts concluded that  

the policy would moderately reduce drug spending as well moderately decrease drug list  and net  

prices. While CIDSA experts are concerned that  these policies are not  combined with launch price 

controls, they do think these measures would signif icant ly advance drug spending policy without  

af fect ing pat ient  access.

The Prescript ion Drug Pricing Reduct ion Act  was int roduced to the Senate during the 116th Congress 

and has not  been reint roduced to the current  session.

https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
https://www.cidsa.org/survey/inflation-penalties
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PART B REFORM

Part  B Average Sales Price Cont rols

Policy: Update Part  B payment  rates and include all price concessions in ASP calculat ions, as out lined 

in the Prescript ion Drug Pricing Reduct ion Act  of  2019 (S. 2543)

Projected Savings: $16.56 billion over 2021-2030  (CBO)

The Prescript ion Drug Pricing Reduct ion Act  (PDPRA) three signif icant  Part  B reforms to lower costs. 

The f irst  provision addresses how Medicare payment  rates are calculated; rates are calculated of f  of  a 

weighted average of  manufacturers? ASPs for each product  classif ied under a specif ic Medicare billing 

code. This provision would require manufacturers that  do not  have a Medicaid drug rebate agreement  

to report  average sales price (ASP) to the HHS Secretary so that  it  can be used to calculate Medicare 

payment  rates. This would allow Medicare to be reimbursed at  a more accurate rate. This provision 

alone is est imated to save $2.42 billion f rom 2021-2030 .

The second signif icant  provision also addresses the ASP calculat ions in Part  B. Current ly, 

manufacturers must  calculate ASP based on the price sold to purchasers net  of  most  price 

concessions, however, they are not  required to include concessions provided direct ly to pat ients. This 

provision requires manufacturers to include the value of  any coupons provided direct ly to pat ients in 

calculat ing a drug?s ASP. This individual provision is est imated to save $1.83 billion f rom 2021-2030 .

PDPA also out lines contains a provision that  would require manufacturers to pay an inf lat ion rebate for 

Part  B drugs with price increases greater than inf lat ion. Manufacturers would pay the HHS Secretary a 

quarterly inf lat ion rebate if  the ASP payment  exceeded the inf lat ion-adjusted ASP payment  amount  

based on the July 1, 2019 quarter. This provision is est imated to save $12.31 billion over 2021-2030 .

The Prescript ion Drug Pricing Reduct ion Act  was int roduced to the Senate during the 116th Congress 

and has not  been reint roduced to the current  session.

Bundle Biologics and Approved Biosimilars

Policy Proposal: Consolidate Medicare J-codes for physician-administered biologics and biosimilars, 

consistent  with the approach for physician administered brand drugs and approved generics.

Projected Savings: $2-$7.5 billion each year (1% Steps Project  est imate), 27% reduct ion in spending 

(West  Health)

https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.cbo.gov/system/files/2020-03/PDPRA-SFC.pdf
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
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The proposed policy, as out lined by the 1% Steps Project , would consolidate Medicare J-codes for 

physician administered biologics and approved biosimilars. Each code would represent  the reference 

biologic and each of  its biosimilars. Physicians would then be compensated equally for administering 

any t reatment  within the group. The policy also proposed that  all of  the t reatments in a group would be 

priced at  the least  expensive t reatment  plus 5% or $500 , whichever is smaller. A related policy, 

developed by West  Health and under peer review, would base reimbursement  on the weighted average 

price of  biologics and biosimilars in the J-code, as is current ly done for brand drugs and their approved 

generics.

This reform would incent ivize physicians to administer the least  expensive t reatment , which would 

pressure brand manufacturers to lower their prices. A West  Health study on the impact  of  this policy is 

current ly under review.

There is current ly no Congressional act ion on this proposal.

Therapeut ic Bundles by Weighted Average

Policy Proposal: Set  physician-administered drugs to a single price for groups of  drugs within the 

same therapeut ic class.

Projected Savings: $122 billion f rom 2021-2030  (CRFB)

The proposed policy, by the Commit tee for a Responsible Federal Budget  (CRFB), would consolidate 

prices for physician administered drugs to one set  price for all drugs within the same therapeut ic class. 

The price would be set  at  the weighted average of  manufacturer prices for each of  the comparable 

drugs within the class. This policy would encourage compet it ion, as physicians would be compensated 

equally for all comparator drugs within the therapeut ic class.

