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Welcome

Thank you for joining our Discarded Drug Program
webinar.

* This session will be recorded and posted.

« Participants can submit questions via the Q&A
feature.

« This is approximately a 1-hour session with time for
guestions at the end.




Agenda

Topic Presenter

Introductory Remarks Mark Bremer, CMS
Discarded Drug Program Overview Katie Wilder, Contractor
Refund Calculations and Timeline Katie Wilder, Contractor
Manufacturer Payment Portal Overview | Jacquelyn Cunningham,
Contractor

Available Resources Katie Wilder, Contractor
Q&A Session Suzanne Bromley, Contractor
Closing Remarks Mark Bremer, CMS




Goals

* Provide an overview of the:
* Discarded Drug Program
 Calculation of refund amounts due
 Demonstrate how to:

« Access Discarded Drug Refund Reports in the
Manufacturer Payment Portal (MPP)

« Pay any refund amounts due in MPP
* Answer your Discarded Drug Program questions




Discarded Drug Program

Manufacturers are required to provide a refund to be deposited into the
Supplementary Medical Insurance (SMI) Trust Fund for the discarded
amounts from drugs that meet certain criteria as stated in 42 CFR §
414.940.

Manufacturers who fail to comply with the requirement under 42 CFR §
414.940(b) will be subject to a Civil Monetary Penalty (CMP) equal to the
sum of 125 percent of the assessed refund obligation.



https://www.ecfr.gov/current/title-42/section-414.940#p-414.940
https://www.ecfr.gov/current/title-42/section-414.940#p-414.940
https://www.ecfr.gov/current/title-42/section-414.940#p-414.940
https://www.ecfr.gov/current/title-42/section-414.940#p-414.940(b)
https://www.ecfr.gov/current/title-42/section-414.940#p-414.940(b)
https://www.ecfr.gov/current/title-42/section-414.940#p-414.940(b)
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Definition of Refundable Drug

Inclusion Criteria

Exclusion Criteria

Single-source drug or biological
product, including biosimilars
Must be furnished from a single-
use package or single-dose
container

All national drug codes (NDCs)
assigned to the drug’s billing and
payment code must be single-
dose, as described in each
product's labeling

Payment is made under
Medicare Part B

Radiopharmaceuticals (therapeutic or diagnostic) or imaging agents

Certain drugs or biologicals requiring filtration during preparation (prior to dilution and
administration) for which unused portions must be discarded after the filtration
process

Drugs approved or licensed by the Food and Drug Administration (FDA) on or after
November 15, 2021, until the last day of the sixth full quarter for which the drug has
been marketed (as reported to CMS) for the first reported sale for any NDCs of such
drug

A drug approved or licensed by FDA on or after November 15, 2021 and for which the
date the drug was first marketed (as reported to CMS) does not adequately
approximate the date of first payment under Part B due to an applicable national
coverage determination, until the last day of the sixth full quarter for which the drug
has been covered and paid under Medicare Part B for the first NDC assigned to the
billing and payment code of such drug




Tracking Discarded Drug Units

History

 Effective January 2017, providers and suppliers are required to report the JW modifier
on all claims that bill for drugs and biologicals separately payable under Medicare Part
B with unused and/or discarded amounts.

« Starting in July 2023, the JZ modifier was added to track all such drugs with no
discarded amounts.

Definitions

» Discarded amount: Any amount of drug that is not a part of the dose and is not
intended to have a therapeutic effect in the patient, up to the amount identified on the
FDA-approved label.

+ JW Modifier: Used on a Medicare Part B claim to denote the portion of the drug that
was discarded.

» JZ Modifier: Used on a Medicare Part B claim to indicate no portion of the drug was
discarded.




Applicable Percentages

An applicable percentage is essentially the discarded amount threshold
for a specific drug. The applicable percentage is used in the calculation of
the refund amount due from manufacturers. It is required to be at least 10%
but can be increased through notice-and-comment rulemaking for drugs

rL \ with unique circumstances.

| The following are increased applicable percentages for drugs with unique
circumstances:

« 35% - Drug reconstituted with a hydrogel and has variable dosing based on
patient-specific characteristics

* 90% - Low volume dose drug contained within 0.1 mL or less

* 45% - Low volume dose drug contained within 0.11 mL up to 0.4 mL

« 26% - Designated orphan drugs under Section 526 of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) that are furnished to fewer than 100 unique
beneficiaries per calendar year




Report Timeline

September 1, 2026 December 31, 2026

The annual Refund Report is sent to
manufacturers in MPP and may include the
discarded drug refund amount due for the four

Payment is due unless a dispute
is filed with CMS. Payment will be

calendar quarters in 2025 AND updated refund due 30 days after the dispute is
amounts due, if applicable, for the four calendar resolved or by December 31,
quarters in 2024. whichever is later.

