Redacted Data Submitted by the Primary Manufacturer
and Other Interested Parties for Xarelto

Below are redacted versions of the data submitted by the Primary Manufacturer and other interested
parties in response to the Negotiation Program information collection request.! These redacted data
have been redacted consistent with the confidentiality standards described in section 40.2 of the revised
guidance and do not contain proprietary information, protected health information (PHI)/personally
identifiable information (PIl), or other information that is protected from disclosure under applicable
law.

Respondents were permitted to include citations and attachments (hereinafter, collectively called
“supplemental materials”) within their submissions for certain questions specified in the information
collection request; therefore, you may observe that the number and order of any supplemental
materials included as part of each response below will vary.

1 The Negotiation Program information collection request is available on the Office of Management and Budget’s
(OMB’s) website at the following link: https://www.reginfo.gov/public/do/PRAViewICR?ref _nbr=202306-0938-013
and described in section 50 of revised guidance.


https://www.reginfo.gov/public/do/PRAViewICR?ref_nbr=202306-0938-013

Section 1194(e)(1) Data Factors

IPAY Year: 2026

Manufacturer: Janssen Pharmaceuticals, Inc.

Drug: Xarelto (Rivaroxaban)

Background: For the first year of the Medicare Drug Price Negotiation Program (“the Negotiation Program”), CMS selected 10 Part D high
expenditure, single source drugs for negotiation. Section 1194(e) of the Act requires Centers for Medicare & Medicaid Services (CMS) to
consider two sets of factors as the basis for determining the offer and counteroffer throughout the negotiation process: (1) certain data that
must be submitted by the manufacturer of each drug selected for negotiation and (2) evidence about alternative treatments, as available, with
respect to each selected drug and therapeutic alternative(s) for each selected drug. After entering into an agreement under the Negotiation
Program with CMS and in accordance with section 1193(a)(4) of the Act, the Primary Manufacturer of each selected drug submitted to CMS
the following information with respect to a selected drug: information that CMS required to carry out negotiation, including but not limited to
the factors listed in section 1194(e)(1) of the Act. For IPAY 2026, the Primary Manufacturer of each selected drug were tasked to provide the
following data factors for each of its selected drug(s), which were specifically:

C: Research and Development Costs and Recoupment,
D: Current Unit Costs of Production and Distribution,
E: Prior Federal Financial Support,

F: Patents, Exclusivities, and Approvals, and

G: Market Data and Revenue and Sales Volume Data.

The Primary Manufacturer is responsible for aggregating and reporting all necessary data on its selected drug(s) from other parties, as
applicable.

Disclaimers: With the exclusion of publicly available data, all manufacturer submitted data is considered proprietary and confidential. The
data contained in this document are solely those of the authors and do not necessarily reflect the views or policies of CMS. The authors
assume responsibility for the accuracy and completeness of the information contained in this document.

Note: Primary Manufacturers submitted required data in the Health Plan Management System (HPMS). Please note that the format of
manufacturer responses is dependent on the data element requested. For example, some requested responses are “yes or no”, while other
response options in HPMS provided a drop-down menu. However, some responses could be more complex and subjective, such as dollar



amounts, cost per unit, etc. For many questions, the ICR instructs the manufacturer to include an explanation. In some instances, an explanation

is required and in other instances, the ICR directs the user to include an explanation “as necessary.” CMS instructs manufacturers to indicate

“n/a” if they choose not to include an explanation in this case.

C. Research and Development Cost

Description: Section C contains five questions, related to different types of R&D costs incurred by the Primary Manufacturer, including acquisition
costs. Each of these questions required the Primary Manufacturer to report, as applicable: (1) dollar amounts for R&D costs, which must be
reported in the numerical response field and (2) explanations of how those costs were calculated in the free response field. Section C also contains
one question about the Primary Manufacturer’s global and U.S. total lifetime net revenue for the selected drug. This question required the Primary
Manufacturer to report, as applicable: (1) the dollar amount for global, total lifetime net revenue, which must be reported in the numerical
response field, (2) an explanation of how this amount was calculated in the free response field, (3) the dollar amount for U.S. lifetime net revenue,
which must be reported in the numerical response field, and (4) an explanation of how this amount was calculated in the free response field.

Primary
Manufacturer
Acquisition
Costs of the
Selected Drug

Total
Acquisition
Costs for the
Selected Drug

Basic Pre-
Clinical
Research
for All
Approved
Indications
of the
Selected
Drug

Post-IND Costs
for All Approved
Indications of the
Selected Drug

Costs of Failed or
Abandoned
Products Related
to the Selected
Drug

Direct Costs of
Other R&D for
the Selected
Drug Not
Accounted for
Above

Global Total
Lifetime Net
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U.S. Total Lifetime
Net Revenue for
the Selected Drug

Explanations:

Explanation of Allocation of Total Acquisition Costs for the Selected Drug

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA




Please note that the adjusted data elements as of December 22, 2023 are in response to the email from CMS IRA Rebate and Negotiation
<IRARebateandNegotiation@cms.hhs.gov> with the subject “RE: Janssen Pharms section 1194(e)(1) Xarelto Data Submission Follow-up”
received on December 14, 2023 — and includes the requested adjustments to Topic (5), Topic (6), and Topic (7).

The following free text was entered as part of our original HPMS submission for these data elements, and the previously referenced email
provides context regarding the requested data element adjustments.

“Primary Manufacturer Acquisition Costs of the Selected Drug” include upfront payment to Bayer Healthcare AG (“Bayer”)

Annual Spend by Year is broken out below in USD, inclusive of Cost of Capital adjustments:

Annual Spend by Year is broken out below in USD, excluding the Cost of Capital adjustments:

It should be noted that responses to Section C do not represent the full cost incurred by Janssen for XARELTO. This does not include full
investment, and excludes R&D overhead, Cost of Goods sold over the life of the product, ongoing Operating expenses such as Sales & Marketing,

as well as Infrastructure Overhead.


mailto:IRARebateandNegotiation@cms.hhs.gov

Explanation of Basic Pre-Clinical Research Costs

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

“Basic Pre-Clinical Research for All Approved Indications of the Selected Drug” is not being submitted as this activity took place prior to
Janssen/Bayer collaboration which began in 2005, Post IND. Original IND Filed May 29, 2002 by Bayer.

Explanation of Post-IND Costs

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

These direct costs include global clinical operations, product development and supply, quantitative sciences, and other direct
functional costs to support approved XARELTO indications. The approved indications did not receive early approvals.




Annual Spend by Year is broken out below in USD, inclusive of Cost of Capital adjustments:

Annual Spend by Year is broken out below in USD, excluding the Cost of Capital adjustments:

Explanation of Costs on Allowable Failed or Abandoned Products Related to the Selected Drug

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Please note that the adjusted data elements as of December 22, 2023 are in response to the email from CMS IRA Rebate and Negotiation
<IRARebateandNegotiation@cms.hhs.gov> with the subject “RE: Janssen Pharms section 1194(e)(1) Xarelto Data Submission Follow-up”
received on December 14, 2023 — and includes the requested adjustments to Topic (5), Topic (6), and Topic (7).

The following free text was entered as part of our original HPMS submission for these data elements, and the previously referenced email
provides context regarding the requested data element adjustments.

Abandoned and failed program total includes Xarelto Acute Coronary Syndrome (ACS) which was a positive study
that was approved in Europe but rejected by the US FDA, XARELTO Congestive Heart Failure, XARELTO Embolic Stroke Undetermined Source,
XARELTO VTP in Cancer (CASSINI), XARELTO ACS Dual Therapy, and XARELTO PREVENT study which looked at a subset of medically ill patients

with COVID.


mailto:IRARebateandNegotiation@cms.hhs.gov

Annual Spend by Year is broken out below in USD, inclusive of Cost of Capital adjustments:

Annual Spend by Year is broken out below in USD, excluding the Cost of Capital adjustments:

Explanation of Costs of Other R&D

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Please note that the adjusted data elements as of December 22, 2023 are in response to the email from CMS IRA Rebate and Negotiation
<IRARebateandNegotiation@cms.hhs.gov> with the subject “RE: Janssen Pharms section 1194(e)(1) Xarelto Data Submission Follow-up”
received on December 14, 2023 — and includes the requested adjustments to Topic (5), Topic (6), and Topic (7).

The following free text was entered as part of our original HPMS submission for these data elements, and the previously referenced email


mailto:IRARebateandNegotiation@cms.hhs.gov

provides context regarding the requested data element adjustments.

“Direct Costs of Other R&D for the Selected Drug Not Accounted for Above” includes life cycle management studies, pharmacovigilance
expenses, and medical affairs programs inclusive of investigator-initiated studies, registries, and publications consistent with the ICR. Total also
includes the Janssen contribution to Portola for a FXA inhibitor reversal agent, Andexanet Alfa (ANDEXXA).

Annual Spend by Year is broken out below in USD, inclusive of Cost of Capital adjustments:

Annual Spend by Year is broken out below in USD, excluding the Cost of Capital adjustments:

Explanation of Global Lifetime Net Revenue




Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

“Global and U.S. Total Lifetime Net Revenue for the Selected Drug” is inclusive of the dates ranging from 2011-2023
These figures conform with GAAP Accounting Standard Certification (ASC) 830 for translating foreign
currencies and are consistent with External disclosures.

For XARELTO, U.S. and Worldwide are the same figures due to the fact that Janssen as the Primary Manufacturer only recognizes sales in the U.S.
based on a licensing agreement.

Third Party Royalties are deducted from externally reported Net Trade Sales as per the ICR guidance.

In the case of both license agreements the royalties are paid to the licensors

. Third party royalties are included in the P&L of Janssen Pharmaceuticals, Inc. as a part of Cost of Goods Sold (OCNIS -
Other Costs Not In Standard). Third Party Royalty figures conform with GAAP Accounting Standard Certification (ASC) 830 for translating foreign
currencies and are consistent with External disclosures.

Explanation of U.S. Lifetime Net Revenue

Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

“Global and U.S. Total Lifetime Net Revenue for the Selected Drug” is inclusive of the dates ranging from 2011-2023 and was derived from our
enterprise reporting system (BRAVO). These figures conform with GAAP Accounting Standard Certification (ASC) 830 for translating foreign
currencies and are consistent with External disclosures.

For XARELTO, U.S. and Worldwide are the same figures due to the fact that Janssen as the Primary Manufacturer only recognizes sales in the U.S.
based on a licensing agreement.

Third Party Royalties are deducted from externally reported Net Trade Sales as per the ICR guidance. These royalties are paid to two licensors.
The first is to Bayer Healthcare AG under the 2005 Collaborative Development and License Agreement between Ortho-McNeil Pharmaceutical



Inc. (later renamed Janssen Pharmaceuticals, Inc.) and Bayer. Royalties have been paid to Bayer upon the first commercial sale of XARELTO.
Royalties are calculated on a tiered rate basis based on annual Net Sales in the US of XARELTO.

. Third party royalties are included in the P&L of Janssen Pharmaceuticals, Inc. as a part of Cost of Goods Sold (OCNIS -
Other Costs Not In Standard). Third Party Royalty figures conform with GAAP Accounting Standard Certification (ASC) 830 for translating foreign
currencies and are consistent with External disclosures.

D. Current Unit Costs of Production and Distribution

Background: Manufacturers were required to report production and distribution unit costs separately for each NDC-11 of the selected drug,

for calculating the amount reported.

including any NDC-11 of the selected drug marketed by a Secondary Manufacturer. A free response field was provided to explain the methodology

NDC-11 Average Per Unit Average Indicate Unit Total Unit Volume
Production Cost Per Unit Used
Distribution
Costs

50458-0580-10
50458-0580-30
50458-0579-10
50458-0579-30
50458-0579-90
50458-0578-10
50458-0578-30
50458-0578-90
50458-0577-10
50458-0577-18




D. Current Unit Costs of Production and Distribution

Background: Manufacturers were required to report production and distribution unit costs separately for each NDC-11 of the selected drug,
including any NDC-11 of the selected drug marketed by a Secondary Manufacturer. A free response field was provided to explain the methodology
for calculating the amount reported.

NDC-11 Average Per Unit Average Indicate Unit Total Unit Volume
Production Cost Per Unit Used
Distribution
Costs

50458-0577-60

50458-0584-51

50458-0580-90

50458-0579-89

50458-0575-01

50458-0578-14

50458-0580-07

50458-0577-14

50458-0578-07

50458-0579-07

50458-0579-99

50458-0584-52

55154-1422-00

55154-1424-00

55154-1423-08

50458-0577-01

50458-0578-01

50458-0579-01

50458-0580-01

55154-1424-08




Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Please note that the adjusted data elements as of December 22, 2023 are in response to the email from CMS IRA Rebate and Negotiation
<IRARebateandNegotiation@cms.hhs.gov> with the subject “RE: Janssen Pharms section 1194(e)(1) Xarelto Data Submission Follow-up”
received on December 14, 2023 — and includes the requested adjustments to Topic (5), Topic (6), and Topic (7).

The following free text was entered as part of our original HPMS submission for these data elements, and the previously referenced email
provides context regarding the requested data element adjustments.

Thirty-six NDC-11s for “XARELTO” are included in the “Selected Drug List for Initial Price Applicability Year (IPAY) 2026”.