CRFB est imated that  if  this policy were applied to just  three drug classes, it  would reduce gross 

Medicare spending by at  least  $122 billion f rom 2021-2030 . These savings come from $56 billion of  

savings to fee-for-service, $37 billion in lower benef iciary premiums and cost -sharing, and $29 billion in 

the Medicare Advantage program. Spillover savings into the commercial market  could save as much as 

$21 billion in drug costs of  the rheumatoid arthrit is class alone.

There is current ly no Congressional act ion on this proposal.

https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://onepercentsteps.com/policy-briefs/paying-for-biologic-pads-in-medicare-part-b/
https://www.crfb.org/papers/injecting-price-competition-medicare-part-b-drugs
https://www.crfb.org/papers/injecting-price-competition-medicare-part-b-drugs
https://www.crfb.org/papers/injecting-price-competition-medicare-part-b-drugs
https://www.crfb.org/papers/injecting-price-competition-medicare-part-b-drugs
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PART D BENEFITS

Out -of -Pocket  Spending Threshold t o $2,0 0 0

Policy: Reduce the out-of-pocket  spending threshold to $2,000  and modify the benef it  st ructure to 

lower benef iciary costs, as out lined in the Elijah E. Cummings Lower Drug Costs Now Act  (H.R. 3).

Projected Cost s: $9 billion f rom 2020-2029 (CBO)

H.R. 3 would redesign the Part  D benef its to lower costs for benef iciaries. The annual out -of-pocket  

threshold would be reduced to $2,000  and benef iciary cost -sharing would be eliminated over that  

threshold, under the Medicare drug benef it . To compensate for reduced benef iciary spending, federal 

reinsurance would be adjusted to 20%, insurers would cover 50%, and manufacturers would cover 

30% when the benef iciary exceeds the threshold.

In the 116th Congress, H.R. 3 passed the House of  Representat ives and was added to the Senate 

calendar at  the end of  2020 . It  has been reint roduced to the 117th Congress and most  recent ly has 

been referred to the Subcommit tee on Oversight  and Invest igat ions to be reviewed.

Out -of -Pocket  Spending Threshold t o $3,10 0

Policy: Reduce the out-of-pocket  spending threshold to $3,100  and modify the benef it  st ructure to 

lower benef iciary costs, as out lined in the Prescript ion Drug Pricing Reduct ion Act  of  2019 (S. 2543).

Projected Savings: $3.39 billion over 2021-2030  (CBO)

The Prescript ion Drug Pricing Reduct ion Act  of  2019 (PDPRA) aims to lower costs for benef iciaries by 

reducing the out-of-pocket  spending threshold to $3,100 . Similar to the design proposed in H.R. 3, 

benef iciary cost -sharing over the threshold would be eliminated under the Medicare drug benef it . The 

most  signif icant  dif ference between benef it  design st ructure proposals is that  PDPRA would require 

manufacturers to engage in a new discount  program when benef iciaries exceed the catast rophic 

phase. To cover the costs over the threshold, PDPRA would gradually the benef it  design to require 

federal reinsurance to cover 20% by 2024 for brand drugs and 40% for generic drugs, the insurers 

would be responsible for 60% of costs over the threshold, and manufacturers would pay the remaining 

20% of costs for brand drugs

The Prescript ion Drug Pricing Reduct ion Act  was int roduced to the Senate during the 116th Congress 

and has not  been reint roduced to the current  session.

https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.congress.gov/bill/117th-congress/house-bill/3/text
https://www.cbo.gov/system/files/2019-12/hr3_complete.pdf
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/116th-congress/senate-bill/2543?q=%7B%22search%22%3A%5B%22s2543%22%5D%7D&s=1&r=1
https://www.cbo.gov/system/files/2020-03/PDPRA-SFC.pdf
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PART D REBATES

Point -of -Sale Rebates

Policy Proposal: Pass rebates paid to PBMs direct ly to pat ients at  the point -of-sale.

Projected Cost s: $177 billion in net  federal spending f rom 2020-2029 (CBO)

Point -of-sale (POS) rebates, as writ ten in former President  Trump?s execut ive order, would eliminate 

kickbacks paid to pharmacy benef it  managers (PBMs) by manufacturers and instead pass the savings 

direct ly to pat ients. This would remove the safe harbor exempt ion for rebates applied af ter 

point -of-sale and then create a new safe harbor to allow manufacturers to reduce their prices when the 

rebates are applied at  point -of-sale to the pat ients.