February 1, 2026 October 1, 2026

Deadline for manufacturers to The manufacturer has 30
o request an increase to their days from the issuance of
&N Applicable Percentage the report to file a dispute.
8 effective January 1, 2027.




New Refund Quarter Calculation

OO E

Manufacturer Total Number ASP-Based Applicable
Refund Due of Discarded Payment Percentage
Drug Units Limit Multiplied by
(JW units on Estimated Total

claims data) Allowed Charges

11




Refund Calculation When Refundable
Drugs Have Multiple Manufacturers

Labeler Billing Proporfuon Refund Due Per
: of Units
Name Units Sold Manufacturer
Sold
Labeler A 3,750 50% $3,750.00
Labeler B 1,125 15% $1,125.00
Labeler C 2,625 35% $2,625.00
Total /7,500 100% $7,500.00




Updated Refund Quarter Calculation

Updated Updated Total ASP-Based Applicable Refund Amount
Manufacturer Number of Payment Limit Percentage from Previous
Refund Due Discarded Multiplied by Refund Report
Drug Units (JW Estimated Total
units on claims Allowed Charges

data)




Onboarding Process
- 2=

Health Plan Management

Manufacturer Payment Portal

P Number Assignment (MPP) Access

System (HPMS) Account
Creation

* AP Number is a unique identifier used « Manufacturers must designate their 2 UEAUITIESUNS PIeEEre Dl :
in the Health Plan Management System Program Type (Part B or Part B and Part Program cont.act information collected in
(HPMS) to identify manufacturers and D) and provide contact information for a HPMS to assign manufacturer user
create accounts. Discarded Drug Program Contact in eI

« Many manufacturers already have a P HPMS. * The Discarded Drug Program contact
Number for participation in other  Manufacturers must ensure that the Ll LCEIDITelsn LI
programs, but some need a P Number Discarded Drug Program contact initiate payment for refunds due.
issued for the Discarded Drug Program. information in HPMS is accurate at all * The link to the new portal will be located

Once a P Number is issued, a times. on the home page of the TPA website
representative from the Third-Party (www.tpadministrator.com).

Administrator (TPA) Support Center,
Palmetto GBA, will contact the
manufacturer.


http://www.tpadministrator.com/

Requesting a P Number

Email DiscardedDrugs@cms.hhs.gov

« Manufacturer Legal Name

« Data Universal Numbering System (DUNS) Number

« Employer Identification Number (EIN)

* Primary Contact First and Last Name

* Primary Contact Email Address

* Primary Contact Phone Number

« Subject Line of the Email Should Read “[Manufacturer Name] Request for P Number”


mailto:DiscardedDrugs@cms.hhs.gov

TPA Website

LA

Search for...
# TPA Programs ~  Listservs ~ n

Welcome to the Third Party Administrator (TPA)

On this site, you will be able to access the Manufacturer Payment Portal (MPP) along with finding information and S
. ) 0==| CGDP Login
resources for the following programs:

: CGDP Portal will be integrated inte the
» Coverage Gap Discount Program [CGDQ Manufacturer Payment Portal on January 1, 2025.

« Discarded Drug Program (DDP)
« Manufacturer Discount Program (MDP) g Manufacturer Payment
« Medicare Prescription Drug Inflation Rebate Program (Inflation Rebates) Portal (MPPF) Login

The TPA website is the payment gateway for manufacturers participating in one or more discount or rebate programs
listed.




Accessing MPP

@M S TPAdministrator.com HPMS Website Contact Us Listserv Sign Up

Welcome to the Manufacturer Payment Portal Log in

The Manufacturer Payment Portal (MPP) serves as the gateway to programs administered by the Third Party Administrator (TPA) for the Centers for Medicare & User ID *

Medicaid Services (CMS). With approved single sign-on (S50) and role-based responsibilities, authorized users can access the following programs: _
Enter User ID

* Coverage Gap Discount Program (CGDP)
* Discarded Drug Program (DDP) Password *
* Manufacturer Discount Program (MDP) Enter Your Password

* Medicare Prescription Drug Inflation Rebate Program (Inflation Rebates)

Forgot Password?