Consistent with CMS guidance, this submission reflects information on NDC-11s of the selected drug marketed by the Primary Manufacturer
(Janssen Pharmaceuticals, Inc. or “JPI”) and any Secondary Manufacturer.

CMS has prepopulated Section A to include NDC-11s for XARELTO that include NDC-11s for XARELTO distributed by entities that do not meet the
definition of “Secondary Manufacturer” because they are not listed in the XARELTO NDA and do not market XARELTO pursuant to an agreement
with a Johnson & Johnson company. These NDC-11s are: One for Aphena Pharma Solutions -Tennessee, LLC (71610-0690-42), four for A-S

Medication Solutions (50090-3625-00, 50090-3639-00, 50090-4468-00, 50090-4469-00), and one for Avera McKennan Hospital (69189-0578-01).

The NDC under Avera (69189-0578-01) was discontinued, and, after reasonable investigations, the following NDCs under A-S Medication
Solutions do not appear to have ever been in use (i.e., 50090-3625-00, 50090-3639-00, 50090-4468-00, and 50090-4469-00).

Seven NDC-11s are sample NDCs under JPI labeler 50458: 50458-0577-14, 50458-0578-07, 50458-0578-14, 50458-0579-07, 50458-0579-99,
50458-0580-07, 50458-0584-52; Rows were added to — “enter “0” in the total unit volume field and left blank for other calculated fields.”

Four NDC-11s are inner NDCs under JPI labeler 50458: 50458-0577-01, 50458-0578-01, 50458-0579-01, 50458-0580-01: Rows were added to —
“enter “0” in the total unit volume field and left blank for other calculated fields.”

Four NDC- 11s [55154-1422-00, 55154-1423-08, 55154-1424-08, and 55154-1424-00 discontinued] for Xarelto are repackaged by Cardinal Health
LLC 107 (“Cardinal”)



mailto:IRARebateandNegotiation@cms.hhs.gov

It should be noted that responses to Section D do not represent the full costs incurred on XARELTO. The production and distribution costs do
not include full investment, and exclude Corporate overhead, continued R&D investments in innovation, as well as ongoing Operating expenses
such as Sales & Marketing, as well as Infrastructure Overhead. The costs reported also exclude third party royalties for XARELTO, which are
another cost that should be considered in determining cost of production and distribution of XARELTO.

E. Federal Financial Support

Description: This section pertains to all prior federal financial support provided by federal agencies or federally supported grants or contracts
that contributed to direct costs for the basic pre-clinical research and clinical trials phase of research and development for FDA-approved
indications of the selected drug to the Primary Manufacturer only. It also pertains to prior federal financial support received for indirect costs
of developing the selected drug.

Total Federal Financial Federal Financial Support Type of Federal Agency(ies) | Nature of
Support Agreement Participating in Agreement
Agreement

_ (refer to Explanations) OTH Other




Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

“Federal Funding Support Amount” provided in question number 9 is comprised entirely of IRC 41, credit for increasing research activities for US
corporate income tax. The Orphan Drug credit under IRC 45C is not applicable to this analysis because XARELTO does not qualify by statute nor
has Johnson & Johnson filed to receive orphan drug designation from the FDA for the selected drug.

Consistent with ICR guidance, no adjustment has been made for federal financial support in questions 2 through 5, as the research tax credit is
not specific to the costs as defined by the ICR.



F. Patents, Exclusivities, and Approvals

Patents (Expired and Non-Expired) and Patent Applications

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. This table lists each patent that is related to the selected drug, as well as each application for a

patent related to the selected drug that is pending with the USPTO.

Patent # Date Filed Patent Expiry Drug Drug Drug Patent Patent Type | Listed in FDA
Date Product Substance | Method of Application Orange Book /

Patent Patent Use Patent Pending Purple Book

7,585,860 2000-12-11 2020-12-11 N Y N N UTL N

7,592,339 2000-12-11 2020-12-11 N N Y N UTL N

7,157,456 2000-12-11 2024-08-28 Y Y Y N UTL ) £

9,415,053 2004-11-13 2024-11-13 Y N Y N UTL Y

9,539,218 2006-01-19 2034-02-17 N N Y N UTL Y

10,828,310 2019-01-31 2039-01-31 N N Y N UTL ¥

17/553,340 2021-12-16 | 9999-12-31 [N | N | v | v | uTL | N |

Explanations: This response, and all accompanying data in Section F, is confidential and proprietary and subject to projections under IRA
§1193(c) and FOIA.

Question 12 relates to “Patents (Expired and Non-Expired) and Patent Applications.” The patents and patent applications listed in response to
Question 12 have patent claims directed to the selected drug product, selected drug substance, methods of using the selected drug, and/or
methods of manufacturing the selected drug.

Question 12 requests reporting of the “Date Filed.” In response, the date reported for all patents and patent applications is the effective filing

date.

Question 12 requests reporting of the “Patent Expiry Date.” In response, the patent expiry date that is listed for the patents includes the 20-year
patent term plus any available patent term adjustment (PTA) or patent term extension (PTE). The pediatric exclusivity (PED) that is attached to



U.S. Pat. Nos. 7,157,456, 9,415,053, 9,539,218, and 10,828,310 is not included in the “Patent Expiry Date” since it is a regulatory exclusivity. The
additional term resulting from the granted 6 months of PED exclusivity is provided below for U.S. Pat. Nos. 7,157,456, 9,415,053, 9,539,218, and
10,828,310. The patent expiry date listed for U.S. Pat. Application Nos. _ and 17/553,340 is “12/31/9999,” because these applications
are pending and have not yet issued.

U.S. Pat. Nos. 7,585,860 and 7,592,339 have expired and are not currently in the Orange Book.

U.S. Pat. No. 7,157,456 expires August 28, 2024 (and 6 months PED exclusivity extends expiry to February 28, 2025). Patent Use Codes listed for
this patent in the Orange Book are: (a) U-1301 (treatment of Deep Vein Thrombosis (DVT)), and (b) U-1302 (treatment of Pulmonary Embolism
(PE)).

U.S. Pat. No. 9,415,053 expires November 13, 2024 (and 6 months PED exclusivity extends expiry to May 13, 2025). Patent Use Codes listed for
this patent in the Orange Book in conjunction with the 2.5 mg tablet are: (a) U-2435 (reduction of risk of major cardiovascular events (CV death,
M, and stroke) in chronic coronary artery disease (CAD) or Peripheral Artery Disease (PAD)), (b) U-3205 (reduction of risk of major
cardiovascular events (cardiovascular death, myocardial infarction, and stroke) in patients with CAD), and (c) U-3206 (reduction of risk of major
thrombotic vascular events (myocardial infarction, ischemic stroke, acute limb ischemia, and major amputation of vascular etiology) in patients
with PAD). Additional Use Codes listed for this patent in conjunction with the 10 mg tablet listing are U-1167, U-2142, U-2640, and U-3284. Use
Codes listed for this patent in conjunction with the 15 mg tablet listing are U-1200, U-1301, U-1302, and U-3286. Use Codes listed for this patent
in conjunction with the 20 mg tablet listing are U-1200, U-1301, U-1302, and U-3287. A description of these use codes (and the other use codes
described herein can be found in the Orange Book; see also on the FDA’s website (e.g.,
https://www.accessdata.fda.gov/scripts/cder/ob/results_patent.cfm).

U.S. Pat. No. 9,539,218 expires February 17, 2034 (and 6 months PED exclusivity extends expiry to August 17, 2034). Patent Use Codes listed for
this patent in the Orange Book in conjunction with the 10 mg tablet are:

(a) U-1957 (prophylaxis of deep vein thrombosis, which may lead to pulmonary embolism in patients undergoing knee or hip replacement
surgery, with once daily, rapid-release tablet administered for at least five consecutive days); (b) U-2143 (after completion of initial treatment
lasting at least 6 months, to reduce the risk of recurrence of deep vein thrombosis and/or pulmonary embolism in certain patients with once
daily, rapid-release tablet administered for at least five consecutive days), (c) U-2641 (prophylaxis of venous thromboembolism in acutely ill
medical patients at risk for thromboembolic complications not at high risk of bleeding with once daily, rapid-release tablet administered for at
least five consecutive days), and U-3288 (prophylaxis of PE, DVT, and/or stroke in pediatric patients (>=50 kg) aged 2 years and older with
congenital heart disease after Fontan procedure with once daily, rapid-release tablet administered for at least five consecutive days). Patent Use
Codes listed for this patent in the Orange Book in conjunction with the 15 mg tablet are: U-1953 and U-3289. Patent Use Codes listed for this
patent in the Orange Book in conjunction with the 20 mg tablet are: U-1953, U-1954, U-1955, and U-3285.


https://www.accessdata.fda.gov/scripts/cder/ob/results_patent.cfm)

The claims of U.S. Pat. No. 10,828,310 have been found invalid by the Patent Trial and Appeal Board. See Mylan Pharma. Inc. v. Bayer Pharma
Aktiengesellschaft, IPR2022-00517, Patent No. 10,828,310, paper No. 70 (July 28, 2023). The deadline to file an appeal has not yet passed. If the
patent owner appeals this decision and one or more claims are found not to be invalid, then U.S. Pat. No. 10,828,310 will expire January 31,
2039 (and 6 months PED exclusivity extends expiry to July 31, 2039). Patent Use Codes listed for this patent in the Orange Book are: (a) U-3207
(reduction of risk of cardiovascular death, myocardial infarction, and stroke in patients with CAD by administering clinically proven effective
amounts that are 2.5 mg rivaroxaban twice daily and 75-100 mg aspirin daily), and (b) U-3208 (reduction of risk of myocardial infarction and
ischemic stroke in patients with PAD by administering clinically proven effective amounts that are 2.5 mg rivaroxaban twice daily and 75-100 mg
aspirin daily).

Alternatively, if the claims of U.S. Pat. No. 10,828,310 are found to be invalid on appeal, then there could be generic competition for the 2.5 mg
dose of Xarelto® as early as March 1, 2025.

U.S. Pat. Application Nos. - and 17/553,340 are pending and relate to methods of using the selected drug. _

and Patent Application No. 17/553,340 is titled, “Methods of Thromboprophylaxis.”



F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of
Exclusivity

Exclusivity
Expiration
Date

Application
(NDA/BLA)
Number

NDC-9s Covered by Exclusivity

Comments

CEE

2016-07-
01

22406

50458-0578 (15 mg) 50458-0579
(20 mg) 50458-0580 (10 mg)
50458-0584 (Xarelto® Starter
kit)

This response, and all accompanying data in Section F, is
confidential and proprietary and subject to projections under IRA
§1193(c) and FOIA. New Chemical Entity (NCE) exclusivity The
following statements about NDCs apply to all listed exclusivities in
this submission. The Orange Book and FDA do not identify NDC-9s
that are covered by regulatory exclusivities. The NDCs listed
herein are not intended to address the scope of any exclusivity
period. The submission does not include NDCs that are associated
with other labelers beyond the NDA holder (secondary
manufacturers or repackagers). We consider the Xarelto® NDCs
(regardless of labeler) to be covered by the listed exclusivities to
the same extent as our corresponding NDC for the relevant
strength. Several exclusivities listed in this submission, including
some that expired, were associated with both NDA N022406 and
NDA N202439. The latter was administratively closed on
04/20/2022. Accordingly, we are listing all exclusivities under NDA
N022406.

CIE

2014-11-
04

22406

50458-0578 (15 mg) 50458-0579
(20 mg) 50458-0580 (10 mg)
50458-0584 (Xarelto® Starter
kit)

New clinical investigation exclusivity for “I-643,” which pertains to
“reduce the risk of stroke and systemic embolism in patients with
nonvalvular atrial fibrillation.”




F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of Exclusivity | Application | NDC-9s Covered by Exclusivity Comments
Exclusivity | Expiration | (NDA/BLA)
Date Number
CIE 2015-11- | 22406 50458-0578 (15 mg) 50458-0579 | New clinical investigation exclusivity for “I-660,” which pertains to
02 (20 mg) 50458-0580 (10 mg) “treatment of deep vein thrombosis.”
50458-0584 (Xarelto® Starter
kit)
CIE 2015-11- | 22406 50458-0578 (15 mg) 50458-0579 | New clinical investigation exclusivity for “I-661,” which pertains to
02 (20 mg) 50458-0580 (10 mg) “treatment of pulmonary embolism.”
50458-0584 (Xarelto® Starter
kit)
CIE 2015-11- | 22406 50458-0578 (15 mg) 50458-0579 | New clinical investigation exclusivity for “I-662,” which pertains to
02 (20 mg) 50458-0580 (10 mg) “reduction in risk for deep vein thrombosis and the reduction in
50458-0584 (Xarelto® Starter risk for pulmonary embolism.”
kit)
CIE 2020-10- | 22406 50458-0580-10 New clinical investigation exclusivity for “D-168,” which pertains to
27 a “new dosing regimen of 10 mg once daily for the reduction in the
risk of recurrence of deep vein thrombosis (DVT) and/or
pulmonary embolism (PE) in patients at continued risk for DVT
and/or PE after completion of initial treatment lasting at least 6
months.”
CIE 2023-03- | 22406 50458-0577 (2.5 mg) 50458- New clinical investigation exclusivity for “M-284,” which pertains
10 0578 (15 mg) 50458-0579 (20 to “revisions to the labeling to include results from the Galileo

trial.”




