Redacted Data Submitted by the Primary Manufacturer
and Other Interested Parties for NovoLog/Fiasp

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.



Section 1194(e)(1) Data Factors

IPAY Year: 2026

Manufacturer: Novo Nordisk Inc.

Drug: Novolog/Fiasp (InsulinAspart)

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.
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e This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually
treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure

of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this



information under CMS's assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905))
and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS
intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in, and risks associated with, bringing successful
pharmaceutical products to market. CMS fails to consider lifetime, global costs that are associated with researching, developing,
producing, distributing and selling prescription drugs, including related indirect costs, as well as comprehensive research and
development costs associated with failures beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the
reality of pharmaceutical product development, approval, and pricing, and creates an inaccurate impression as to whether a
manufacturer has actually recouped its costs to develop and bring a product to market. Moreover, the determination of purported net
profit as per the guidelines in the ICR does not take into consideration several key cost components that are critical for the operations of
a global organization. For example, the ICR does not account for the effective tax rate that Novo Nordisk pays to various tax authorities
around the world, or capital expenditures and other investments to expand manufacturing and fill-finish capacity, or funding of organic
growth opportunities and re-investments through acquisitions, among other key costs. Looking at purported “revenue” and “profits” of
a single product/compound in a silo does not provide a holistic view of the net profits of a global organization and the various other
necessary risks and sunk costs incurred.

All costs reported in response to this question are direct research costs specifically attributable to the pre-clinical research project at
issue. Within Novo Nordisk’s financial recording and reporting system, direct costs encompass both external costs, meaning Novo
Nordisk expenditures directly associated with specific projects or trials conducted by external parties, and internal Line of Business (LoB)
costs, meaning those expenditures associated with the respective in-house activities conducted related to a product.

The following describes the method for identifying external and internal project costs related to the selected products:

External project costs for purposes of pre-clinical research included: researching and establishing screening plan, lead series
identification and compound optimization, early assay development, in vitro and in vivo Absorption, Distribution, Metabolism, and
Excretion (ADME) studies, toxicology studies, and documentation and delivery before IND application (e.g., compiling data, study
reports, and other relevant documentation).



o  When CMS references “labeled indications,” Novo Nordisk interprets that to mean the current label, including all indications included on
the current label for the selected products. Novo Nordisk has included research and development costs relative to all research used to
support all labeled indications of the subject products, including any indications that were obtained after initial approvals.

~ | T
before the last IND application for an FDA-approved indication of the selected drug went into effect was June 28, 1995 for NovolLog® and
January 31, 2010 for Fiasp®.




Other Assumptions:

When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are
the company’s established accounting standards.

Novo Nordisk did not use cost of capital adjustments in this response, as the responsive projects were developed in-house and not part
of any merger and acquisition.

Novo Nordisk utilized the USDA Yearly Average Exchange conversion rates to convert DKK to USD.

Explanation of Post-IND Costs

This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually treats as
private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure of any
individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this information
under CMS'’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905)) and
designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS



intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in bringing successful pharmaceutical products to market.
CMS fails to consider lifetime, global costs that are associated with researching, developing, producing, distributing and selling
prescription drugs, including related indirect costs, as well as comprehensive research and development costs associated with failures
beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the reality of pharmaceutical product
development, approval, and pricing, and creates an inaccurate impression as to whether a manufacturer has actually recouped its costs
to develop and bring a product to market. Moreover, the determination of purported net profit as per the guidelines in the ICR does not
take into consideration several key cost components that are critical for the operations of a global organization. For example, the ICR
does not account for the effective tax rate that Novo Nordisk pays to various tax authorities around the world, or capital expenditures
and other investments to expand manufacturing and fill-finish capacity, or funding of organic growth opportunities and re-investments
through acquisitions, among other key costs. Looking at purported “revenue” and “profits” of a single product/compound in a silo does
not provide a holistic view of the net profits of a global organization and the various other necessary risks and sunk costs incurred.
NovolLog® and Fiasp® were each approved by FDA in an NDA (and each NDA was later deemed to be a BLA). Novo Nordisk did not

receive priority review or expedited approval (e.g., accelerated approval) for either product._
_The INDs for both products are still open, and as such, the post-IND timeframe

runs through the current calendar year.

External costs refer to expenditures directly associated with specific projects or trials conducted by external parties, such as research
partners, contract research organizations (CROs), and other third-party collaborators, including clinical trial costs linked to specific
projects/trials, conduct of clinical trials with subjects, exploratory clinical trials and post-marketing studies, and clinical development
activities and regulatory submissions.