CIDSA experts were surveyed on this policy, as writ ten in former President  Trump?s execut ive order, 

and determined that  it  would minimally reduce drug spending. POS rebates would not  af fect  the list  or 

net  prices for pat ients. A study by West  Health found that  POS rebates would increase manufacturer 

revenues at  the expense of  the Medicare program. Compared to the Prescript ion Drug Reduct ion Act  

of  2019, this proposed policy would increase manufacturer revenues by $44 billion while Medicare 

spending increases by $63 billion f rom 2022-2029.

The policy was f inalized by the Trump Administ rat ion in a 2020  execut ive order, which has been 

delayed by the Biden Administ rat ion, and is f requent ly advocated for by the pharmaceut ical industry.

Apply Rebates t o Benef iciary Cost -Sharing

Policy Proposal: Calculate benef iciary cost -sharing on the drug price net  of  rebates, not  the pharmacy 

st icker price.

Projected Savings: $38 billion over 2021-2030  (West  Health)

This proposed policy, as out lined by West  Health, would pass the savings of  rebates on to benef iciaries 

but  apply only to benef iciaries? cost -sharing at  the pharmacy counter. Therefore, benef iciary 

cost -sharing would be based on the net  price of  a drug af ter rebates, and the Part  D plan would make 

up the balance of  any pharmacy reimbursement . The manufacturer contribut ion threshold, however, 

would be calculated based on the full, unrebated price of  a drug, ensuring that  manufacturers 

contribute appropriately for high-priced drugs.

https://www.cbo.gov/system/files/2019-05/55151-SupplementalMaterial.pdf
https://www.federalregister.gov/documents/2020/07/29/2020-16625/lowering-prices-for-patients-by-eliminating-kickbacks-to-middlemen
https://www.federalregister.gov/documents/2020/07/29/2020-16625/lowering-prices-for-patients-by-eliminating-kickbacks-to-middlemen
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/survey/kickbacks
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
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The previously ment ioned West  Health study on PBM rebates found that  this proposal would save 

Medicare $38 billion and benef iciaries $29 billion f rom 2022-2029 under PDPRA. Manufacturers 

would not  be able to game this proposal as easily as POS rebates as they would be responsible for the 

same $67 billion as they would under PDPRA.

There is current ly no Congressional act ion on this proposal.

https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
https://www.cidsa.org/publications/extending-pbm-rebates-to-medicare-beneficiaries-without-increasing-medicare-spending
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PATENT AND FDA ABUSES

Product  Hopping

Policy: Enable the FTC to prevent  manufacturers f rom removing drugs listed on FDA?s approved drug 

list  to discourage product  hopping, as detailed in the Affordable Prescript ions for Pat ients Act  of  2019 

(S. 1416).

Projected Savings: $0 .51 billion f rom 2019-2029 (CBO cost  est imate of  the ent ire bill)

The Affordable Prescript ions Act  of  2019 (S. 1416) aims to increase compet it ion by limit ing product  

hopping through both hard and sof t  switches. This policy would enable the FTC to prohibit  product  

hopping by denying large manufacturers f rom removing drugs listed on the FDA?s approved drug list  

when at tempted between not if icat ion of  generic product  applicat ion and 180  days af ter the product  

has been on the market . The bill allows brand manufacturers to f ight  allegat ions of  ant icompet it ive 

behavior in court  if  the manufacturer can prove their act ions were just if ied for the safety and best  

health outcomes of  pat ients and not  to prevent  generic compet it ion.

A CIDSA survey on this policy concluded that  it  would moderately reduce drug spending, as well as 

reduce both list  and net  prices. CIDSA experts also opined that  this policy would increase access to 

Medicare pat ients, the commercially insured, the uninsured, and large pat ient  groups. CIDSA experts 

did highlight  that  the FTC would need to be aggressive and be given addit ional resources to ef fect ively 

prohibit  large brand manufacturers f rom engaging in product  hopping.

The Affordable Prescript ions Act  was int roduced to the Senate during the 116th Congress and has not  

been reint roduced to the current  session.