F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of Exclusivity | Application | NDC-9s Covered by Exclusivity Comments
Exclusivity | Expiration | (NDA/BLA)
Date Number
mg) 50458-0580 (10 mg) 50458-
0584 (Xarelto® Starter kit)
PED 2023-09- | 22406 50458-0577 (2.5 mg) 50458- Pediatric Exclusivity extension of new clinical investigation
10 0578 (15 mg) 50458-0579 (20 exclusivity “M-284,” which pertains to “revisions to the labeling to
mg) 50458-0580 (10 mg) 50458- | include results from the Galileo trial.”
0584 (Xarelto® Starter kit)
CIE 2022-10- | 22406 50458-0577 (2.5 mg) 50458- New clinical investigation exclusivity for “I-810,” which pertains to
11 0578 (15 mg) 50458-0579 (20 “prophylaxis of venous thromboembolism in acutely ill medical
mg) 50458-0580 (10 mg) 50458- | patients at risk for thromboembolic complications not at high risk
0584 (Xarelto® Starter kit) of bleeding.”
PED 2023-04- 22406 50458-0577 (2.5 mg) 50458- Pediatric exclusivity extension of the new clinical investigation
11 0578 (15 mg) 50458-0579 (20 exclusivity “I-810,” which pertains to “prophylaxis of venous
mg) 50458-0580 (10 mg) 50458- | thromboembolism in acutely ill medical patients at risk for
0584 (Xarelto® Starter kit) thromboembolic complications not at high risk of bleeding.”
CIE 2021-10- 22406 50458-0577-25 New clinical investigation exclusivity for “I-824,” which pertains to
11 “rivaroxaban in combination with aspirin, is indicated to reduce
the risk of major CV events (CV death, M, and stroke) in patients
with chronic coronary artery disease (CAD) or peripheral artery
disease (PAD).”
CIE 2024-08- | 22406 50458-0577 (2.5 mg) 50458- New clinical investigation exclusivity for “I-867,” which is
23 0578 (15 mg) 50458-0579 (20 “indicated to reduce the risk of major thrombotic vascular events




F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of Exclusivity | Application | NDC-9s Covered by Exclusivity Comments
Exclusivity | Expiration | (NDA/BLA)
Date Number
mg) 50458-0580 (10 mg) 50458- | (myocardial infarction, ischemic stroke, acute limb ischemia, and
0584 (Xarelto® Starter kit) major amputation of vascular etiology) in patients with PAD,
including patients who have recently undergone a lower extremity
revascularization procedure due to symptomatic PAD.”
PED 2025-02- | 22406 50458-0577 (2.5 mg) 50458- Pediatric exclusivity extension of the new clinical investigation
23 0578 (15 mg) 50458-0579 (20 exclusivity for “I-867,” which is “indicated to reduce the risk of
mg) 50458-0580 (10 mg) 50458- | major thrombotic vascular events (myocardial infarction, ischemic
0584 (Xarelto® Starter kit) stroke, acute limb ischemia, and major amputation of vascular
etiology) in patients with PAD, including patients who have
recently undergone a lower extremity revascularization procedure
due to symptomatic PAD.”
CIE 2024-12- 215859 50458-0575 New clinical investigation exclusivity for “NP,” which is new
20 product exclusivity.
PED 2025-06- | 215859 50458-0575 Pediatric Exclusivity extension of new product exclusivity.
20
PED 2025-02- | 22406 50458-0577 (2.5 mg) 50458- Pediatric exclusivity extension applicable with respect to U.S. Pat.
28 0578 (15 mg) 50458-0579 (20 No. 7,157,456. U.S. Pat. No. 7,157,456 expires August 28, 2024

mg) 50458-0580 (10 mg) 50458-
0584 (Xarelto® Starter kit)

(and related 6 months PED exclusivity expires on February 28,
2025).




F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of Exclusivity | Application | NDC-9s Covered by Exclusivity Comments
Exclusivity | Expiration | (NDA/BLA)
Date Number
PED 2025-05- | 22406 50458-0577 (2.5 mg) 50458- Pediatric exclusivity extension applicable with respect to U.S. Pat.
13 0578 (15 mg) 50458-0579 (20 No. 9,415,053. U.S. Pat. No. 9,415,053 expires November 13, 2024
mg) 50458-0580 (10 mg) 50458- | (and related 6 months PED exclusivity expires on May 13, 2025).
0584 (Xarelto® Starter kit)
PED 2034-08- | 22406 50458-0578 (15 mg) 50458-0579 | Pediatric exclusivity extension applicable with respect to U.S. Pat.
17 (20 mg) 50458-0580 (10 mg) No. 9,539,218. U.S. Pat. No. 9,539,218 expires February 17, 2034
50458-0584 (Xarelto® Starter (and related 6 months PED exclusivity expires on August 17, 2034).
kit)
PED 2039-07- | 22406 50458-0577-25 Pediatric exclusivity extension applicable with respect to U.S. Pat.
13 No. 10,828,310. The claims of U.S. Pat. No. 10,828,310 have been

found invalid by the Patent Trial and Appeal Board. See Mylan
Pharma. Inc. v. Bayer Pharma Aktiengesellschaft, IPR2022-00517,
Patent No. 10,828,310, paper No. 70 (July 28, 2023). The deadline
to file an appeal has not yet passed. If the patent owner appeals
this decision and one or more claims are found on appeal to be
valid, then U.S. Pat. No. 10,828,310 will expire January 31, 2039
(and related 6 months PED exclusivity will expire on July 31, 2039).
Alternatively, if the claims of U.S. Pat. No. 10,828,310 are found to
be invalid on appeal, then the exclusivity period would be
removed from the Orange Book.




F. Patents, Exclusivities, and Approvals

Regulatory Exclusivity Periods

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. Manufacturers reported all regulatory exclusivity periods under the FD&C Act or the PHS Act
that are listed in the Orange Book or the Purple Book and in effect or have expired for the selected drug.

Type of Exclusivity | Application | NDC-9s Covered by Exclusivity Comments
Exclusivity | Expiration | (NDA/BLA)
Date Number
PED 2025-02- | 215859 50458-0575 Pediatric exclusivity extension applicable with respect to U.S. Pat.
28 No. 7,157,456. U.S. Pat. No. 7,157,456 expires August 28, 2024
(and related 6 months PED exclusivity expires on February 28,
2025).
Explanations: None.




F. Patents, Exclusivities, and Approvals

All Active and Pending FDA Applications and Approvals

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. This list contains all active and pending FDA applications and approvals for the selected drug
under section 505(c) of the FD&C Act and 351(a) of the PHS Act.

Application | Application | Class | Approval Indication Dosage | Sponsor | Application | Comments

(NDA / Type (NDA; | Code | Date Form Status

BLA) BLA) and

Number Strength

22406 NDA 1 2011-07-01 | The prophylaxis of Tablet Janssen | APP
DVT, which may lead | 10 mg Pharma
to PE in patients ceutical
undergoing knee or s, Inc.
hip replacement
surgery

202439 NDA 10 2011-11-04 | To reduce the risk of | Tablet Janssen | OTH On 04/20/2022, this NDA was
stroke and systemic 15 mg, Pharma administratively closed; NDA
embolism in patients | 20mg ceutical has been re-classified from
with nonvalvular s, Inc Type 10 to Type 9 NDA.
atrial fibrillation

22406 NDA 6 2012-11-02 | (a) Treatment of Tablet Janssen | APP An efficacy sNDA was
deep vein thrombosis | 10mg Pharma approved in October 2017 for a
(DVT) (b) Treatment | 15mg, ceutical new dosage regimen of 10 mg
of pulmonary 20mg s, Inc for “Reduction in the risk of

embolism (PE) (c)
Reduction in the risk
of recurrence of DVT
or PE

recurrence of DVT or PE.”




F. Patents, Exclusivities, and Approvals

All Active and Pending FDA Applications and Approvals

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. This list contains all active and pending FDA applications and approvals for the selected drug
under section 505(c) of the FD&C Act and 351(a) of the PHS Act.

Application | Application | Class | Approval Indication Dosage | Sponsor | Application | Comments

(NDA / Type (NDA; | Code | Date Form Status

BLA) BLA) and

Number Strength

202439 NDA 6 2018-10-11 | To reduce the risk of | Tablet Janssen | OTH Note that NDA 202439 was
major cardiovascular | 2.5 mg Pharma administratively closed on
events in patients ceutical 04/20/2022.
with coronary artery s, Inc.
disease

22406 NDA 6 2019-10-11 | Prophylaxis of Tablet Janssen | APP
venous 10 mg Pharma
thromboembolism ceutical
(VTE) in acutely ill s, Inc.
medical patients.

202439 NDA 6 2021-08-23 | To reduce the risk of | Tablet Janssen | OTH Corresponds to NDA 022406/
major thrombotic 2.5 mg Pharma S-037. Note that NDA 202439
vascular events in ceutical was administratively closed on
patients with s, Inc. 04/20/2022.

peripheral artery
disease (PAD),
including patients
after recent lower
extremity
revascularization due
to symptomatic PAD




F. Patents, Exclusivities, and Approvals

All Active and Pending FDA Applications and Approvals

Description: Section F focuses on capturing data on the selected drug related to pending and approved patent applications, exclusivities
recognized by the FDA, and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic (FD&C) Act or section
351(a) of the Public Health Service (PHS) Act. This list contains all active and pending FDA applications and approvals for the selected drug
under section 505(c) of the FD&C Act and 351(a) of the PHS Act.

Application | Application | Class | Approval Indication Dosage | Sponsor | Application | Comments
(NDA / Type (NDA; | Code | Date Form Status
BLA) BLA) and
Number Strength
215859 NDA 3 2021-12-20 | (a) Treatment of VTE | Oral Janssen | APP
and reduction inthe | suspensi | Pharma
risk of recurrent VTE | on 1 ceutical
in pediatric patients mg/mL | s, Inc
from birth to less once
than 18 years (b) reconsti
Thromboprophylaxis | tuted

in pediatric patients
2 years and older
with congenital heart
disease after the
Fontan procedure

Explanations: None.