Other Assumptions:

e When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are
the company’s established accounting standards.

Novo Nordisk did not use cost of capital adjustments in this response, as the responsive projects were developed in-house and not part
of any merger and acquisition.

e Novo Nordisk utilized the USDA Yearly Average Exchange conversion rates to convert DKK to USD.

Explanation of Costs on Allowable

e This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually

treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this



information under CMS’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.5.C. § 1905))
and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS
intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in bringing successful pharmaceutical products to market.
CMS fails to consider lifetime, global costs that are associated with researching, developing, producing, distributing and selling
prescription drugs, including related indirect costs, as well as comprehensive research and development costs associated with failures
beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the reality of pharmaceutical product
development, approval, and pricing, and creates an inaccurate impression as to whether a manufacturer has actually recouped its costs
to develop and bring a product to market. Moreover, the determination of purported net profit as per the guidelines in the ICR does not
take into consideration several key cost components that are critical for the operations of a global organization. For example, the ICR
does not account for the effective tax rate that Novo Nordisk pays to various tax authorities around the world, or capital expenditures
and other investments to expand manufacturing and fill-finish capacity, or funding of organic growth opportunities and re-investments

through acquisitions, among other key costs. Looking at purported “revenue” and “profits” of a single product/compound in a silo does
not provide a holistic view of the net profits of a global organization and the various other necessary risks and sunk costs incurred.
Novo Nordisk included failed or abandoned projects that can be directly attributed to failed or abandoned product(s) with the same
active moiety / active ingredient or mechanism of action or drugs in the same therapeutic class as the selected drugs that did not
achieve FDA approval,







Other Assumptions:

e When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are
the company’s established accounting standards.

Novo Nordisk did not use cost of capital adjustments in this response, as the responsive projects were developed in-house and not part
of any merger and acquisition.

e Novo Nordisk utilized the USDA Yearly Average Exchange conversion rates to convert DKK to USD.

Explanation of Costs of Other R&D

This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually
treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this
information under CMS’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905))



and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS
intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in bringing successful pharmaceutical products to market.
CMS fails to consider lifetime, global costs that are associated with researching, developing, producing, distributing and selling
prescription drugs, including related indirect costs, as well as comprehensive research and development costs associated with failures
beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the reality of pharmaceutical product
development, approval, and pricing, and creates an inaccurate impression as to whether a manufacturer has actually recouped its costs
to develop and bring a product to market. Moreover, the determination of purported net profit as per the guidelines in the ICR does not
take into consideration several key cost components that are critical for the operations of a global organization. For example, the ICR
does not account for the effective tax rate that Novo Nordisk pays to various tax authorities around the world, or capital expenditures
and other investments to expand manufacturing and fill-finish capacity, or funding of organic growth opportunities and re-investments
through acquisitions, among other key costs. Looking at purported “revenue” and “profits” of a single product/compound in a silo does
not provide a holistic view of the net profits of a global organization and the various other necessary risks and sunk costs incurred.

The scope of this response includes any research and development spend related to insulin aspart not otherwise accounted for in one of
the previous responses, including non-clinical research and development costs associated with FDA approval, submission, launch
activities, and life cycle management of NovolLog® and Fiasp® (excluding those costs captured in previous questions).

The inclusion of these related R&D costs
enables Novo Nordisk to be collectively exhaustive for all relevant research and development costs in questions 2 through 5.







Other Assumptions:

When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are
the company’s established accounting standards.

Novo Nordisk did not use cost of capital adjustments in this response, as the responsive projects were developed in-house and not part
of any merger and acquisition.

Novo Nordisk utilized the USDA Yearly Average Exchange conversion rates to convert DKK to USD.

Explanation of Global

This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually
treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this
information under CMS'’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905))
and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS
intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in bringing successful pharmaceutical products to market.
CMS fails to consider lifetime, global costs that are associated with researching, developing, producing, distributing and selling
prescription drugs, including related indirect costs, as well as comprehensive research and development costs associated with failures
beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the reality of pharmaceutical product



development, approval, and pricing, and creates an inaccurate impression as to whether a manufacturer has actually recouped its costs
to develop and bring a product to market. Moreover, the determination of purported net profit as per the guidelines in the ICR does not
take into consideration several key cost components that are critical for the operations of a global organization. For example, the ICR
does not account for the effective tax rate that Novo Nordisk pays to various tax authorities, or capital expenditures and other
investments to expand manufacturing and fill-finish capacity, or funding of organic growth opportunities and re-investments through
acquisitions, among other key costs. Looking at purported “revenue” and “profits” of a single product/compound in a silo does not
provide a holistic view of the net profits of a global organization and the various other necessary risks and sunk costs incurred.

e When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are
the company’s established accounting standards.

e Novolog® was first sold globally in 1999, and Fiasp® was first sold globally in 2017.