Coverage Gap Discount Program Discarded Drug Program (DDP) Manufacturer Discount Program Medicare Prescription Drug Inflation
(CGDP) The Discarded Drug Program, created in response to Section (MDP) Rebate Program (Inﬂatlo“ Rebates)
The CGDP, created as part of the Affordable Care Act (ACA) in 90004 of the Infrastructure Inves.tment and Jobs A_d (Pub. L. The MDP, created as part of the Inflation Reduction Act (IRA) The Medicare Prescription Drug Inflation Rebate Program,
2010, makes Drug Manufacturer discounts available at 117-58, Nt.)vember_15, 2021) W_h'Ch amended section 184_?A of 2022, requires drug manufacturers to pay discounts on created as part of the Inflation Reduction Act (IRA) in 2022,
point-of-sale (POS) for applicable Part D drugs for Medicare of the Social Security Ac.t. re_qulres manufacturers to provide a certain brand-name drugs, biclogics, and biosimilars in the established Medicare Part B prescription drug inflation
beneficiaries in the coverage gap. refund to (;MS for certain discarded amounts from a single initial coverage and catastrophic phase of the Medicare rebates for single-source drugs and biclogicals with prices
dose container or single-use package drug. prescription drug benefit. increasing faster than the rate of inflation and established

These discounts are provided by Part D Sponsors and Part D it i i i

s . I prescription drug inflation rebates for certain drugs
discounted payments are due between the Drug CMS:'H |;Isu:annuac\‘ reports, :mh the TPAf faullftat::g the : Starting in 2025, the MDP will replace the existing CGDP, with and biclogicals with prices increasing faster than the rate of
Manufacturers and Part D Sponsors with a quarterly invoice report publishing and payment processes for refund amounts the TPA facilitating the invoice process for manufacturer inflation.
process, facilitated by the TPA. due. discount amounts due between Drug Manufacturers and Part

D Sponsors.
Visit CGDP Visit DDP Visit MDP Visit Inflation

Resources Resources Resources Rebates Resources




anding Page - No Reports

(C_VM S f TPAdministrator.com Contact Us My Profile Log Out
Discarded Drug Program

Click here to view your notifications

Manufacturer Payment Portal

Discarded Drug Program

Mo Report(s) Available

Disclaimer Privacy Policy  Get Adobe Reader Terms of Use Version: 1.212.14

PALMETTO GBA




My Profile (1 of 2)

o
@ s ‘ TPAdministrator.com Contact Us My Profile Log Out

Discarded Drug Program

Manufacturer Payment Portal - My Profile

Welcome FN202412

Discarded
Drug

View Profile




My Profile (2 of 2)

Discarded Drug Program

Discarded Drug Program - My Profile

Profile Home > Discarded O m
Organization Information

Name: pagenation

Type: Manufacturer

Request Payer Account Modification

Associated Company EFT Information

Company ID Mame Status

All w All A All

show 10 v entries

Company Id 4 Name
PEO1T Pageone
Pa01E pagetwa
Pa023 pagethree
Pa024 pagefour

Showing 1 to 4 of 4 entries

Status

Active

Active

Active

Active

f TPAdministrator.com Contact Us My Profile Log Out

Payer Routing #

All

Payer Routing #
122456789
123456789
123456789

123456789

Payer Account &

Al w

Payer Account #

)




Request Payer Account Modification

tor.com Contact Us My Profile

(L
A rAdminist

ogram

Discarded Drug Program Payer Electronic Funds Transfer (EFT)
Online Form
As the Third-Party Administrator (TPA) Support Center for the Discarded Crug Program (O under ract with the Centers for Medicare & Medicald Services (CMS)

Palmetto GBA. LLC (Palmetto GEA) will facilitate EFT in the form of an Automatic Clearing Mouse (ACH) tranzaction for the paricipating manufacturess to Issue payments
authorized in the Palmetto GBA Manufacturer Payment Portal (MPP)

Palmetto GBA has partnared with JP Morgan 1o originate and sattle the actions on behalf of payors. On bahaif of the Payor. by completion and submission of this
e signatory I3 authorizing Palmetto 1o provide Instru tlate debit entries 10 the bank account provided above and if
necessary 1o electronically credit the account to correct erronecus transactions. Additionasty, by signing. the signatory affirms this form provides company 10 1
CH dabit filter of the bank account below to pravent unauthorized AC This authoriz
oke the authorization. Notification must be given in such time and such manner as to afford Palmaertto GEA a
courate and complete and that they are authorized

&

)02326
tion will remain in full force and effect until Paimetto GRA receives

en notification that the Payor or business wishes To res
reasonable opportunity 10 act on It The signatory of this authorization certifies that all information provided above is
to sign on behalf of the Payor

Company Information

Name of Organization®

Address Line #1%

Address Line #2:

Zip Code®:

| |

P Number(s)

I

Taxpayer ldentification Name / Employer Identification

one Setecd =2

ation 7 Employ ication

EFT Type: ACH

Bank Account Type*:

- sl

Form Completed By

Name*:

Email*:

Phone®:

Authorized Signer Information

Name*:

Email:

Phone®:

Disclaimer  Frivacy Folicy  GE: Adobe Resder  Terms of Use

X0 PALMETTO GBA.