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0575-01 2018-Q1 ML
50458-0575-01 2018-Q2 ML
50458-0575-01 | 2018-Q3 ML
50458-0575-01 2018-Q4 ML
50458-0575-01 | 2019-Q1 ML
50458-0575-01 2019-Q2 ML
50458-0575-01 | 2019-Q3 ML
50458-0575-01 2019-Q4 ML
50458-0575-01 2020-Q1 ML
50458-0575-01 | 2020-Q2 ML
50458-0575-01 2020-Q3 ML
50458-0575-01 2020-Q4 ML
50458-0575-01 2021-Q1 ML
50458-0575-01 2021-Q2 ML
50458-0575-01 | 2021-Q3 ML
50458-0575-01 2021-Q4 ML
50458-0575-01 | 2022-Q1 ML
50458-0575-01 2022-Q2 ML
50458-0575-01 2022-Q3 ML
50458-0575-01 2022-Q4 ML
50458-0577-10 2018-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0577-10 2018-Q2 EA
50458-0577-10 2018-Q3 EA
50458-0577-10 | 2018-Q4 EA
50458-0577-10 2019-Q1 EA
50458-0577-10 | 2019-Q2 EA
50458-0577-10 2019-Q3 EA
50458-0577-10 | 2019-Q4 EA
50458-0577-10 2020-Q1 EA
50458-0577-10 2020-Q2 EA
50458-0577-10 | 2020-Q3 EA
50458-0577-10 2020-Q4 EA
50458-0577-10 2021-Q1 EA
50458-0577-10 2021-Q2 EA
50458-0577-10 2021-Q3 EA
50458-0577-10 | 2021-Q4 EA
50458-0577-10 2022-Q1 EA
50458-0577-10 | 2022-Q2 EA
50458-0577-10 2022-Q3 EA
50458-0577-10 2022-Q4 EA
50458-0577-18 2018-Q1 EA
50458-0577-18 2018-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0577-18 2018-Q3 EA
50458-0577-18 2018-Q4 EA
50458-0577-18 | 2019-Q1 EA
50458-0577-18 2019-Q2 EA
50458-0577-18 | 2019-Q3 EA
50458-0577-18 2019-Q4 EA
50458-0577-18 | 2020-Q1 EA
50458-0577-18 2020-Q2 EA
50458-0577-18 2020-Q3 EA
50458-0577-18 | 2020-Q4 EA
50458-0577-18 2021-Q1 EA
50458-0577-18 2021-Q2 EA
50458-0577-18 2021-Q3 EA
50458-0577-18 2021-Q4 EA
50458-0577-18 | 2022-Q1 EA
50458-0577-18 2022-Q2 EA
50458-0577-18 | 2022-Q3 EA
50458-0577-18 2022-Q4 EA
50458-0577-60 2018-Q1 EA
50458-0577-60 2018-Q2 EA
50458-0577-60 2018-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0577-60 2018-Q4 EA
50458-0577-60 2019-Q1 EA
50458-0577-60 | 2019-Q2 EA
50458-0577-60 2019-Q3 EA
50458-0577-60 | 2019-Q4 EA
50458-0577-60 2020-Q1 EA
50458-0577-60 | 2020-Q2 EA
50458-0577-60 2020-Q3 EA
50458-0577-60 2020-Q4 EA
50458-0577-60 | 2021-Q1 EA
50458-0577-60 2021-Q2 EA
50458-0577-60 2021-Q3 EA
50458-0577-60 2021-Q4 EA
50458-0577-60 2022-Q1 EA
50458-0577-60 | 2022-Q2 EA
50458-0577-60 2022-Q3 EA
50458-0577-60 | 2022-Q4 EA
50458-0578-10 2018-Q1 EA
50458-0578-10 2018-Q2 EA
50458-0578-10 2018-Q3 EA
50458-0578-10 2018-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-10 2019-Q1 EA
50458-0578-10 2019-Q2 EA
50458-0578-10 | 2019-Q3 EA
50458-0578-10 2019-Q4 EA
50458-0578-10 | 2020-Q1 EA
50458-0578-10 2020-Q2 EA
50458-0578-10 | 2020-Q3 EA
50458-0578-10 2020-Q4 EA
50458-0578-10 2021-Q1 EA
50458-0578-10 | 2021-Q2 EA
50458-0578-10 2021-Q3 EA
50458-0578-10 2021-Q4 EA
50458-0578-10 2022-Q1 EA
50458-0578-10 2022-Q2 EA
50458-0578-10 | 2022-Q3 EA
50458-0578-10 2022-Q4 EA
50458-0578-30 | 2018-Q1 EA
50458-0578-30 2018-Q2 EA
50458-0578-30 2018-Q3 EA
50458-0578-30 2018-Q4 EA
50458-0578-30 2019-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-30 2019-Q2 EA
50458-0578-30 2019-Q3 EA
50458-0578-30 | 2019-Q4 EA
50458-0578-30 2020-Q1 EA
50458-0578-30 | 2020-Q2 EA
50458-0578-30 2020-Q3 EA
50458-0578-30 | 2020-Q4 EA
50458-0578-30 2021-Q1 EA
50458-0578-30 2021-Q2 EA
50458-0578-30 | 2021-Q3 EA
50458-0578-30 2021-Q4 EA
50458-0578-30 2022-Q1 EA
50458-0578-30 2022-Q2 EA
50458-0578-30 2022-Q3 EA
50458-0578-30 | 2022-Q4 EA
50458-0578-90 2018-Q1 EA
50458-0578-90 | 2018-Q2 EA
50458-0578-90 2018-Q3 EA
50458-0578-90 2018-Q4 EA
50458-0578-90 2019-Q1 EA
50458-0578-90 2019-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-90 2019-Q3 EA
50458-0578-90 2019-Q4 EA
50458-0578-90 | 2020-Q1 EA
50458-0578-90 2020-Q2 EA
50458-0578-90 | 2020-Q3 EA
50458-0578-90 2020-Q4 EA
50458-0578-90 | 2021-Q1 EA
50458-0578-90 2021-Q2 EA
50458-0578-90 2021-Q3 EA
50458-0578-90 | 2021-Q4 EA
50458-0578-90 2022-Q1 EA
50458-0578-90 2022-Q2 EA
50458-0578-90 2022-Q3 EA
50458-0578-90 2022-Q4 EA
50458-0579-10 | 2018-Q1 EA
50458-0579-10 2018-Q2 EA
50458-0579-10 | 2018-Q3 EA
50458-0579-10 2018-Q4 EA
50458-0579-10 2019-Q1 EA
50458-0579-10 2019-Q2 EA
50458-0579-10 2019-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-10 2019-Q4 EA
50458-0579-10 2020-Q1 EA
50458-0579-10 | 2020-Q2 EA
50458-0579-10 2020-Q3 EA
50458-0579-10 | 2020-Q4 EA
50458-0579-10 2021-Q1 EA
50458-0579-10 | 2021-Q2 EA
50458-0579-10 2021-Q3 EA
50458-0579-10 2021-Q4 EA
50458-0579-10 | 2022-Q1 EA
50458-0579-10 2022-Q2 EA
50458-0579-10 2022-Q3 EA
50458-0579-10 2022-Q4 EA
50458-0579-30 2018-Q1 EA
50458-0579-30 | 2018-Q2 EA
50458-0579-30 2018-Q3 EA
50458-0579-30 | 2018-Q4 EA
50458-0579-30 2019-Q1 EA
50458-0579-30 2019-Q2 EA
50458-0579-30 2019-Q3 EA
50458-0579-30 2019-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-30 2020-Q1 EA
50458-0579-30 2020-Q2 EA
50458-0579-30 | 2020-Q3 EA
50458-0579-30 2020-Q4 EA
50458-0579-30 | 2021-Q1 EA
50458-0579-30 2021-Q2 EA
50458-0579-30 | 2021-Q3 EA
50458-0579-30 2021-Q4 EA
50458-0579-30 2022-Q1 EA
50458-0579-30 | 2022-Q2 EA
50458-0579-30 2022-Q3 EA
50458-0579-30 2022-Q4 EA
50458-0579-89 2018-Q1 EA
50458-0579-89 2018-Q2 EA
50458-0579-89 | 2018-Q3 EA
50458-0579-89 2018-Q4 EA
50458-0579-89 | 2019-Q1 EA
50458-0579-89 2019-Q2 EA
50458-0579-89 2019-Q3 EA
50458-0579-89 2019-Q4 EA
50458-0579-89 2020-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-89 2020-Q2 EA
50458-0579-89 2020-Q3 EA
50458-0579-89 | 2020-Q4 EA
50458-0579-89 2021-Q1 EA
50458-0579-89 | 2021-Q2 EA
50458-0579-89 2021-Q3 EA
50458-0579-89 | 2021-Q4 EA
50458-0579-89 2022-Q1 EA
50458-0579-89 2022-Q2 EA
50458-0579-89 | 2022-Q3 EA
50458-0579-89 2022-Q4 EA
50458-0579-90 2018-Q1 EA
50458-0579-90 2018-Q2 EA
50458-0579-90 2018-Q3 EA
50458-0579-90 | 2018-Q4 EA
50458-0579-90 2019-Q1 EA
50458-0579-90 | 2019-Q2 EA
50458-0579-90 2019-Q3 EA
50458-0579-90 2019-Q4 EA
50458-0579-90 2020-Q1 EA
50458-0579-90 2020-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-90 2020-Q3 EA
50458-0579-90 2020-Q4 EA
50458-0579-90 | 2021-Q1 EA
50458-0579-90 2021-Q2 EA
50458-0579-90 | 2021-Q3 EA
50458-0579-90 2021-Q4 EA
50458-0579-90 | 2022-Q1 EA
50458-0579-90 2022-Q2 EA
50458-0579-90 2022-Q3 EA
50458-0579-90 | 2022-Q4 EA
50458-0580-10 2018-Q1 EA
50458-0580-10 2018-Q2 EA
50458-0580-10 2018-Q3 EA
50458-0580-10 2018-Q4 EA
50458-0580-10 | 2019-Q1 EA
50458-0580-10 2019-Q2 EA
50458-0580-10 | 2019-Q3 EA
50458-0580-10 2019-Q4 EA
50458-0580-10 2020-Q1 EA
50458-0580-10 2020-Q2 EA
50458-0580-10 2020-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0580-10 2020-Q4 EA
50458-0580-10 2021-Q1 EA
50458-0580-10 | 2021-Q2 EA
50458-0580-10 2021-Q3 EA
50458-0580-10 | 2021-Q4 EA
50458-0580-10 2022-Q1 EA
50458-0580-10 | 2022-Q2 EA
50458-0580-10 2022-Q3 EA
50458-0580-10 2022-Q4 EA
50458-0580-30 | 2018-Q1 EA
50458-0580-30 2018-Q2 EA
50458-0580-30 2018-Q3 EA
50458-0580-30 2018-Q4 EA
50458-0580-30 2019-Q1 EA
50458-0580-30 | 2019-Q2 EA
50458-0580-30 2019-Q3 EA
50458-0580-30 | 2019-Q4 EA
50458-0580-30 2020-Q1 EA
50458-0580-30 2020-Q2 EA
50458-0580-30 2020-Q3 EA
50458-0580-30 2020-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0580-30 2021-Q1 EA
50458-0580-30 2021-Q2 EA
50458-0580-30 | 2021-Q3 EA
50458-0580-30 2021-Q4 EA
50458-0580-30 | 2022-Q1 EA
50458-0580-30 2022-Q2 EA
50458-0580-30 | 2022-Q3 EA
50458-0580-30 2022-Q4 EA
50458-0580-90 2018-Q1 EA
50458-0580-90 | 2018-Q2 EA
50458-0580-90 2018-Q3 EA
50458-0580-90 2018-Q4 EA
50458-0580-90 2019-Q1 EA
50458-0580-90 2019-Q2 EA
50458-0580-90 | 2019-Q3 EA
50458-0580-90 2019-Q4 EA
50458-0580-90 | 2020-Q1 EA
50458-0580-90 2020-Q2 EA
50458-0580-90 2020-Q3 EA
50458-0580-90 2020-Q4 EA
50458-0580-90 2021-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0580-90 2021-Q2 EA
50458-0580-90 2021-Q3 EA
50458-0580-90 | 2021-Q4 EA
50458-0580-90 2022-Q1 EA
50458-0580-90 | 2022-Q2 EA
50458-0580-90 2022-Q3 EA
50458-0580-90 | 2022-Q4 EA
50458-0584-51 2018-Q1 EA
50458-0584-51 2018-Q2 EA
50458-0584-51 | 2018-Q3 EA
50458-0584-51 2018-Q4 EA
50458-0584-51 2019-Q1 EA
50458-0584-51 2019-Q2 EA
50458-0584-51 2019-Q3 EA
50458-0584-51 | 2019-Q4 EA
50458-0584-51 2020-Q1 EA
50458-0584-51 | 2020-Q2 EA
50458-0584-51 2020-Q3 EA
50458-0584-51 2020-Q4 EA
50458-0584-51 2021-Q1 EA
50458-0584-51 2021-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0584-51 2021-Q3 EA
50458-0584-51 2021-Q4 EA
50458-0584-51 | 2022-Q1 EA
50458-0584-51 2022-Q2 EA
50458-0584-51 | 2022-Q3 EA
50458-0584-51 2022-Q4 EA
50458-0578-14 | 2018-Q1 EA
50458-0578-14 2018-Q2 EA
50458-0578-14 2018-Q3 EA
50458-0578-14 | 2018-Q4 EA
50458-0578-14 2019-Q1 EA
50458-0578-14 2019-Q2 EA
50458-0578-14 2019-Q3 EA
50458-0578-14 2019-Q4 EA
50458-0578-14 | 2020-Q1 EA
50458-0578-14 2020-Q2 EA
50458-0578-14 | 2020-Q3 EA
50458-0578-14 2020-Q4 EA
50458-0578-14 2021-Q1 EA
50458-0578-14 2021-Q2 EA
50458-0578-14 2021-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-14 2021-Q4 EA
50458-0578-14 2022-Q1 EA
50458-0578-14 | 2022-Q2 EA
50458-0578-14 2022-Q3 EA
50458-0578-14 | 2022-Q4 EA
50458-0580-07 2018-Q1 EA
50458-0580-07 | 2018-Q2 EA
50458-0580-07 2018-Q3 EA
50458-0580-07 2018-Q4 EA
50458-0580-07 | 2019-Q1 EA
50458-0580-07 2019-Q2 EA
50458-0580-07 2019-Q3 EA
50458-0580-07 2019-Q4 EA
50458-0580-07 2020-Q1 EA
50458-0580-07 | 2020-Q2 EA
50458-0580-07 2020-Q3 EA
50458-0580-07 | 2020-Q4 EA
50458-0580-07 2021-Q1 EA
50458-0580-07 2021-Q2 EA
50458-0580-07 2021-Q3 EA
50458-0580-07 2021-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0580-07 2022-Q1 EA
50458-0580-07 2022-Q2 EA
50458-0580-07 | 2022-Q3 EA
50458-0580-07 2022-Q4 EA
50458-0577-14 | 2018-Q1 EA
50458-0577-14 2018-Q2 EA
50458-0577-14 | 2018-Q3 EA
50458-0577-14 2018-Q4 EA
50458-0577-14 2019-Q1 EA
50458-0577-14 | 2019-Q2 EA
50458-0577-14 2019-Q3 EA
50458-0577-14 2019-Q4 EA
50458-0577-14 2020-Q1 EA
50458-0577-14 2020-Q2 EA
50458-0577-14 | 2020-Q3 EA
50458-0577-14 2020-Q4 EA
50458-0577-14 | 2021-Q1 EA
50458-0577-14 2021-Q2 EA
50458-0577-14 2021-Q3 EA
50458-0577-14 2021-Q4 EA
50458-0577-14 2022-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0577-14 2022-Q2 EA
50458-0577-14 2022-Q3 EA
50458-0577-14 | 2022-Q4 EA
50458-0578-07 2018-Q1 EA
50458-0578-07 | 2018-Q2 EA
50458-0578-07 2018-Q3 EA
50458-0578-07 | 2018-Q4 EA
50458-0578-07 2019-Q1 EA
50458-0578-07 2019-Q2 EA
50458-0578-07 | 2019-Q3 EA
50458-0578-07 2019-Q4 EA
50458-0578-07 2020-Q1 EA
50458-0578-07 2020-Q2 EA
50458-0578-07 2020-Q3 EA
50458-0578-07 | 2020-Q4 EA
50458-0578-07 2021-Q1 EA
50458-0578-07 | 2021-Q2 EA
50458-0578-07 2021-Q3 EA
50458-0578-07 2021-Q4 EA
50458-0578-07 2022-Q1 EA
50458-0578-07 2022-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-07 2022-Q3 EA
50458-0578-07 2022-Q4 EA
50458-0579-07 | 2018-Q1 EA
50458-0579-07 2018-Q2 EA
50458-0579-07 | 2018-Q3 EA
50458-0579-07 2018-Q4 EA
50458-0579-07 | 2019-Q1 EA
50458-0579-07 2019-Q2 EA
50458-0579-07 2019-Q3 EA
50458-0579-07 | 2019-Q4 EA
50458-0579-07 2020-Q1 EA
50458-0579-07 2020-Q2 EA
50458-0579-07 2020-Q3 EA
50458-0579-07 2020-Q4 EA
50458-0579-07 | 2021-Q1 EA
50458-0579-07 2021-Q2 EA
50458-0579-07 | 2021-Q3 EA
50458-0579-07 2021-Q4 EA
50458-0579-07 2022-Q1 EA
50458-0579-07 2022-Q2 EA
50458-0579-07 2022-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-07 2022-Q4 EA
50458-0579-99 2018-Q1 EA
50458-0579-99 | 2018-Q2 EA
50458-0579-99 2018-Q3 EA
50458-0579-99 | 2018-Q4 EA
50458-0579-99 2019-Q1 EA
50458-0579-99 | 2019-Q2 EA
50458-0579-99 2019-Q3 EA
50458-0579-99 2019-Q4 EA
50458-0579-99 | 2020-Q1 EA
50458-0579-99 2020-Q2 EA
50458-0579-99 2020-Q3 EA
50458-0579-99 2020-Q4 EA
50458-0579-99 2021-Q1 EA
50458-0579-99 | 2021-Q2 EA
50458-0579-99 2021-Q3 EA
50458-0579-99 | 2021-Q4 EA
50458-0579-99 2022-Q1 EA
50458-0579-99 2022-Q2 EA
50458-0579-99 2022-Q3 EA
50458-0579-99 2022-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0584-52 2018-Q1 EA
50458-0584-52 2018-Q2 EA
50458-0584-52 | 2018-Q3 EA
50458-0584-52 2018-Q4 EA
50458-0584-52 | 2019-Q1 EA
50458-0584-52 2019-Q2 EA
50458-0584-52 | 2019-Q3 EA
50458-0584-52 2019-Q4 EA
50458-0584-52 2020-Q1 EA
50458-0584-52 | 2020-Q2 EA
50458-0584-52 2020-Q3 EA
50458-0584-52 2020-Q4 EA
50458-0584-52 2021-Q1 EA
50458-0584-52 2021-Q2 EA
50458-0584-52 | 2021-Q3 EA
50458-0584-52 2021-Q4 EA
50458-0584-52 | 2022-Q1 EA
50458-0584-52 2022-Q2 EA
50458-0584-52 2022-Q3 EA
50458-0584-52 2022-Q4 EA
55154-1422-00 2018-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