Average Exchange conversion rates to convert DKK to USD.

e Novo Nordisk utilized the USDA Yearl




Explanation of U.S. Lifetime Net Revenue

This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually
treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this
information under CMS'’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905))
and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein



and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

By completing the data submission, Novo Nordisk preserves and does not waive or forfeit any of its rights, arguments, or objections
relating either to the constitutionality of the Inflation Reduction Act or the legality of the actions taken by CMS, including how CMS
intends to use this data for purposes of setting a maximum fair price. For example, Novo Nordisk strongly opposes the concept of
considering whether research and development costs have been recouped for purposes of setting an MFP, as the IRA contemplates,
because it is based on an inherent misunderstanding of the operations of a large and complex global pharmaceutical company like Novo
Nordisk. This approach truncates the true value of the actual costs invested in bringing successful pharmaceutical products to market.
CMS fails to consider lifetime, global costs that are associated with researching, developing, producing, distributing and selling
prescription drugs, including related indirect costs, as well as comprehensive research and development costs associated with failures
beyond those captured by CMS’s overly limiting criteria. The approach fails to consider the reality of pharmaceutical product
development, approval, and pricing, and creates an inaccurate impression as to whether a manufacturer has actually recouped its costs
to develop and bring a product to market. Moreover, the determination of purported net profit as per the guidelines in the ICR does not
take into consideration several key cost components that are critical for the operations of a global organization. For example, the ICR
does not account for the effective tax rate that Novo Nordisk pays to various tax authorities, or capital expenditures and other
investments to expand manufacturing and fill-finish capacity, or funding of organic growth opportunities and re-investments through
acquisitions, among other key costs. Looking at purported “revenue” and “profits” of a single product/compound in a silo does not
provide a holistic view of the net profits of a global organization and the various other necessary risks and sunk costs incurred.

When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are

the company’s established accounting standards.
NovolLog® was first marketed in the United States in 2001. Fiasp® was first marketed in the United States in 2018.




o Novo Nordisk utilized the USDA Yearly Average Exchange conversion rates to convert DKK to USD.




D. Current Unit Costs of Production and Distribution

for calculating the amount reported.

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

NDC-11

Average Per Unit
Production Cost

00169-3204-15

00169-3201-11

00169-3205-15

73070-0100-11

73070-0102-15

73070-0103-15

00169-3303-12

00169-2101-25

00169-2100-11

00169-7501-11

00169-6339-10

Average
Per Unit
Distribution

Costs

Indicate Unit
Used

Total Unit Volume

Explanations: This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and
actually treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this information
under CMS’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905)) and designates this
submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such, predisclosure notification is
required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein and designated as confidential does
not alter the status of the remaining information as exempt from disclosure or otherwise waive or forfeit Novo Nordisk’s rights to confidential
treatment and predisclosure notification.

We have included data and information according to NDC in order to comply with CMS’s instructions in good faith. However, we note that the
NovolLog® and Fiasp® products are distinct drug products with separate unit production and distribution costs.




CMS’s list of NDCs of selected drugs includes NDCs for unbranded biologic versions of certain Novo Nordisk products marketed by Novo Nordisk
Pharma, Inc. (NNPI). NNPI qualifies as a “Secondary Manufacturer” under CMS’s definition as set forth in the ICR. The methodology described
below for purposes of developing unit cost of production and distribution applies to both Novo Nordisk Inc. (NNI) and NNPI (collectively referred

to hereinafter as “Novo Nordisk”).

The response to Question 7 contains unit costs of production and distribution at the mL level in accordance with the ICR instructions.

Per Pack Production Cost and Distribution Cost:




In developing the production unit cost calculation, the following cost elements were included:

In developing the distribution unit cost calculation, the following cost elements were included:

rw



Other Assumptions:

The current unit costs of production and distribution are based on all in-scope NDCs produced by Novo Nordisk Inc. and Novo Nordisk Pharma,
Inc. for the United States between June 1, 2022, and May 31, 2023,



Novo Nordisk has limited the unit cost of production and distribution to those products identified by CMS for sale in the U.S., consistent with the
ICR guidance that provides current unit costs of production and distribution of the selected drug are defined to include, in relevant part, “[o]nly
units (and associated costs) produced and distributed for U.S. sales.” For this reason, Novo Nordisk is not reporting data on the following NDCs

that are samples, inner NDCs for samples, or are otherwise provided at no charge, and akin to a sample, as these products are never sold in the

LS

00169320190
00169320490



00169320497
00169320591
00169320595
00169320691
00169320695
00169330390
00169330391
00169633890
00169633897
00169633990
00169633997
00169633998
00169750190
00169200190

Novo Nordisk did not report on any NDCs related to Fiasp PumpCart as the product was not launched until September 2023, and thus, it is
outside the temporal scope for Section D.