version)




anding Page - Reports Available

e O
(C,Ms ‘ TPAdministrator.com Contact Us My Profile Log Out

m Discarded Drug Program

Click here to view your notifications

Manufacturer Payment Portal

Discarded Drug Program

Refund Report(s) Available

View Reports

Disclaimer Privacy Policy Get Adobe Reader Terms of Use Version: 1.212.14

) PALMETTO GBA




View Reports

(c_'M S ‘ TPAdministrator.com Contact Us My Profile Log Out
Overview Discarded Drug Program
Reports
| Reports
Payments P Number Report Date Download
Al v All v E B et
show 10 ~ entries
Select * P Number v Report Date
P1910 € 11,/05/2025
P1910 09/01,/2025
P1910 09/01,/2026
Showing 1 to 2 of 3 entries First . Mext Last
Disclaimer Privacy Policy Get Adobe Reader Terms of Use Wersion: 1.264.0
’\’, PALMETTO GBA




Reports

Al v Jx~  ReportDate
C D E F G H | ] K L M N

1 |Repor1 Date || o FSCode HCPCS Long Description Labeler Code P Number ReportType ReasonCode Invoice Quarter Invoice Year Units Discarded Refund AmountDue  Adjusted Refund Amount Due  Comments Due Date
2 |09/01/2025 INJECTION, TIGERMAB, 10 MG 12345 P8019 Updated Q1 2023 10,986.00 ($2,333.92) $0.00 Applied $2,333.92 creditto J0001 Q2 2024 12/31/2025
3 |09/01/2025 Jl}l}l}i INJECTION, TIGERMAB, 10 MG 12345 P8019 Initial Q1 2024 12,599.50 $306,998.27 $306,998.27 1243172025
4 109/01/2025  Joo01 INJECTION, TIGERMAB, 10 MG 12345 P8019 Updated Q2 2023 12,113.40 ($7.414.14) $0.00 Applied $7,414.14 creditto J0001 Q2 2024  12/31/2025
5 |09/01/2025  JooO01 INJECTION, TIGERMAB, 10 MG 12345 P8019 Initial Q2 2024 11,399.80 $268,167.91 $250,593.47 12/31/2025
6 |09/01/2025 JoOO01 INJECTION, TIGERMAB, 10 MG 12345 P8019 Updated Q3 2023 9.871.60 ($4,511.36) $0.00 Applied $4,511.36 creditto J0001 Q2 2024  12/31/2025

Received $2,333.92 credit from JO001 Q1

2023; Received $7,414.14 credit from J0001

Q2 2023; Received $4,511.36 credit from

J0001 Q3 2023; Received $3,315.02 credit
7 |09/01/2025  JoOO1 INJECTION, TIGERMAB, 10 MG 12345 P8019 Initial Q3 2024 13,257.40 $332,597.03 $332,597.03 from JO001 Q4 2023 12/31/2025
8 |09/01/2025 JooO01 INJECTION, TIGERMAB, 10 MG 12345 P8019 Updated Q4 2023 10,436.00 ($3,315.02) $0.00 Applied$3,315.02 creditto JOO01 Q2 2024 12/31/2025
9 |09/01/2025 JoO01 INJECTION, TIGERMAB, 10 MG 12345 P8019 Initial Q4 2024 13,036.00 $320,869.25 $320,869.25 12/31/2025
10 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Updated Q1 2023 4,320.00 $0.00 $0.00 12/31/2025
11 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Initial Q1 2024 760.00 $0.00 $0.00 12/31/2025
12 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Updated Q2 2023 4,220.00 $0.00 $0.00 12/31/2025
13 |09/01/2025  J0002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Initial Q2 2024 210.00 $0.00 $0.00 12/31/2025
14 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Updated Q3 2023 200.00 $0.00 $0.00 12/31/2025
15 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Initial Q3 2024 20.00 $0.00 $0.00 12/31/2025
16 |09/01/2025 10002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Updated Q4 2023 480.00 $0.00 $0.00 12/31/2025
17 |05/01/2025  J0002 INJECTION, BEARULINE ACETATE, 10 MG 23456 P8019 Initial Q4 2024 50.00 $0.00 $0.00 12/31/2025
18 |09/01/2025  J0003 INJECTION, LIONZOLOMIDE, 1 MG 34567 P8019 Updated Q1 2023 767.00 $0.00 $0.00 12/31/2025
19 |05/01/2025  J0003 INJECTION, LIONZOLOMIDE, 1 MG 34567 P8019 Initial Q1 2024 6548.00 $0.00 $0.00 12/31/2025
20 109/01/2025  JOO0O3 INJECTION, LIONZOLOMIDE, 1 MG 34567 P8019 Updated Q2 2023 489.00 $0.00 $0.00 12/31/2025
21 09/01/2025  JOOO3 INJECTION, LIONZOLOMIDE, 1 MG 34567 PB019 Initial Q2 2024 1,025.00 $883.91 $683.91 1243172025
22 109/01/2025  JOOO3 INJECTION, LIONZOLOMIDE, 1 MG 34567 PB019 Updated Q3 2023 525.00 $0.00 $0.00 12/31/2025
23 09/01/2025  J0OOO3 INJECTION, LIONZOLOMIDE, 1 MG 34567 PB019 Initial Q3 2024 §71.00 $0.00 $0.00 12/31/2025
24 109/01/2025  J0OOO3 INJECTION, LIONZOLOMIDE, 1 MG 34567 PB019 Updated Q4 2023 0.00 $0.00 $0.00 12/31/2025
25 09/01/2025  JOOO3 INJECTION, LIONZOLOMIDE, 1 MG 34567 P8019 Initial Q4 2024 1,335.00 $3,171.39 $3,171.39 12/31/2025
26 Total Amount Due $1,215,113.32