55154-1422-00 2018-Q2 EA
55154-1422-00 2018-Q3 EA
55154-1422-00 | 2018-Q4 EA
55154-1422-00 2019-Q1 EA
55154-1422-00 | 2019-Q2 EA
55154-1422-00 2019-Q3 EA
55154-1422-00 | 2019-Q4 EA
55154-1422-00 2020-Q1 EA
55154-1422-00 2020-Q2 EA
55154-1422-00 | 2020-Q3 EA
55154-1422-00 2020-Q4 EA
55154-1422-00 2021-Q1 EA
55154-1422-00 2021-Q2 EA
55154-1422-00 2021-Q3 EA
55154-1422-00 | 2021-Q4 EA
55154-1422-00 2022-Q1 EA
55154-1422-00 | 2022-Q2 EA
55154-1422-00 2022-Q3 EA
55154-1422-00 2022-Q4 EA
55154-1424-00 2018-Q1 EA
55154-1424-00 2018-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

55154-1424-00 2018-Q3 EA
55154-1424-00 2018-Q4 EA
55154-1424-00 | 2019-Q1 EA
55154-1424-00 2019-Q2 EA
55154-1424-00 | 2019-Q3 EA
55154-1424-00 2019-Q4 EA
55154-1424-00 | 2020-Q1 EA
55154-1424-00 2020-Q2 EA
55154-1424-00 2020-Q3 EA
55154-1424-00 | 2020-Q4 EA
55154-1424-00 2021-Q1 EA
55154-1424-00 2021-Q2 EA
55154-1424-00 2021-Q3 EA
55154-1424-00 2021-Q4 EA
55154-1424-00 | 2022-Q1 EA
55154-1424-00 2022-Q2 EA
55154-1424-00 | 2022-Q3 EA
55154-1424-00 2022-Q4 EA
55154-1424-08 2018-Q1 EA
55154-1424-08 2018-Q2 EA
55154-1424-08 2018-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

55154-1424-08 2018-Q4 EA
55154-1424-08 2019-Q1 EA
55154-1424-08 | 2019-Q2 EA
55154-1424-08 2019-Q3 EA
55154-1424-08 | 2019-Q4 EA
55154-1424-08 2020-Q1 EA
55154-1424-08 | 2020-Q2 EA
55154-1424-08 2020-Q3 EA
55154-1424-08 2020-Q4 EA
55154-1424-08 | 2021-Q1 EA
55154-1424-08 2021-Q2 EA
55154-1424-08 2021-Q3 EA
55154-1424-08 2021-Q4 EA
55154-1424-08 2022-Q1 EA
55154-1424-08 | 2022-Q2 EA
55154-1424-08 2022-Q3 EA
55154-1424-08 | 2022-Q4 EA
55154-1423-08 2018-Q1 EA
55154-1423-08 2018-Q2 EA
55154-1423-08 2018-Q3 EA
55154-1423-08 2018-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

55154-1423-08 2019-Q1 EA
55154-1423-08 2019-Q2 EA
55154-1423-08 | 2019-Q3 EA
55154-1423-08 2019-Q4 EA
55154-1423-08 | 2020-Q1 EA
55154-1423-08 2020-Q2 EA
55154-1423-08 | 2020-Q3 EA
55154-1423-08 2020-Q4 EA
55154-1423-08 2021-Q1 EA
55154-1423-08 | 2021-Q2 EA
55154-1423-08 2021-Q3 EA
55154-1423-08 2021-Q4 EA
55154-1423-08 2022-Q1 EA
55154-1423-08 2022-Q2 EA
55154-1423-08 | 2022-Q3 EA
55154-1423-08 2022-Q4 EA
50458-0577-01 | 2018-Q1 EA
50458-0577-01 2018-Q2 EA
50458-0577-01 2018-Q3 EA
50458-0577-01 2018-Q4 EA
50458-0577-01 2019-Q1 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0577-01 2019-Q2 EA
50458-0577-01 2019-Q3 EA
50458-0577-01 | 2019-Q4 EA
50458-0577-01 2020-Q1 EA
50458-0577-01 | 2020-Q2 EA
50458-0577-01 2020-Q3 EA
50458-0577-01 | 2020-Q4 EA
50458-0577-01 2021-Q1 EA
50458-0577-01 2021-Q2 EA
50458-0577-01 | 2021-Q3 EA
50458-0577-01 2021-Q4 EA
50458-0577-01 2022-Q1 EA
50458-0577-01 2022-Q2 EA
50458-0577-01 2022-Q3 EA
50458-0577-01 | 2022-Q4 EA
50458-0578-01 2018-Q1 EA
50458-0578-01 | 2018-Q2 EA
50458-0578-01 2018-Q3 EA
50458-0578-01 2018-Q4 EA
50458-0578-01 2019-Q1 EA
50458-0578-01 2019-Q2 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0578-01 2019-Q3 EA
50458-0578-01 2019-Q4 EA
50458-0578-01 | 2020-Q1 EA
50458-0578-01 2020-Q2 EA
50458-0578-01 | 2020-Q3 EA
50458-0578-01 2020-Q4 EA
50458-0578-01 | 2021-Q1 EA
50458-0578-01 2021-Q2 EA
50458-0578-01 2021-Q3 EA
50458-0578-01 | 2021-Q4 EA
50458-0578-01 2022-Q1 EA
50458-0578-01 2022-Q2 EA
50458-0578-01 2022-Q3 EA
50458-0578-01 2022-Q4 EA
50458-0579-01 | 2018-Q1 EA
50458-0579-01 2018-Q2 EA
50458-0579-01 | 2018-Q3 EA
50458-0579-01 2018-Q4 EA
50458-0579-01 2019-Q1 EA
50458-0579-01 2019-Q2 EA
50458-0579-01 2019-Q3 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0579-01 2019-Q4 EA
50458-0579-01 2020-Q1 EA
50458-0579-01 | 2020-Q2 EA
50458-0579-01 2020-Q3 EA
50458-0579-01 | 2020-Q4 EA
50458-0579-01 2021-Q1 EA
50458-0579-01 | 2021-Q2 EA
50458-0579-01 2021-Q3 EA
50458-0579-01 2021-Q4 EA
50458-0579-01 | 2022-Q1 EA
50458-0579-01 2022-Q2 EA
50458-0579-01 2022-Q3 EA
50458-0579-01 2022-Q4 EA
50458-0580-01 2018-Q1 EA
50458-0580-01 | 2018-Q2 EA
50458-0580-01 2018-Q3 EA
50458-0580-01 | 2018-Q4 EA
50458-0580-01 2019-Q1 EA
50458-0580-01 2019-Q2 EA
50458-0580-01 2019-Q3 EA
50458-0580-01 2019-Q4 EA




G. Market Data and Revenue and Sales Volume Data

Wholesale Acquisition Cost Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Wholesale Acquisition Cost (WAC) unit price of the selected drug.

National Drug Quarter WAC Unit type Total Unit Volume
Code (NDC-11) (each, ML,
GM)

50458-0580-01 2020-Q1 EA
50458-0580-01 2020-Q2 EA
50458-0580-01 | 2020-Q3 EA
50458-0580-01 2020-Q4 EA
50458-0580-01 | 2021-Q1 EA
50458-0580-01 2021-Q2 EA
50458-0580-01 | 2021-Q3 EA
50458-0580-01 2021-Q4 EA
50458-0580-01 2022-Q1 EA
50458-0580-01 | 2022-Q2 EA
50458-0580-01 2022-Q3 EA
50458-0580-01 2022-Q4 EA

Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Thirty-six NDC-11s for “XARELTO” are included in the “Selected Drug List for Initial Price Applicability Year (IPAY) 2026".
Consistent with CMS guidance, this submission reflects information on NDC-11s of the selected drug marketed by the Primary Manufacturer
(Janssen Pharmaceuticals, Inc. or “JPI”) and any Secondary Manufacturer.

CMS has prepopulated Section A to include NDC-11s for XARELTO that include NDC-11s for XARELTO distributed by entities that do not meet the
definition of “Secondary Manufacturer” because they are not listed in the XARELTO NDA and do not market XARELTO pursuant to an agreement
with a Johnson & Johnson company. These NDC-11s are: One for Aphena Pharma Solutions -Tennessee, LLC (71610-0690-42), four for A-S

Medication Solutions (50090-3625-00, 50090-3639-00, 50090-4468-00, 50090-4469-00), and one for Avera McKennan Hospital (69189-0578-01).




The NDC under Avera (69189-0578-01) was discontinued, and, after reasonable investigations, the following NDCs under A-S Medication
Solutions do not appear to have ever been in use (i.e., 50090-3625-00, 50090-3639-00, 50090-4468-00, and 50090-4469-00).

Seven NDC-11s are sample NDCs under JPI labeler 50458: 50458-0577-14, 50458-0578-07, 50458-0578-14, 50458-0579-07, 50458-0579-99,
50458-0580-07, 50458-0584-52; Rows were added to — “enter “0” in the total unit volume field and left blank for other calculated fields.

Four NDC-11s are inner NDCs under JPI labeler 50458: 50458-0577-01, 50458-0578-01, 50458-0579-01, 50458-0580-01: Rows were added to —
“enter “0” in the total unit volume field and left blank for other calculated fields.

Four NDC- 11s [55154-1422-00, 55154-1423-08, 55154-1424-08, and 55154-1424-00 discontinued] for Xarelto are repackaged by Cardinal Health
LLC 107 (“Cardinal”)

The WAC and units reported are per tablet or ML (labeled per NDC).

Units = gross trade product sales units only, which excludes product returns.

Quarters tie to our J&J financial calendar (e.g., Q1 2023 is the 12 week period January 2, 2023 through April 2, 2023). Most recent 5 years
utilized for analysis (FY 2018 through FY 2022). Based on US data only.