The total unit volume reported in response to Question 7 represents the number of packs that have been delivered from Novo Nordisk’s
warehouse to customers for each of the selected NDCs during the applicable period.

The cost elements do not reflect investments made to production outside the period between June 2022 through May 2023 and therefore
create an inaccurate, narrow snapshot of the costs incurred by Novo Nordisk to produce and distribute these products without contemplation of
significant past or future investments in the production and distribution of these products. Indeed, Novo Nordisk is continuously expanding our
global manufacturing network to meet the needs of our patients worldwide across multiple therapy areas. Novo Nordisk currently has
investment projects to build, ramp-up and increase production capacity totaling 25bDKK globally.



When calculating and reporting monetary amounts, Novo Nordisk used International Financial Reporting Standards (IFRS), as those are the
company’s established accounting standards.

Novo Nordisk utilized the Federal Reserve Bank conversion rates to convert DKK to USD. The exchange rate calculation is split into two periods
from June 1, 2022 through December 31, 2022 and January 1, 2023 through May 31, 2023.

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 Support Type of Federal Nature of

Federal Agreement | Agency(ies) Agreement

Financial Participating

Support in Agreement
_ This response (along with the related response to Question 9) contains trade secret and OTH

confidential commercial and financial information that Novo Nordisk customarily and
actually treats as private. Disclosure of this information would result in harm to Novo
Nordisk’s business interests, including because disclosure of any individual piece(s) of
information could result in public identification of confidential materials. Novo Nordisk
submits this information under CMS’s assurances of confidentiality (Guidance § 40.2.1
(citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905)) and designates this
submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45
C.F.R. 5.41). As such, predisclosure notification is required (45 C.F.R. 5.42). Novo
Nordisk’s future disclosure of any piece of the information contained herein and
designated as confidential does not alter the status of the remaining information as
exempt from disclosure or otherwise waive or forfeit Novo Nordisk’s rights to confidential
treatment and predisclosure notification.




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.
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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
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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.
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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
Support

Federal Financial Support

for the therapeutic discovery and development of Novolog® and
FIASP®. As a company, Novo Nordisk has been focused on diabetes treatment for over
100 years, and while other companies are scaling back their commitments, we continue
to make significant investments in developing revolutionary new insulin therapies. Our
longstanding experience in R&D for patients living with diabetes has helped us to grow
organically and fund our own research, including late-stage trials, which receive no
funding from US government agencies like the National Institutes of Health.

In fact, Novo Nordisk through its majority shareholder, the Novo Nordisk Foundation, is
itself a supporter of biomedical R&D as a grant-maker and research partner for external
organizations in the US and beyond. Between 2018 and 2022, the Foundation provided
$111 million in financing for R&D projects from US applicants and over $1.9 billion
towards physiological, endocrinological, metabolic and other biomedical research
globally.

The Novo Nordisk Foundation is among the top five largest grant-making charitable

Type of
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Federal
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Nature of
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As detailed above, Novo Nordisk received minimal federal financial suppo_




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
Support

Federal Financial Support

Type of
Agreement

Federal
Agency(ies)
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in Agreement

Nature of
Agreement

foundations in the world. Among its key objectives is to progress research and innovation
in the prevention and treatment of cardiometabolic and infectious diseases, including by
providing direct support for the development of new medicines and other clinical aids and
interventions. Critically, the Foundation also supports initiatives to improve the
understanding of disease mechanisms, thereby paving the way for new, patient-centered
approaches to detecting, managing and treating cardiometabolic disease.

A major focus of the Novo Nordisk Foundation’s mission is to invest in scientific research,
education, and innovation more broadly to enable a world class life science ecosystem
which fosters scientific breakthroughs and the development of new technologies. Grants
from the Foundation invest across the entire life science value chain and support capacity
building, including the development of a diverse and inclusive academic community;
international cooperation in the sciences; and cross- and inter-disciplinary collaboration.
The Foundation supports both curiosity-driven research and research that is translational
or mission-driven in areas such as data and material sciences, Al, genomics, robotics,
quantum technologies, and microbiome and systems biology, among others.