Payments

@ s A TPAdministratorcom  ContactUs  MyProfile  Log Out
Overview Discarded Drug Program

Discarded Drug Program

Payments
Reports

0 Please Note: If you are planning to file an error report for this or any other discarded drug, please do not initiate payment.

I Payments -
Payment will be due 30 days after the dispute is resolved or by the specified due date, whichever is later.

Payable Pending Submitted
Drug P Number Refund Period
All v Al v Al v
Due Date

mm/ddfyyyy O mm/dd/yyyy O m |?~ t,|

Show 10 Vv entries

Drug * P Number * Z;:"’ ::": s m: Falled  EFTID g:; s ;:{':"“ ‘::;‘,:‘;
279  P1910 @ 55513 Qe204 5276880064 DPID2S110.. 123172025 07/212026 ©
2802 P1910 55513 Q12024 $539 DPUX260%0. 123172026 07/21/2026 O
2802 P1910 S5513 Q22024 $1042854 DPUX26090..  12/31/2026 o
12802 P1910 55513 Q32024 $2875215 DPUX260%0- 12/31/2026 0772172026 O
282 P1910 55513 Q42024 $3504484 DPUX26000- 123172026  O0721/2026 O
2802 P1910 55513 $2789,296.14 DPD6000..  12/31/2026 o




Payments Payable

Discarded Drug Program

Payments
Reports

I . " © Please Note: If you are planning to file an error report for this or any other discarded drug, please do not initiate payment.
ayments
Y Payment will be due 30 days after the dispute is resolved or by the specified due date, whichever is later.

Payable Pending Submitted
Drug P Number Refund Period
All b All b All e
Due Date
mm/dd/yyyy O mm/dd/yyyy O

o Payment successfully submitted. View pending payments on the Pending tab.

Show 10 * entries

Drug " P Number & Labeler Ref:.md Payment Failed EFT ID Due " Payment Initiate
Code Period Amount Date Date Payment
J0001 F8019 12345 Q3 2023 $228,423.45 DPIX24123... 02/28/2025 12/03/2024 0O l:l
Jooo1 P8019 12345 Q2 2023 $295,294.27 DPIX24123.. 02/28/2025 12/03/2024 B I:I
J00o01 P8019 12345 Q1 2023 $250.620.69 DPIX24123... 02/28/2025 12/03/2024 0O |:|
J0003 P8019 34567 Q1 2023 $624.66 DPIX24123... 02/28/2025 12/03/2024 B l:l
Showing 1 to 4 of 4 entries First Previous \j MNext Last

Update All Payment Dates

mmy/dd/yyyy B [] initiate All Payments m




Payments Pending

Discarded Drug Program

Payments
Reports

(i ] Stop payment function is available until approximately 6:00 PM PT on the Payment Process Date.
| Payments

Payable Pending Submitted
Drug P Number Refund Period
All hd All hd All e
Due Date

sy @ morsay 8

Show 10 W entries

Drug A pPNumber 4 Labeler Ref!.md Pending Payment EFT ID Payment A Due Date Stop
Code Period Amount Process Date Payment
J0006 P8o27 23456 Q3 2023 §2,77573  DPIX24123.. 11/20/2024 02/28/2025
Jo006 P8027 23456 Q4 2023 §9,388.27 DPIX24123.. 11/20/2024 02/28/2025
Showing 1to 2 of 2 entries First Previous E Next Last

|:| Stop All Payments et




Payments Submitted

‘ TPAdministrator.com Contact Us My Profile Log Qut

Overview Discarded Drug Program

Discarded Drug Program

Payments
Reports
I Payments . .

Payable Pending Submitted

Refund Period
Drug P Number Status Payment Initiated Date
All w All v All ~ mm/dd/yyyy mm/dd/yyyy Filter

Show 10 * entries B E; e.