G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0575 2018-Q1
Y 50458-0577 2018-Q1
Y: 50458-0578 2018-Q1
Y 50458-0579 2018-Q1
Y 50458-0580 2018-Q1
Y 50458-0584 2018-Q1
Y 50458-0575 2018-Q2
X: 50458-0577 2018-Q2
X 50458-0578 2018-Q2
Y 50458-0579 2018-Q2
Y 50458-0580 2018-Q2
Y 50458-0584 2018-Q2
Y 50458-0575 2018-Q3
Y 50458-0577 2018-Q3
Y 50458-0578 2018-Q3
b g 50458-0579 2018-Q3
h'd 50458-0580 2018-Q3
Y 50458-0584 2018-Q3
Y 50458-0575 2018-Q4

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0577 2018-04
Y 50458-0578 2018-Q4
Y: 50458-0579 2018-Q4
Y 50458-0580 2018-Q4
Y 50458-0584 2018-Q4
Y 50458-0575 2019-Q1
Y 50458-0577 2019-Q1
X: 50458-0578 2019-Q1
X 50458-0579 2019-Q1
Y 50458-0580 2019-Q1
Y 50458-0584 2019-Q1
Y 50458-0575 2019-Q2
Y 50458-0577 2019-Q2
Y 50458-0578 2019-Q2
Y 50458-0579 2019-Q2
b g 50458-0580 2019-Q2
h'd 50458-0584 2019-Q2
Y 50458-0575 2019-Q3
Y 50458-0577 2019-Q3

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0578 2019-Q3
Y 50458-0579 2019-Q3
Y: 50458-0580 2019-Q3
Y 50458-0584 2019-Q3
Y 50458-0575 2019-Q4
Y 50458-0577 2019-04
Y 50458-0578 2019-Q4
X: 50458-0579 2019-04
X 50458-0580 2019-Q4
Y 50458-0584 2019-Q4
Y 50458-0575 2020-Q1
Y 50458-0577 2020-Q1
Y 50458-0578 2020-Q1
Y 50458-0579 2020-Q1
Y 50458-0580 2020-Q1
b g 50458-0584 2020-Q1
h'd 50458-0575 2020-Q2
Y 50458-0577 2020-Q2
Y 50458-0578 2020-Q2

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0579 2020-Q2
Y 50458-0580 2020-Q2
Y: 50458-0584 2020-Q2
Y 50458-0575 2020-Q3
Y 50458-0577 2020-Q3
Y 50458-0578 2020-Q3
Y 50458-0579 2020-Q3
X: 50458-0580 2020-Q3
X 50458-0584 2020-Q3
Y 50458-0575 2020-Q4
Y 50458-0577 2020-Q4
Y 50458-0578 2020-Q4
Y 50458-0579 2020-Q4
Y 50458-0580 2020-Q4
Y 50458-0584 2020-Q4
b g 50458-0575 2021-Q1
Y 50458-0577 2021-Q1
Y 50458-0578 2021-Q1
Y 50458-0579 2021-Q1

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0580 2021-Q1
Y 50458-0584 2021-Q1
Y: 50458-0575 2021-Q2
Y 50458-0577 2021-Q2
Y 50458-0578 2021-Q2
Y 50458-0579 2021-Q2
Y 50458-0580 2021-Q2
X: 50458-0584 2021-Q2
X 50458-0575 2021-Q3
Y 50458-0577 2021-Q3
Y 50458-0578 2021-Q3
Y 50458-0579 2021-Q3
Y 50458-0580 2021-Q3
Y 50458-0584 2021-Q3
Y 50458-0575 2021-Q4
b g 50458-0577 2021-04
h'd 50458-0578 2021-Q4
Y 50458-0579 2021-04
Y 50458-0580 2021-Q4

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0584 2021-04
Y 50458-0575 2022-Q1
Y: 50458-0577 2022-Q1
Y 50458-0578 2022-Q1
Y 50458-0579 2022-Q1
Y 50458-0580 2022-Q1
Y 50458-0584 2022-Q1
X: 50458-0575 2022-Q2
X 50458-0577 2022-Q2
Y 50458-0578 2022-Q2
Y 50458-0579 2022-Q2
Y 50458-0580 2022-Q2
Y 50458-0584 2022-Q2
Y 50458-0575 2022-Q3
Y 50458-0577 2022-Q3
b g 50458-0578 2022-Q3
h'd 50458-0579 2022-Q3
Y 50458-0580 2022-Q3
Y 50458-0584 2022-Q3

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 50458-0575 2022-04
Y 50458-0577 2022-Q4
Y: 50458-0578 2022-Q4
Y 50458-0579 2022-Q4
Y 50458-0580 2022-Q4
Y 50458-0584 2022-Q4
Y 55154-1422 2018-Q1
X: 55154-1422 2018-Q2
X 55154-1422 2018-Q3
Y 55154-1422 2018-Q4
Y 55154-1422 2019-Q1
Y 55154-1422 2019-Q2
Y 55154-1422 2019-Q3
Y 55154-1422 2019-04
Y 55154-1422 2020-Q1
b g 55154-1422 2020-Q2
h'd 55154-1422 2020-Q3
Y 55154-1422 2020-04
Y 55154-1422 2021-Q1

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 55154-1422 2021-Q2
Y 55154-1422 2021-Q3
Y: 55154-1422 2021-Q4
Y 55154-1422 2022-Q1
Y 55154-1422 2022-Q2
Y 55154-1422 2022-Q3
Y 55154-1423 2018-Q1
X: 55154-1423 2018-Q2
X 55154-1423 2018-Q3
Y 55154-1423 2018-Q4
Y 55154-1423 2019-Q1
Y 55154-1423 2019-Q2
Y 55154-1423 2019-Q3
Y 55154-1423 2019-04
Y 55154-1423 2020-Q1
b g 55154-1423 2020-Q2
h'd 55154-1423 2020-Q3
Y 55154-1423 2020-04
Y 55154-1423 2021-Q1

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in

section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best

Price

Medicaid Best National Drug Code | Quarter
Price (NDC-9)

v 55154-1423 2021-Q2
Y 55154-1423 2021-Q3
Y: 55154-1423 2021-Q4
Y 55154-1423 2022-Q1
Y 55154-1423 2022-Q2
Y 55154-1423 2022-Q3
Y 55154-1423 2022-Q4
X: 55154-1424 2018-Q1
X 55154-1424 2018-Q2
Y 55154-1424 2018-Q3
Y 55154-1424 2018-Q4
Y 55154-1424 2019-Q1
Y 55154-1424 2019-Q2
Y 55154-1424 2019-Q3
Y 55154-1424 2019-Q4
b g 55154-1424 2020-Q1
h'd 55154-1424 2020-Q2
Y 55154-1424 2020-Q3
Y 55154-1424 2020-Q4

Unit Type

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Medicaid Best Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Medicaid best price of the selected drug. The Medicaid best price information reflects
what was submitted to Medicaid under the MDRP in accordance with the Medicaid National Drug Rebate Agreement and as described in
section 42 C.F.R. § 447.505 — determination of best price.

Medicaid Best National Drug Code | Quarter Medicaid Best Unit Type Total Unit Volume
Price (NDC-9) Price

v 55154-1424 2021-Q1 EA
Y 55154-1424 2021-Q2 EA
Y: 55154-1424 2021-Q3 EA
Y 55154-1424 2021-04 EA
Y 55154-1424 2022-Q1 EA
Y 55154-1424 2022-Q2 EA
Y 55154-1424 2022-Q3 EA
X: 55154-1424 2022-04 EA
X 55154-1422 2022-Q4 EA

Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA
Fifteen NDC-9s for “XARELTO” are included in the “Selected Drug List for Initial Price Applicability Year (IPAY) 2026”. Not all fifteen NDC-9s are
included in this submission.

Consistent with CMS guidance, this submission reflects information on NDC-9s of the selected drug marketed by the Primary Manufacturer and
any Secondary Manufacturer.

*Six NDC-9s are excluded: 71610-0690, 50090-3625, 50090-3639, 50090-4468, 50090-4469, and 69189-0578 (exclusions as referenced in the
Section B Non-FAMP data collection section within “Explanation of Non-FAMP Calculation” field).

*Nine NDC-9s are included in the submission for the most “recent five years” and include NDCs from both Janssen Pharmaceuticals, Inc. (“JPI”)
50458 labeler and Cardinal Health 107, LLC (“Cardinal”) 55154 labeler, respectively the “Primary Manufacturer” and the “Secondary




Manufacturer” as defined by the IRA ICR Final Guidance August 3, 2023. Total submission includes six JPI NDC-9s and three Cardinal NDC-9.
Please note:

For the “Medicaid Best Price” the most recent five years is assumed to be 2018-2022, and the quarters within the five-year period are
1Q2018-4Q2022.

Where the NDC-9 did not have a Medicaid Best Price for a particular quarter within the most recent five years, rows were added to
align with ICR instructions with unit type information “0” in the total unit volume field and Medicaid Best Price field “blank”.
- This applies to the XARELTO NDC 50458-0575 (first sale date of January 18, 2022) and XARELTO NDC 50458-0577 (first sale
date of October 16, 2018).
- This also applies to the Cardinal secondary manufacturer NDCs 55154-1422, 55154-1423, 55154-1424 where there is no Best

Price information available for these NDCs for the most recent five years._

The reported Best Price information reflects BP at NDC-9 level and reflects the lowest unit of measure by Medicaid unit type as submitted under
the Medicaid Drug Rebate Program (MDRP) and reflect any restatements at the point in time of submission per the requirements under the ICR.

The submission has been modified in two ways to accommodate system limitations in HPMS. First, the IRA ICR requires "The Medicaid best price
information must reflect what was submitted to Medicaid under the MDRP". Medicaid Best Price is submitted under the MDRP out to six
decimal places, however, the IRA ICR format permits reporting only to two decimal places. Second, the Medicaid AMP unit type “Tabs” used by
JPlin AMP submissions is not available in the unit type drop-down selection in HPMS. HPMS does not allow the user to move forward in the
system unless information is submitted in the format available. In order to advance the primary manufacturer’s submission in HPMS, the
primary manufacturer Best Price is at the lowest unit of measure rounded to the closest two decimals and “Each (EA)” for unit type where
“Tabs” is the unit type under the MDRP.

The reported quarterly AMP unit volume is the sum of monthly AMP units within the quarter as reported under the MDRP government price
reporting regulation and Medicaid Drug Program (MDP) system user guidance. AMP unit volume reflects the lowest unit of measure by Medicaid
unit type to match ICR requirements. AMP units are not required as part of Best Price reporting under the MDRP.



G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA,

Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule

Service
Price

Y 50458-0575-01 2022-02-01 - $227.59 ML
2022-04-14

Y 50458-0575-01 2022-04-15 - $389.42 ML
2022-12-31

Y 50458-0577-10 2022-01-01 - $597.89 EA
2022-12-31

Y 50458-0577-18 2022-01-01 - $1,076.21 | EA
2022-12-31

X 50458-0577-60 2022-01-01 - $358.73 EA
2022-12-31

Y, 50458-0578-10 2022-01-01 - $1,195.78 | EA
2022-12-31

Y 50458-0578-30 2022-01-01 - $358.73 EA
2022-12-31

Y 50458-0578-90 2022-01-01 - $1,076.21 | EA
2022-12-31

¥ 50458-0579-10 2022-01-01 - $1,195.78 | EA
2022-12-31

b g 50458-0579-30 2022-01-01 - $358.73 EA

2022-12-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center
programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA, | Total Unit Volume
Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule
Service
Price
Y 50458-0579-89 2022-01-01 - EA
2022-12-31 $15,306.0
5
Y, 50458-0579-90 2022-01-01 - $1,076.21 | EA
2022-12-31
Y 50458-0580-10 2022-01-01 - $1,195.78 | EA
2022-12-31
Y 50458-0580-30 2022-01-01 - $358.73 EA
2022-12-31
Y 50458-0580-90 2022-01-01 - $1,076.21 | EA
2022-12-31
Y 50458-0584-51 2022-01-01 - $609.86 EA
2022-12-31
Y 50458-0577-10 2021-01-01 - $570.50 EA
2021-12-31
Y 50458-0577-18 2021-01-01 - $1,026.91 | EA
2021-12-31
Y. 50458-0577-60 2021-01-01 - $342.30 EA
2021-12-31




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.
Federal Supply National Drug Code | Price Start Federal Unit Type (EA,
Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule
Service
Price
Y 50458-0578-10 2021-01-01 - $1,141.02 | EA
2021-12-31
Y 50458-0578-30 2021-01-01 - $342.30 EA
2021-12-31
Y 50458-0578-90 2021-01-01 - $1,026.91 | EA
2021-12-31
Y 50458-0579-10 2021-01-01 - $1,141.02 | EA
2021-12-31
X 50458-0579-30 2021-01-01 - $342.30 EA
2021-12-31
Y, 50458-0579-89 2021-01-01 - EA
2021-12-31 $14,605.0
1
Y 50458-0579-90 2021-01-01 - $1,026.91 | EA
2021-12-31
Y 50458-0580-10 2021-01-01 - $1,141.02 | EA
2021-12-31
Y. 50458-0580-30 2021-01-01 - $342.30 EA