Patent  Thicket s

Policy:Restrict  manufacturers f rom applying more than 20  patents to an original reference biologic, as 

detailed in the Affordable Prescript ions for Pat ients Act  of  2019 (S. 1416).

Projected Savings: $0 .51 billion f rom 2019-2029 (CBO cost  est imate of  the ent ire bill)

The Affordable Prescript ions Act  of  2019 (S. 1416) would impose a 20 -patent  maximum to original 

reference biologic products. This policy aims to prevent  large patent  thickets that  occur when 

manufacturers f ile addit ional patents for the sole reason of  extending their market  exclusivity rather 

than to protect  new innovat ion. Biologic manufacturers may f ight  the 20 -patent  maximum if  they feel 

their patents cover novel improvements and can prove to a court  that  they were not  f iled solely to 

prevent  biosimilar compet it ion.

https://www.congress.gov/bill/116th-congress/senate-bill/1416?q=%7B%22search%22%3A%5B%22s1416%22%5D%7D&s=2&r=2
https://www.congress.gov/bill/116th-congress/senate-bill/1416?q=%7B%22search%22%3A%5B%22s1416%22%5D%7D&s=2&r=2
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cidsa.org/survey/product-hopping
https://www.cidsa.org/survey/product-hopping
https://www.congress.gov/bill/116th-congress/senate-bill/1416?q=%7B%22search%22%3A%5B%22s1416%22%5D%7D&s=2&r=2
https://www.congress.gov/bill/116th-congress/senate-bill/1416?q=%7B%22search%22%3A%5B%22s1416%22%5D%7D&s=2&r=2
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
https://www.cbo.gov/system/files/2019-07/s1416.pdf
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A CIDSA survey concluded that  this policy would minimally reduce drug spending and moderately 

decrease net  prices. CIDSA experts also agreed that  this would moderately increase access to all 

pat ient  groups, except  Medicaid where there would be no change. However, CIDSA experts st ill noted 

that  this policy does not  address the st rength and breadth of  each patent  that  makes up a patent  

thicket  and that  20  patents would st ill ef fect ively delay biosimilar compet it ion.

The Affordable Prescript ions Act  was int roduced to the Senate during the 116th Congress and has not  

been reint roduced to the current  session.

Evergreening

Policy Proposal: Eliminate the addit ional 3-year period of  exclusivity when manufacturers release 

reformulat ions of  exist ing drugs.

Projected Savings: $7 billion f rom 2019-2029 (CRFB)

This policy proposal, as detailed by CRFB, would encourage generic compet it ion by limit ing 

evergreening pract ices. The proposal would make three signif icant  changes to the Federal Food, Drug, 

and Cosmet ic Act , which would include: (1) def ining common evergreened product  types to prohibit  the 

FDA from approving supplemental applicat ions in the two years prior to patent  expirat ion; (2) providing 

extended exclusivity to patents of  the original product  if  an extended release is launched within three 

years of  the original product  and demonstrates substant ive clinical benef it ; and (3) of fer an addit ional 

three-month exclusivity period for products on the markets is an extended release of  other 

reformulat ion is launched within three years of  the new policy. This would ef fect ively eliminate the 

three-year period of  exclusivity for new clinical invest igat ions that  result  in extended release or other 

reformulated products but  allow for a short  add-on exclusivity period for new formulat ions that  prove 

to result  in improved health outcomes.

In addit ion to an est imated $7 billion in savings over the span of  a decade, there would be addit ional 

cost  savings among commercial insurers and the Medicaid program.

There is current ly no Congressional act ion on this policy.

https://www.cidsa.org/survey/patent-thickets
https://www.cidsa.org/survey/patent-thickets
https://www.crfb.org/papers/limiting-evergreening-name-brand-prescription-drugs
https://www.crfb.org/papers/limiting-evergreening-name-brand-prescription-drugs
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OTHER REFORMS

Medicaid Spread Pricing

Policy: Increase t ransparency and prevent  the use of  spread pricing by PBMs, as out lined in the 

Prescript ion Drug Pricing Reduct ion Act  (S. 2543).