Labeler Refund Payment Payment
A A '

Drug P Number Code Period Amount Initiated Date EFTID Due Date Status
12796 P1910 55513 Q3 2024 £2,078,307.10 12/16/2025 DPID25110.. 12/31/2025 Success

First  Pn

m

VIOUS E Mext Last

Showing 1 to 1 of 1 entries




TPA Resources
@S | TPAdministrator.com | ContactUs My Profile  Log Out

Overview Discarded Drug Program

Home Archives Contact Us CGDP Portal

Search for...
A TPA Programs ~  Frequently Asked Questions (FAQ) ~  Listservs ~ : n

Programs | Discarded Drug Program

s

» Discarded Drug Discarded Dru g Pro gram
Progl’am Published 08/07/2024

Section gooo4 of the Infrastructure Investment and Jobs Act (Pub. L. 117-58, November 15, 2021) requires manufacturers to provide a
refund to CMS for certain discarded amounts from a refundable single-dose container or single-use package drug. The refund
Disputes amount is the amount of discarded drug that exceeds an applicable percentage, which is required to be at least 10 percent, of total
charges for the drug in a given calendar quarter.

Discarded Drug Reports

EFT Information
Refundable single-dose container or single-use package drugs approved or licensed by FDA on or after November 15, 2021 are excluded

Listservs

_ from the definition of refundable single-dose container or single-use package, and thus, not subject to a refund, for the first 6 full
Onboarding calendar quarters following the date of first reported sale for any NDCs of such drug (see 87 FR 69719 through 69724).
User Guides

Webinars




CMS ASP Website

Discarded Drugs page ASP Education & Outreach page ASP Events page

koo

5 nofficisl webits ofhe Lted Sttes govemment Hers'shou B4 Anoffcil webste o ths United States govermment Hares how ou know

5 A officislwebsite o the Litad Sttes goverment Hers hon you knon «

CMS Newsroom Data&

CMS. GOV cenrerstorwesicoe  esicas servies

jsroom Dats &

CMS.QOV cenvers orweaicre s mecicaa servces

CMS Newsreom D

CMS. GOV cerrer orwecicar & Hesita srvices

Medicare \/ Medicaid/CHIP / Marketplace & Private Insurance ™/ Initiatives &/ Training & Education \*

Medicare Medicaid/CHIP Marketplace & Private Insurance v/

Medicare v Medicaid/CHIP \/

Marketplace & Private Insurance »* Initiatives Training & Education \/

# > Medcars > Payment > Mac

2 Part B Drug Average Salss Price > DiscardedDrugs.

# > Medcare > Payment > Medicare Pert B Drug Average Seles Price > ASP Events

> Masizsrs > Payment > Ma

r2Part B Drug Aerage Selez Prize > ASPEducstion & Outreach

Discarded Drugs

Medicare Part B Drug
Average Sales Price

ASP Education & Outreach ASP Events

Medicare Part B Drug

Medicare Part B Drug Average Sales Price

@ T Average Sales Price
©MS sent Discarded Drug Refund Reports for CY 2023 “updated quarters” and CY 2024 "new
refund quarters” (as defined at 42 CFR 2 414.902) in September of 2025 These funds were

\SP Pricing Files Medical Trust Fund, as required by law. The.
total refunds owed for quarters in 2023 and quartersin 2024
exceed $173 million. The billing and forwhich ‘

paid & refund, and the amount of refund paid, are listed in the Previous Years' Discarded Drug.
Refund Information - CY 2023 Quarters and CY 2024 New Refund Quarters

Reporting CMS collects Average Sales Price (ASP) data from manufacturers of Medicare Part B-covered drugs,
45P Reporting biologicals, and related items, services, supplies, and products. Explore the resources below ta learn more

about the ASP data collection and payment limit calculation processes and other relevant topics.

@ Announcement
ASP Reporting
GMS will host a webinar on August 1, 2026, t 1:00 pm. EST for manufacturers of Refundable
Drugs in the Medicare Part & Discarded Drug Frogram. This session provides an overview of the
Discarded Drug Program and the Manufacturer Payment Portal (MEF) We will provide information
on the calculations for new and updated rafund quarters, as wel as instructions for aceessing
Discarded Drug Refund Reports and paying refund amounts dus in the MPP.