2021-12-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA,

Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule

Service
Price

Y 50458-0580-90 2021-01-01 - $1,026.91 | EA
2021-12-31

Y 50458-0584-51 2021-01-01 - $581.93 EA
2021-12-31

Y 50458-0577-10 2020-01-01 - $562.79 EA
2020-12-31

Y 50458-0577-18 2020-01-01 - $1,013.04 | EA
2020-12-31

X 50458-0577-60 2020-01-01 - $337.68 EA
2020-12-31

Y, 50458-0578-10 2020-01-01 - $1,125.60 | EA
2020-12-31

Y 50458-0578-30 2020-01-01 - $337.68 EA
2020-12-31

Y 50458-0578-90 2020-01-01 - $1,013.04 | EA
2020-12-31

¥ 50458-0579-10 2020-01-01 - $1,125.60 | EA
2020-12-31

b g 50458-0579-30 2020-01-01 - $337.68 EA

2020-12-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.
Federal Supply National Drug Code | Price Start Federal Unit Type (EA, | Total Unit Volume
Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule
Service
Price
Y 50458-0579-89 2020-01-01 - EA
2020-12-31 $14,407.6
2
Y, 50458-0579-90 2020-01-01 - $1,013.04 | EA
2020-12-31
Y 50458-0580-10 2020-01-01 - $1,125.60 | EA
2020-12-31
Y 50458-0580-30 2020-01-01 - $337.68 EA
2020-12-31
Y 50458-0580-90 2020-01-01 - $1,013.04 | EA
2020-12-31
Y 50458-0584-51 2020-01-01 - $574.06 EA
2020-12-31
Y 50458-0577-10 2018-12-19 - $287.80 EA
2019-02-12
Y 50458-0577-10 2019-02-13 - $526.47 EA
2019-05-16
Y. 50458-0577-10 2019-05-17 - $562.79 EA
2019-08-31




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA,

Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule

Service
Price

Y 50458-0577-10 2019-09-01 - $562.79 EA
2019-12-31

Y 50458-0577-18 2018-12-19 - $518.04 EA
2019-02-12

Y 50458-0577-18 2019-02-13 - $947.65 EA
2019-05-16

Y 50458-0577-18 2019-05-17 - $1,013.04 | EA
2019-08-31

X 50458-0577-18 2019-09-01 - $1,013.04 | EA
2019-12-31

Y, 50458-0577-60 2018-12-19 - $172.68 EA
2019-02-12

Y 50458-0577-60 2019-02-13 - $315.88 EA
2019-05-16

Y 50458-0577-60 2019-05-17 - $337.68 EA
2019-08-31

¥ 50458-0577-60 2019-09-01 - $337.68 EA
2019-12-31

b g 50458-0578-10 2019-01-01 - $1,052.94 | EA

2019-08-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA,

Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule

Service
Price

Y 50458-0578-10 2019-09-01 - $1,125.60 | EA
2019-12-31

Y 50458-0578-30 2019-01-01 - $315.88 EA
2019-08-31

Y 50458-0578-30 2019-09-01 - $337.68 EA
2019-12-31

Y 50458-0578-90 2019-01-01 - $947.65 EA
2019-08-31

X 50458-0578-90 2019-09-01 - $1,013.04 | EA
2019-12-31

Y, 50458-0579-10 2019-01-01 - $1,052.94 | EA
2019-08-31

Y 50458-0579-10 2019-09-01 - $1,125.60 | EA
2019-12-31

Y 50458-0579-30 2019-01-01 - $315.88 EA
2019-08-31

¥ 50458-0579-30 2019-09-01 - $337.68 EA
2019-12-31

b g 50458-0579-89 2019-02-20 - $8,000.00 | EA

2019-03-06

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center
programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA, | Total Unit Volume
Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule
Service
Price
Y 50458-0579-89 2019-03-07 - $6,153.26 | EA
2019-05-31
Y 50458-0579-89 2019-06-01 - $6,153.26 | EA
2019-08-31
Y 50458-0579-89 2019-09-01 - EA
2019-12-31 $14,407.6
2
Y 50458-0579-90 2019-01-01 - $947.65 EA
2019-08-31
Y 50458-0579-90 2019-09-01 - $1,013.04 | EA
2019-12-31
Y 50458-0580-10 2019-01-01 - $1,052.94 | EA
2019-08-31
Y 50458-0580-10 2019-09-01 - $1,125.60 | EA
2019-12-31
Y 50458-0580-30 2019-01-01 - $315.88 EA
2019-08-31
Y. 50458-0580-30 2019-09-01 - $337.68 EA
2019-12-31




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center

programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA,

Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule

Service
Price

Y 50458-0580-90 2019-01-01 - $947.65 EA
2019-08-31

Y 50458-0580-90 2019-09-01 - $1,013.04 | EA
2019-12-31

Y 50458-0584-51 2019-01-01 - $537.01 EA
2019-08-31

Y 50458-0584-51 2019-09-01 - $574.06 EA
2019-12-31

X 50458-0578-10 2018-01-01 - $758.65 EA
2018-12-31

Y, 50458-0578-30 2018-01-01 - $227.60 EA
2018-12-31

Y 50458-0578-90 2018-01-01 - $682.78 EA
2018-12-31

Y 50458-0579-10 2018-01-01 - $758.65 EA
2018-12-31

¥ 50458-0579-30 2018-01-01 - $227.60 EA
2018-12-31

b g 50458-0579-90 2018-01-01 - $682.78 EA

2018-12-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Federal Supply Schedule Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. Manufacturers reported any federal supply schedule (FSS) price for the selected drug made available during the most recent five years.
The FSS price information reflects what can be found online in the pharmaceutical pricing data for all VA National Acquisition Center
programs.

Federal Supply National Drug Code | Price Start Federal Unit Type (EA, | Total Unit Volume
Schedule Price (NDC-11) Date to End Supply ML, GM)
Date Schedule
Service
Price
Y 50458-0580-10 2018-01-01 - $758.65 EA
2018-12-31
Y 50458-0580-30 2018-01-01 - $227.60 EA
2018-12-31
Y 50458-0580-90 2018-02-15 - $515.67 EA
2018-09-14
Y 50458-0580-90 2018-09-15 - $947.65 EA
2018-12-31
X 50458-0584-51 2018-01-01 - $418.27 EA
2018-12-31

Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Thirty-six NDC-11s for “XARELTO” are included in the “Selected Drug List for Initial Price Applicability Year (IPAY) 2026”. Not all thirty-six NDC-
11s are included in this submission.

*Twenty-one NDC-11s are excluded from submission because Federal Supply Schedule (FSS) prices for these NDCs are not included in FSS
contracts with Janssen Pharmaceuticals, Inc. (“JP1”) and not listed on the VA National Acquisition Center (VA NAC) website:

Six NDC-11s are from third parties: 71610-0690-42, 50090-3625-00, 50090-3639-00, 50090-4468-00, 50090-4469-00, 69189-0578-01 as
referenced in the Section B Non-FAMP data collection section within “Explanation of Non-FAMP Calculation” field.



Seven NDC-11s are sample NDCs under JPI labeler 50458: 50458-0577-14, 50458-0578-07, 50458-0578-14, 50458-0579-07, 50458-
0579-99, 50458-0580-07, 50458-0584-52.

Four NDC-11s are inner NDCs under JPI labeler 50458 NDCs: 50458-0577-01, 50458-0578-01, 50458-0579-01, 50458-0580-01.

Four NDC-11s are repacking NDCs under Cardinal (“Secondary Manufacturer”) labeler 55154 NDCs: 55154-1422-00, 55154-1423-08,
55154-1424-00, 55154-1424-08. As instructed by Cardinal these products are only made available to the customers that contracted to have
them repackaged into the applicable configuration. They are not otherwise available for purchase.

*Fifteen NDC-11s are included in FSS price submission under the JPI labeler 50458.

The “Federal Supply Schedule Price” reflects those that can be found online in the Pharmaceutical pricing data for all VA NAC Programs by NDC-
11 to match ICR requirements. In order to reconcile to the VA NAC, the pricing submitted includes IFF. Note, the ICR requests a data point
“Federal Supply Schedule Service Price” which we are unfamiliar with and are not reporting. In its place we are reporting the “Federal Supply
Schedule Price”.

FSS Total Unit Volume: The reported FSS total unit volume captures unit quantity at the package level used to calculate the FSS price in
accordance with the Veteran’s Health Care Act (VHCA) public law. ICR required reporting total unit volume sold to "direct federal purchasers".

For purposes of this submission, the 2018-2022 invoice data was pulled at a point in
time in May 2023 to prepare for the IRA ICR submissions. It is our assumption that for this request, CMS intends to correlate the reported FSS
price to the units sold during the time period that price was in effect.



G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0575-01 2022-02-01 - $227.59 ML
2022-04-14

Y 50458-0575-01 2022-04-15 - $384.82 ML
2022-08-14

Y 50458-0575-01 2022-08-15 - $378.21 ML
2022-12-31

Y 50458-0577-10 2022-01-01 - $569.87 EA
2022-12-31

Y 50458-0577-18 2022-01-01 - $1,076.21 | EA
2022-12-31

Y 50458-0577-60 2022-01-01 - $358.73 EA
2022-12-31

Y 50458-0578-10 2022-01-01 - $733.88 EA
2022-12-31

Y 50458-0578-30 2022-01-01 - $358.73 EA
2022-12-31

Y 50458-0578-90 2022-01-01 - $1,070.53 | EA
2022-12-31

¥ 50458-0579-10 2022-01-01 - $776.08 EA
2022-12-31

Y 50458-0579-30 2022-01-01 - $358.73 EA
2022-12-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0579-89 2022-01-01 - EA
2022-12-31 $11,656.0

9

¥ 50458-0579-90 2022-01-01 - $1,068.10 | EA
2022-12-31

Y 50458-0580-10 2022-01-01 - $757.76 EA
2022-12-31

Y 50458-0580-30 2022-01-01 - $358.69 EA
2022-12-31

Y 50458-0580-90 2022-01-01 - $1,068.23 | EA
2022-12-31

Y 50458-0584-51 2022-01-01 - $577.12 EA
2022-12-31

Y 50458-0577-10 2021-01-01 - $546.50 EA
2021-12-31

Y 50458-0577-18 2021-01-01 - $998.88 EA
2021-12-31

Y 50458-0577-60 2021-01-01 - $330.41 EA
2021-12-31

¥ 50458-0578-10 2021-01-01 - $739.79 EA
2021-12-31

Y 50458-0578-30 2021-01-01 - $328.89 EA
2021-12-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0578-90 2021-01-01 - $977.38 EA
2021-12-31

Y 50458-0579-10 2021-01-01 - $792.27 EA
2021-12-31

Y 50458-0579-30 2021-01-01 - $329.61 EA
2021-12-31

Y 50458-0579-89 2021-01-01 - EA
2021-12-31 $10,936.5

8

Y 50458-0579-90 2021-01-01 - $982.50 EA
2021-12-31

Y 50458-0580-10 2021-01-01 - $749.24 EA
2021-12-31

Y 50458-0580-30 2021-01-01 - $327.99 EA
2021-12-31

Y 50458-0580-90 2021-01-01 - $976.44 EA
2021-12-31

Y 50458-0584-51 2021-01-01 - $526.74 EA
2021-12-31

¥ 50458-0577-10 2020-01-01 - $535.76 EA
2020-12-31

Y 50458-0577-18 2020-01-01 - $1,000.02 | EA
2020-12-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the

Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA,
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0577-60 2020-01-01 - $330.27 EA
2020-12-31

Y 50458-0578-10 2020-01-01 - $721.19 EA
2020-12-31

Y 50458-0578-30 2020-01-01 - $305.71 EA
2020-12-31

Y 50458-0578-90 2020-01-01 - $906.57 EA
2020-12-31

Y 50458-0579-10 2020-01-01 - $742.03 EA
2020-12-31

Y. 50458-0579-30 2020-01-01 - $306.03 EA
2020-12-31

Y 50458-0579-89 2020-01-01 - EA
2020-12-31 $10,967.2

8

¥ 50458-0579-90 2020-01-01 - $917.28 EA
2020-12-31

Y 50458-0580-10 2020-01-01 - $749.61 EA
2020-12-31

Y. 50458-0580-30 2020-01-01 - $303.86 EA
2020-12-31

Y 50458-0580-90 2020-01-01 - $906.22 EA

2020-12-31

Total Unit Volume




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0584-51 2020-01-01 - $513.66 EA
2020-12-31

Y 50458-0577-10 2018-12-19 - $287.80 EA
2019-02-12

Y 50458-0577-10 2019-02-13 - $501.97 EA
2019-05-16

Y 50458-0577-10 2019-05-17 - $521.49 EA
2019-08-31

Y 50458-0577-10 2019-09-01 - $521.49 EA
2019-12-31

Y 50458-0577-18 2018-12-19 - $518.04 EA
2019-02-12

Y 50458-0577-18 2019-02-13 - $914.94 EA
2019-05-16

Y 50458-0577-18 2019-05-17 - $965.74 EA
2019-08-31

Y 50458-0577-18 2019-09-01 - $965.74 EA
2019-12-31

¥ 50458-0577-60 2018-12-19 - $172.68 EA
2019-02-12

Y 50458-0577-60 2019-02-13 - $304.11 EA
2019-05-16




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0577-60 2019-05-17 - $320.36 EA
2019-08-31

Y 50458-0577-60 2019-09-01 - $320.36 EA
2019-12-31

Y 50458-0578-10 2019-01-01 - $725.84 EA
2019-08-31

Y 50458-0578-10 2019-09-01 - $725.84 EA
2019-12-31

Y 50458-0578-30 2019-01-01 - $284.13 EA
2019-08-31

Y 50458-0578-30 2019-09-01 - $284.13 EA
2019-12-31

Y 50458-0578-90 2019-01-01 - $844.58 EA
2019-08-31

Y 50458-0578-90 2019-09-01 - $844,58 EA
2019-12-31

Y 50458-0579-10 2019-01-01 - $800.00 EA
2019-08-31

¥ 50458-0579-10 2019-09-01 - $800.00 EA
2019-12-31

Y 50458-0579-30 2019-01-01 - $285.08 EA
2019-08-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0579-30 2019-09-01 - $285.08 EA
2019-12-31