Projected Savings: $0 .93 billion f rom 2021-2030  (CBO)

The Prescript ion Drug Pricing Reduct ion Act  (PDPRA) would amend the Social Security Act  (SSA) 

Sect ion 1927(e) to require pass-through pricing for covered outpat ient  drugs in Medicaid. Payments 

made to PBMs for administ rat ive services would also need to be limited to a reasonable administ rat ive 

fee and the PBM would be required to report  all costs and payments related to covered outpat ient  

drugs and administ rat ive fees to HHS. This provision of  PDPRA also prohibits any form of  spread 

pricing f rom claiming federal matching payments in Medicaid.

The Prescript ion Drug Pricing Reduct ion Act  was int roduced to the Senate during the 116th Congress 

and has not  been reint roduced to the current  session. Congress is current ly considering similar policies 

for the upcoming infrast ructure package.

Import at ion

Policy: Allow FDA-authorized programs to import  drugs f rom Canada at  lower costs, as detailed in a 

Trump rule.

Projected Savings: $7 billion f rom 2017-2027 (CBO preliminary est imate)

The Trump Administ rat ion rule allowed for FDA-authorized programs to import  drugs f rom Canada 

that  are less expensive to purchase abroad. The execut ive order required there to be no addit ional 

expenses to Americans or risks to public safety. The Canadian government  has voiced concern over 

this plan, due to manufacturing capacity concerns.

A CIDSA survey found that  this policy would minimally reduce drug spending but  have no impact  on list  

or net  prices. While it  could moderately increase access for uninsured pat ients, it  would have no impact  

on any other pat ient  group.

Trump?s rule went  into ef fect  at  the end of  2020 . The Biden Administ rat ion has also issued an 

execut ive order that  requests the Secretary of  HHS create a plan to reduce drug costs, which includes 

lowering costs through importat ion by states and Indian t ribes.

https://www.congress.gov/bill/116th-congress/senate-bill/2543/text#toc-idad92c85a0e0943e4966ccc32997fd6f4
https://www.congress.gov/bill/116th-congress/senate-bill/2543/text#toc-idad92c85a0e0943e4966ccc32997fd6f4
https://www.cbo.gov/system/files/2020-03/PDPRA-SFC.pdf
https://www.hhs.gov/sites/default/files/importation-final-rule.pdf
https://www.hhs.gov/sites/default/files/importation-final-rule.pdf
https://www.cbo.gov/system/files/115th-congress-2017-2018/costestimate/s469preliminary.pdf
https://www.cbo.gov/system/files/115th-congress-2017-2018/costestimate/s469preliminary.pdf
https://www.cbo.gov/system/files/115th-congress-2017-2018/costestimate/s469preliminary.pdf
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.reuters.com/article/us-canada-pharmaceuticals-exports-exclus/exclusive-canada-warns-us-against-drug-import-plans-citing-shortage-concerns-idUSKCN1UD2LN
https://www.cidsa.org/survey/importation
https://www.cidsa.org/survey/importation
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/07/09/executive-order-on-promoting-competition-in-the-american-economy/
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/07/09/executive-order-on-promoting-competition-in-the-american-economy/
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Orphan Drugs

Policy Proposal: Encourage investments in orphan diseases by of fering tax credits with the 

expectat ion of  price regulat ion.

Projected Savings: $5.24 billion f rom 2019-2029 (1% Step Project  cost  est imate)

This proposed policy, as detailed by the 1% Step Project , would incent ivize investments in orphan 

diseases via the provision of  R&D tax credits, which would be subject  to a ?claw back? provision for 

drugs that  earn enough to suggest , ex post , that  they could have been developed without  such R&D 

tax credits. Firms that  receive R&D tax credits for developing an orphan drug must  agree to price 

regulat ion on the drug af ter patent  expirat ion if  there is no generic or biosimilar compet it ion.

Current ly, The Orphan Drug Act  (ODA), which was signed into law in 1983, incent ivizes manufacturers 

to develop drugs for rare diseases. Before the Orphan Drug Act , manufacturers would not  develop 

these t reatments, as rare diseases, by def init ion, have small pat ient  populat ions and therefore a limited 

potent ial for revenue. The ODA incent ivized the development  of  rare disease t reatments by of fering 

tax credits for the costs of  R&D and addit ional market  exclusivity. Orphan drugs receive seven years of  

exclusivity f rom the date of  FDA market  approval.

Current ly, manufacturers are able to manipulate the orphan drug label by market ing exist ing drugs with 

new indicat ions for rare diseases. Manufacturers are then able to be rewarded with addit ional patent  

protect ions to their already successful drugs that  were developed for non-orphan diseases.