ASP Pricing Files

ASP Pricing Files
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e BT e e Guide data to CMS in the ASP Data Collection
System
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manufacturers of refundable drugs
Collection System

Generally, when a separately payable drug from a single-dose container or single-use package is Fresentation

administered to anindividual enrolled in Medicare Part B, Meclicare pays the provider or facility for both Siiges (PDF)
administered and discarded amounts of the drug, up 1o the Labeled amount of the product. Section 1847A(h) 2026- | ASP DataColiection A guide 10 help users prepare for the first | FDF —
of the Social Security Act the Act) topay & refund to intothe 06:26 | System Registration Guide | time they log in to the newly updated ASP

Federal Supplementary Medical Insurance Trust Fund) for certain discarded amounts from a refundable Data Collsction System Discarded Drug 12/05/2024 | Provides an overview of the

single-dose container or single-use package drug (ereinsfter referred to as a refundable drug) Generally Webinar Discarded Drug Refund Program « Webinar

the refund amount is the amount of discarded drug that exceeds an applicable percentage (required to be at . BT P m— ooF and the Manufecturer Peyment Recording
lesst 10 percent) of total chargss for the drug in a given calsndar quarter. 26 | Questons (FAGS:Bon Ay portal for manufacturers of Fr—
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Fide Service Fee interested parties about requirements for

Questions Certification and Average the BFSF certification and ASP reasonable » Presentation
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What is a Refundable Drug? +
2026- Manufacturers' Guide to Guidance for manufacturers on what to do PDF Skin Substitute 07/18/2024 | Provides an averview of the ASP « Webinar
How Are Discarded Amaunts of Refundable Drugs Identified? + 0402 | Comscting Aversge Sales | and what o sxpsct f there s an srrorin Products:Entering Data Collection Module and ASP —
s o ooty oot AP ot Data in the ASP submission process for Recoraing
Data Collection manufacturers of skin substitute « Password: 7
what s an Applicable Percentag * 2026- | Average Sales Price(ASP) | A summary of CMS' Restatement Policy POF system products vranex
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Program Overview

An overview of the Discarded Drug
Program requires manufacturers of certain
Part B Drugs to pay a refund to CMS for
the portion of the drug that is discarded.
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Discarded Drug Program
@S Overview

Generally. when a separately payable drug from a single dose container or single-use package is administered to an
individual enrolled in Medicare Part B, Medicare pays the provider or facility for both administered and discarded
amounts of the drug. up to the full labeled amount of the product. Section 20004 of the Infrastructure Investment
and Jobs Act (1JA) (Bub, L 11758 November 15, 2021) amended section 1847A of the Social Security Act (the Act)
by adding provisions that require manufacturers to provide a refund to CMS for certain discarded amounts from a
single-dose container or single-use package drug. Generally, the refund amount is the amount of payment for
discarded amounts of a refundable drug (described below) that exceeds an applicable percentage, which is
required to be at least 10 percent of total charges for the drug in a given calendar guarter. For specific calculations
for new refund quarters and updated refund quarters, refer to 42 CFR 5 414, 3400C)

Criteria

Manufacturers required to refund CMS for discarded amounts are those that manufacture refundable single-dose

container or single-use package drugs (hersinafter referred to as refundable drugs), which are defined as single

source drugs, biologicals, o biosimilar biological products for which payment has been made under Medicare

Part B and that are furnished from a single-dose container or single-use package. Exclusions from the definition of

rafundable drugs. as described in 42 CFR 5414 902, and 87 FR 69719, includa:

» Radiopharmaceuticals {therapeutic or diagnostic) or imaging agents

Certain drugs or biologicals requiring filtration during the preparation process (prior to dilution and

administration) for which unused portions must be discarded after the filtration procass

+ Drugs approved or licensed by FDA on or after November 15, 2021, until the last day of the sixth full quarter
for which the drug has been marketed (as reported to CMS) for the first reported sale for any NDCs of such
drug

Reporting
CMS requires providers and suppliers to use the W modifier on all claims for separately payable drugs with
discarded drug amounts from single-use containers or single-use packages separately payable under Part B to
identify and manitor billing and payment for discarded amounts of drugs. In submitting claims to Medicare,
providers must indicate the number of billing units of the drug that were discarded using the JW modifier, Use of
the [Z madifier is required on claims for drugs from single-dose containers or single-use packages separately
payable under Part B when there are no discarded amounts. For more information on the |Z and JW modifiers,
please review the [W _ |Z Modifiers FAQ [PDF) document,
Calculation
The refund amount is the amount by which the product of the number of discarded units and the paymant limit
exceeds the applicable percentage of the estimated total allowed charges for the drug for a given guarter, which
is required to be at least 10 percent of total charges for the drug in a given calendar gquarter (42 CER & 414.340).
Medicare Part B drug payment limits are published and effective on a quarterly basis. CMS uses the published
payment limits to calculate the refund due for each new refund guarter by:

* Step (1) Multiplying the total number of discarded drug units based on the W modifier submitted on all

applicable claims for the quarter and the drug's payment limit, as determined under section 184TA(bY1)B) or
(C) of the Act, for the quarter,