Y 50458-0579-89 2019-02-20 - $8,000.00 | EA
2019-03-06

Y 50458-0579-89 2019-03-07 - $6,153.26 | EA
2019-05-31

Y 50458-0579-89 2019-06-01 - $6,153.26 | EA
2019-08-31

Y 50458-0579-89 2019-09-01 - EA
2019-12-31 $11,008.9

0

Y 50458-0579-90 2019-01-01 - $850.29 EA
2019-08-31

Y 50458-0579-90 2019-09-01 - $850.29 EA
2019-12-31

Y 50458-0580-10 2019-01-01 - $700.96 EA
2019-08-31

Y 50458-0580-10 2019-09-01 - $700.96 EA
2019-12-31

¥ 50458-0580-30 2019-01-01 - $281.53 EA
2019-08-31

Y 50458-0580-30 2019-09-01 - $281.53 EA
2019-12-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0580-90 2019-01-01 - $914.08 EA
2019-08-31

Y 50458-0580-90 2019-09-01 - $914.08 EA
2019-12-31

Y 50458-0584-51 2019-01-01 - $471.19 EA
2019-08-31

Y 50458-0584-51 2019-09-01 - $471.19 EA
2019-12-31

Y 50458-0578-10 2018-01-01 - $698.18 EA
2018-12-31

Y 50458-0578-30 2018-01-01 - $227.60 EA
2018-12-31

Y 50458-0578-90 2018-01-01 - $682.78 EA
2018-12-31

Y 50458-0579-10 2018-01-01 - $736.73 EA
2018-12-31

Y 50458-0579-30 2018-01-01 - $227.60 EA
2018-12-31

¥ 50458-0579-90 2018-01-01 - $682.78 EA
2018-12-31

Y 50458-0580-10 2018-01-01 - $686.98 EA
2018-12-31




G. Market Data and Revenue and Sales Volume Data

Big Four Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the
Act. The following table provides responses about the Big Four price of the selected drug. The Big Four price information reflects the
information that can be found online in the pharmaceutical pricing data for all VA National Acquisition Center programs.

Big Four Price National Drug Code | Price Start Big Four Unit Type (EA, | Total Unit Volume
(NDC-11) Date to End Price ML, GM)

Date

Y 50458-0580-30 2018-01-01 - $227.60 EA
2018-12-31

Y 50458-0580-90 2018-02-15 - $515.67 EA
2018-09-14

Y 50458-0580-90 2018-09-15 - $909.34 EA
2018-12-31

¥ 50458-0584-51 2018-01-01 - $418.27 EA
2018-12-31

Explanations: Confidential & Proprietary, Subject to Protections Under IRA §1193(c) and FOIA

Thirty-six NDC-11s for “XARELTO” are included in the “Selected Drug List for Initial Price Applicability Year (IPAY) 2026”. Not all thirty-six NDC-
11s are included in this submission.

*Twenty-one NDC-11s are excluded from submission because Big Four prices for these NDCs are not included in FSS contracts with Janssen
Pharmaceuticals, Inc. (“JPI”) and not listed on the VA National Acquisition Center (VA NAC) website.

Six NDC-11s are from third parties: 71610-0690-42, 50090-3625-00, 50090-3639-00, 50090-4468-00, 50090-4469-00, 69189-0578-01 as
referenced in the Section B Non-FAMP data collection section within “Explanation of Non-FAMP Calculation” field.

Seven NDC-11s are sample NDCs under JPI labeler 50458: 50458-0577-14, 50458-0578-07, 50458-0578-14, 50458-0579-07, 50458-0579-
99, 50458-0580-07, 50458-0584-52.

Four NDC-11s are inner NDCs under JPI labeler 50458 NDCs: 50458-0577-01, 50458-0578-01, 50458-0579-01, 50458-0580-01.




Four NDC-11s are repacking NDCs under Cardinal (“Secondary Manufacturer”) labeler 55154 NDCs: 55154-1422-00; 55154-1423-08;

55154-1424-00, 55154-1424-08.

*Fifteen NDC-11s are included in Big Four information submission under the JPI labeler 50458.

“Big Four Price” for NDC-11 (50458-0579-89), a start date difference was identified between the contract modification received by JPI
(September, 1, 2019) and the information reported on the VA NAC website (September 10, 2019). Data in this submission is based on the
documentation received by JPI confirming the start date of September, 1, 2019.

“Big Four Price” reflects those that can be found online in the Pharmaceutical pricing data for all VA NAC Programs by NDC-11 to match ICR
requirements. In order to reconcile to the VA NAC, the pricing submitted includes IFF.

Provisional prices for newly launched products were found on the VA NAC website only under the FSS pricing but the submitted data also
included the provisional prices available for the Big Four Price not listed on the VA NAC.

“Big Four Total Unit Volume” is the total number of units for each NDC-11 sold to Big Four federal customers and could include units sold with
prices that reflect temporary price reduction and/or uniform formulary blanket purchase agreement price.

Big Four Total Unit Volume: The reported total unit volume captures unit quantity at the package level used to calculate the Big Four price in
accordance with the Veteran’s Health Care Act (VHCA) public law.

For purposes of this submission, the 2018-2022 invoice data was pulled at a point in
time in May 2023 to prepare for the IRA ICR submissions. It is our assumption that for this request, CMS intends to correlate the reported Big
Four price to the units sold during the time period that price was in effect.



G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0575-01 | 2018-Q1 ML
50458-0575-01 | 2018-Q2 ML
50458-0575-01 | 2018-Q3 ML
50458-0575-01 | 2018-Q4 ML
50458-0575-01 | 2019-Q1 ML
50458-0575-01 | 2019-Q2 ML
50458-0575-01 | 2019-Q3 ML
50458-0575-01 | 2019-Q4 ML
50458-0575-01 | 2020-Q1 ML
50458-0575-01 | 2020-Q2 ML
50458-0575-01 | 2020-Q3 ML
50458-0575-01 | 2020-Q4 ML
50458-0575-01 | 2021-Q1 ML
50458-0575-01 | 2021-Q2 ML
50458-0575-01 | 2021-Q3 ML
50458-0575-01 | 2021-Q4 ML
50458-0575-01 | 2022-Q1 ML
50458-0575-01 | 2022-Q2 ML
50458-0575-01 | 2022-Q3 ML
50458-0575-01 | 2022-Q4 ML
50458-0577-10 | 2018-Q1 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0577-10 | 2018-Q2 EA
50458-0577-10 | 2018-Q3 EA
50458-0577-10 | 2018-Q4 EA
50458-0577-10 | 2019-Q1 EA
50458-0577-10 | 2019-Q2 EA
50458-0577-10 | 2019-Q3 EA
50458-0577-10 | 2019-Q4 EA
50458-0577-10 | 2020-Q1 EA
50458-0577-10 | 2020-Q2 EA
50458-0577-10 | 2020-Q3 EA
50458-0577-10 | 2020-Q4 EA
50458-0577-10 | 2021-Q1 EA
50458-0577-10 | 2021-Q2 EA
50458-0577-10 | 2021-Q3 EA
50458-0577-10 | 2021-Q4 EA
50458-0577-10 | 2022-Q1 EA
50458-0577-10 | 2022-Q2 EA
50458-0577-10 | 2022-Q3 EA
50458-0577-10 | 2022-Q4 EA
50458-0577-18 | 2018-Q1 EA
50458-0577-18 | 2018-Q2 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0577-18 | 2018-Q3 EA
50458-0577-18 | 2018-Q4 EA
50458-0577-18 | 2019-Q1 EA
50458-0577-18 | 2019-Q2 EA
50458-0577-18 | 2019-Q3 EA
50458-0577-18 | 2019-Q4 EA
50458-0577-18 | 2020-Q1 EA
50458-0577-18 | 2020-Q2 EA
50458-0577-18 | 2020-Q3 EA
50458-0577-18 | 2020-Q4 EA
50458-0577-18 | 2021-Q1 EA
50458-0577-18 | 2021-Q2 EA
50458-0577-18 | 2021-Q3 EA
50458-0577-18 | 2021-Q4 EA
50458-0577-18 | 2022-Q1 EA
50458-0577-18 | 2022-Q2 EA
50458-0577-18 | 2022-Q3 EA
50458-0577-18 | 2022-Q4 EA
50458-0577-60 | 2018-Q1 EA
50458-0577-60 | 2018-Q2 EA
50458-0577-60 | 2018-Q3 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0577-60 | 2018-Q4 EA
50458-0577-60 | 2019-Q1 EA
50458-0577-60 | 2019-Q2 EA
50458-0577-60 | 2019-Q3 EA
50458-0577-60 | 2019-Q4 EA
50458-0577-60 | 2020-Q1 EA
50458-0577-60 | 2020-Q2 EA
50458-0577-60 | 2020-Q3 EA
50458-0577-60 | 2020-Q4 EA
50458-0577-60 | 2021-Q1 EA
50458-0577-60 | 2021-Q2 EA
50458-0577-60 | 2021-Q3 EA
50458-0577-60 | 2021-Q4 EA
50458-0577-60 | 2022-Q1 EA
50458-0577-60 | 2022-Q2 EA
50458-0577-60 | 2022-Q3 EA
50458-0577-60 | 2022-Q4 EA
50458-0578-10 | 2018-Q1 EA
50458-0578-10 | 2018-Q2 EA
50458-0578-10 | 2018-Q3 EA
50458-0578-10 | 2018-Q4 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0578-10 | 2019-Q1 EA
50458-0578-10 | 2019-Q2 EA
50458-0578-10 | 2019-Q3 EA
50458-0578-10 | 2019-Q4 EA
50458-0578-10 | 2020-Q1 EA
50458-0578-10 | 2020-Q2 EA
50458-0578-10 | 2020-Q3 EA
50458-0578-10 | 2020-Q4 EA
50458-0578-10 | 2021-Q1 EA
50458-0578-10 | 2021-Q2 EA
50458-0578-10 | 2021-Q3 EA
50458-0578-10 | 2021-Q4 EA
50458-0578-10 | 2022-Q1 EA
50458-0578-10 | 2022-Q2 EA
50458-0578-10 | 2022-Q3 EA
50458-0578-10 | 2022-Q4 EA
50458-0578-30 | 2018-Q1 EA
50458-0578-30 | 2018-Q2 EA
50458-0578-30 | 2018-Q3 EA
50458-0578-30 | 2018-Q4 EA
50458-0578-30 | 2019-Q1 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0578-30 | 2019-Q2 EA
50458-0578-30 | 2019-Q3 EA
50458-0578-30 | 2019-Q4 EA
50458-0578-30 | 2020-Q1 EA
50458-0578-30 | 2020-Q2 EA
50458-0578-30 | 2020-Q3 EA
50458-0578-30 | 2020-Q4 EA
50458-0578-30 | 2021-Q1 EA
50458-0578-30 | 2021-Q2 EA
50458-0578-30 | 2021-Q3 EA
50458-0578-30 | 2021-Q4 EA
50458-0578-30 | 2022-Q1 EA
50458-0578-30 | 2022-Q2 EA
50458-0578-30 | 2022-Q3 EA
50458-0578-30 | 2022-Q4 EA
50458-0578-90 | 2018-Q1 EA
50458-0578-90 | 2018-Q2 EA
50458-0578-90 | 2018-Q3 EA
50458-0578-90 | 2018-Q4 EA
50458-0578-90 | 2019-Q1 EA
50458-0578-90 | 2019-Q2 EA




G. Market Data and Revenue and Sales Volume Data

U.S. Commercial Average Net Unit Price

Description: The purpose of this section is to collect the market data, revenue and sales volume data described in section 1194(e)(1)(E) of the Act. The
following table provides the U.S. commercial average net unit price, including group and individual commercial plans on- and off- exchange of the selected
drug.

National Drug Quarter U.S. Commercial U.S. Commercial Average U.S. Commercial Unit type (EA, ML, GM) Total Unit
Code (NDC-11) Average Unit Net | Net Unit Price - Without Average Net Unit Volume
Price Patient Assistance Programs | Price- Best

50458-0578-90 | 2019-Q3 EA
50458-0578-90 | 2019-Q4 EA
50458-0578-90 | 2020-Q1 EA
50458-0578-90 | 2020-Q2 EA
50458-0578-90 | 2020-Q3 EA
50458-0578-90 | 2020-Q4 EA
50458-0578-90 | 2021-Q1 EA
50458-0578-90 | 2021-Q2 EA
50458-0578-90 | 2021-Q3 EA
50458-0578-90 | 2021-Q4 EA
50458-0578-90 | 2022-Q1 EA
50458-0578-90 | 2022-Q2 EA
50458-0578-90 | 2022-Q3 EA
50458-0578-90 | 2022-Q4 EA
50458-0579-10 | 2018-Q1 EA
50458-0579-10 | 2018-Q2 EA
50458-0579-10 | 2018-Q3 EA
50458-0579-10 | 2018-Q<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>