There is current ly no Congressional act ion on this proposal.

5 i AMP Rebates

Policy Proposal: Remove manufacturer rebates f rom the average manufacturer price calculat ion for 5i 

drugs.

Projected Savings: $1.1 billion f rom 2013-2017 in Medicaid costs (West  Health)

This proposed policy, as out lined in a forthcoming West  Health study, would remove rebates f rom the 

average manufacturer price (AMP) calculat ion for 5i drugs, which are drugs that  are injected, inhaled, 

inst illed, infused, or implanted. Medicaid rebates are calculated as a percentage of  AMP, which ref lects 

the price paid by Medicaid to pharmacies for most  drugs. However, by including PBM rebates in the 

AMP calculat ion for 5i drugs, the Medicaid rebate is calculated at  a lower price than that  actually paid 

by the Medicaid program, causing Medicaid to overpay for drugs and increasing drug manufacturer 

prof its.

The forthcoming study analyzed 15 5i drugs to est imate the increased costs to Medicaid f rom the 

https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://onepercentsteps.com/policy-briefs/reforming-the-orphan-drug-act/
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
https://www.fda.gov/industry/designating-orphan-product-drugs-and-biological-products/orphan-drug-act-relevant-excerpts
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inclusion of  PBM rebates in the AMP. The study est imated that  this reduced the average manufacturer 

price by 42% which reduced Medicaid rebates by 82% and therefore cost  an addit ional $1.1 billion in 

Medicaid expenses f rom 2013-2017. Given that  the inf lat ion penalt ies proposed in H.R. 3 are also 

based on AMP, f ixing the 5i AMP formula could reduce manufacturer gaming of  the inf lat ion penalty 

under H.R. 3.

There is current ly no Congressional act ion on this proposal.

Pharmacy Benef it  Manager (PBM) Spread Pricing

Policy: Prohibit  PBMs from charging health plans, insurance companies, or pat ients more for a drug 

than they paid to the pharmacy as out lined in the Lower Health Care Costs Act  (S. 1895)

Projected Savings: $70  million f rom 2019-2019 (CBO)

The Lower Health Care Costs Act  would increase oversight  of  PBMs in the commercial market , 

including prohibit ing spread pricing and requiring full rebate pass through. The spread pricing 

prohibit ion would require PBMs to charge the plan sponsor, insurance plan, or pat ient  no more than 

what  they paid to acquire the drug. This would apply to PBMs that  own mail-order, specialty, or retail 

pharmacies. This provision of  the Lower Health Care Costs Act  would also require PBMs to pass 100% 

of rebates or discounts back to health plan sponsors and to provide semi-annual reports that  cover 

costs, rebates, fees, drug usage, and cost -sharing by enrollees. 

The est imated $70  million in savings f rom this policy would be the result  of  increased revenues due to 

lower commercial health insurance premiums. Therefore, the majority of  the savings would be accrued 

to employers and workers. CRFB est imated that  prohibit ing PBM spread pricing would produce $5 

billion in federal savings and a $15 billion reduct ion in Nat ional Health Expenditures (NHE). 

The Lower Health Care Costs Act  was int roduced to the Senate during the 116th Congress and has not  

been reint roduced to the current  session. 

https://www.congress.gov/bill/116th-congress/senate-bill/1895
https://www.congress.gov/bill/116th-congress/senate-bill/1895
https://www.cbo.gov/system/files/2019-07/s1895_0.pdf
https://www.crfb.org/blogs/how-reduce-health-costs-900-billion
https://www.crfb.org/blogs/how-reduce-health-costs-900-billion
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Sean Dickson

CIDSA Chair, 

Director of  Health Policy

West  Health Policy Center

t : 202-729-8561

e: sdickson@cidsa.org

CONTACT:

info@cidsa.org

media@cidsa.org

CIDSA, the Council for Informed Drug Spending Analysis, is a nonpart isan expert  group 

funded by West  Health and focused on bringing a non-pharma perspect ive to drug 

spending policy dialogue. Learn more at  www.cidsa.org and on Twit ter at  @CIDSAexperts.

mailto:sdickson@cidsa.org
mailto:info@cidsa.org
mailto:media@cidsa.org
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