= Step (2): Multiplying the applicable percentage by the total allowed charges for the drug for the quarter, and

= Step (3): Subtracting the product calculated in step (2) from the product caleulated in step (1),
Please note: Applicable percentages may vary based on refundable dugs’ unique circumstances and are
described further in A2 CFR § 414 940(d) Manufacturers may apply for an adjustment to their drug's applicable
percentage. Application instructions are provided on the CMS Discarded Drugs website

Billing

Manufacturer reports will be issued through the Manufacturer Payment Portal (MPP). CMS will issue an annual
report to all manufacturers of refundable drugs, which will include the total number of units discarded based on
the JW modifier and the refund amount calculated for each quarter. Manufacturers have an opportunity to submit
an error repart to CMS within 30 days after receipt of their repart.

Payment

Manufacturers will be able to pay any refunds due through the MPP. Payment for refund amounts specified in the
refund report is due by December 31 of the year in which the report is sent, except for the Initial Report for
calendar quarters in 2023, which is due no later than February 28, 2025. If an efror raport is panding, payment
will be due on the due date of the initial report or no later than 30 days after the error report has been resolved,
whichever is later. (42 CFR 5414 940(bW1) and (21).

Enforcement and Penalty

Manufacturers of refundable drugs who do not comply with the requirement set forth at 42 CFR § 414,240(b) are
subject to a civil money penalty of 125 percent of the assessed refund obligation as described in 42 (IR S
414340}

For more information visit: CMS Discarded Drugs Website
‘Contact us at: DiscardedDrugsi@cms.hhs.gov
Published: November 2024




Checklist

Discarded Drug Program
CMS Manufacturer Quick Reference

. Manufacturers play an active role in the discarded drug refund calculation process, from
Y I t t h t I t timely input of quarterly data to accurate record keeping. This quick reference guide of high-
n S ru C I O n S O n OW O CO I I | p e e level steps is designed to aid manufacturers during the discarded drug refund calculation

process and to ensure compliance with legislation to avoid civil monetary penalties. For

key program tasks e e o s e
® Support information Request a P Number

CM5 uses P Mumbers to identify manufacturer accounts in the
Heazlth Plan Mzanagement System (HPMS) for various programs
such as the Inflation Reduction Act's Medicare Prescription Drug
Inflation Rebate Program and the Medicare Part B Discarded

Drug Program. If you are new to the Discarded DOrug Program.
and have not been issued a P Mumber, please submit the

following information via email to DiscardedDrugs@coms.hhs. gov

to request a8 P Number:

o Manufacturer Legal Mame

o Datz Universal Numbering System (DUNS) Number

o Employer Identification Mumber (EIM)

o Primary Contact First and Last Name

o Primary Contact Email Address

o Primary Contact Phone Mumber

o Subject Line of the Email Should Read “[Manufacturer
Mame] Reguest for P Number”

After you send your reguest, CMS will contact you should we
require any additional information to issue a P Number. Once
your P Mumber is issued, a representative from Palmetto GBA, &
contractor serving as CM5" third-party administrator (TPA) for the
invoicing and payment processes, will reach out to begin the
HPMS onboarding process.




Error Reports

Manufacturers have 30 days after the issuance of their refund report(s) to assert
that there have been one or more errors in the report. To submit a dispute for
each asserted error, provide the following information in a written request to
DiscardedDrugs@cms.hhs.gov:

» Manufacturer name and address
 Name, telephone, and email address of one or more employees of the manufacturer

For a Mathematical Calculation Error For Any Other Asserted Error

The specific calculation element(s) that the * An explanation of the nature of the error
manufacturer disputes * How the error affects the refund calculation
The proposed corrected calculation « An explanation of why the manufacturer believes that an

error occurred

The proposed correction to the error

An explanation of why CMS should use the proposed
corrected data



mailto:DiscardedDrugs@cms.hhs.gov

What’s Next?

v Verify system access.

v" Add or update Electronic Funds Transfer (EFT) information now.
v" View reports on or after September 1, 2026.
v Pay refund amounts due by December 31, 2026.




Q&A




Closing Remarks

* Discarded Drugs webpage

« Technical Support (TPA)

» tpaoperations@tpadministrator.com
« 1-877-534-2772 (Option 1)

* Feedback and Other Questions
* DiscardedDrugs@cms.hhs.gov



https://www.cms.gov/medicare/payment/part-b-drugs/discarded-drugs
https://www.cms.gov/medicare/payment/part-b-drugs/discarded-drugs
mailto:tpaoperations@tpadministrator.com
mailto:tpaoperations@tpadministrator.com
mailto:DiscardedDrugs@cms.hhs.gov
mailto:DiscardedDrugs@cms.hhs.gov
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