Supporting biomedical and clinical science with a particular focus on diabetes and its
comorbidities has been part of the Novo Nordisk Foundation legacy for the last century.
Building on this legacy, the Foundation has increased its support for research on the
prevention and treatment of cardiometabolic diseases: diabetes, obesity, and
cardiovascular disease, and the consequences of this cluster of common and complex
diseases. Addressing inequity in health is also a cross-cutting theme for the Foundation in
its support of health-promoting interventions.




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

Support in Agreement

Though the R&D ecosystem is global, and the benefits of technological advancements are
not confined by geography, the Novo Nordisk Foundation has been a significant
contributor to R&D projects originating in the US. In 2022 alone, the Novo Nordisk
Foundation funded US-based projects from 13 senior researchers and 52 young
researchers, PhD students, and postdoctoral students. Moreover, Foundation grantees
have collaborated extensively with more than 850 American research institutions, 277 of
which are major universities or university hospitals, including Harvard University and the
Cleveland Clinic, as well as UC Davis, and Carnegie Mellon to name a few. This
collaborative research has led to over 2,500 highly cited publications in peer-reviewed
scientific journals. Researchers receiving grants from the Novo Nordisk Foundation also
collaborate with over 200 US companies, the majority of which are in the biotechnology
or pharmaceutical sector, through participation in formalized R&D projects or by co-
authoring open-source scientific publications. Approximately 20% of these companies are
in the medical device, medical information technology, hospital, or health care sector.

Explanations: Please note we are only selecting “other” under “Type of Agreement” because the HPMS system will not allow us to leave blank or
provide a response which states that Novo Nordisk, Inc. (NNI) has no licensing agreement, pricing agreement, purchasing agreement, or other
agreement in place with any federal government agency related to the discovery, research, and/or development of NovoLog® or FIASP®,

NNI has no licensing agreement, pricing agreement, purchasing agreement, or other agreement in place with any federal government agency
related to the discovery, research, and/or development of NovolLog® or FIASP®.



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
5,618,913 1986-08-29 2014-12-07 N Y N N UTL Y
5,626,566 1992-09-07 2014-11-06 N N N N UTL Y
5,693,027 1994-09-26 2014-12-02 N N N N UTL Y
5,866,538 1997-06-20 2017-12-20 Y N N N UTL Y
7,762,994 2007-07-16 2024-05-23 N N N N UTL Y
8,579,869 2012-02-10 2023-06-30 N N N N UTL Y




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
6,004,297 1999-01-28 2019-07-28 N N N N UTL Y
9,265,893 2008-01-21 2032-09-23 N N N N UTL ¥
RE 41,956 2005-05-04 2021-01-21 N N N N UTL Y
RE 43,834 2003-05-21 2019-01-28 N N N N UTL Y
6,899,699 2002-01-02 2022-01-02 N N N N UTL Y
8,672,898 2004-10-22 2022-01-02 N N N N UTL X
8,684,969 2012-09-25 2025-10-20 N N N N UTL Y
8,920,383 2008-06-02 2026-07-17 N N N N UTL Y
9,108,002 2011-12-15 2026-01-20 N N N N UTL Y
9,132,239 2011-08-01 2032-02-01 N N N N UTL ¥
9,457,154 2008-07-09 2027-09-27 N N N N UTL Y
9,486,588 2014-01-30 2022-01-02 N N N N UTL Y
9,616,180 2015-07-13 2026-01-20 N N N N UTL Y




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
9,687,611 2014-01-29 2025-10-20 N N N N UTL Y
9,775,953 2014-11-21 2026-07-17 N N N N UTL Y
9,861,757 2016-08-19 2026-01-20 N N N N UTL Y
10,220,155 2008-03-20 2026-07-17 N N N N UTL Y
10,357,616 2017-11-17 2026-01-20 N N N N UTL X
10,376,652 2017-02-24 2026-01-20 N N N N UTL Y
RE 46,363 2013-11-27 2026-08-03 N N N N UTL Y




Explanations: The information contained within this response, along with responses to questions 12, 14, and 15, contains confidential
commercial and financial information that Novo Nordisk customarily and actually treats as private. Disclosure of this information would result in
harm to Novo Nordisk’s business interests, including because disclosure of any individual piece(s) of information could result in public
identification of confidential materials. Novo Nordisk submits this information under CMS’s assurances of confidentiality (Guidance § 40.2.1
(citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S.C. § 1905)) and designates this submission as confidential and exempt from disclosure under
Exemption 4 of the FOIA (45 C.F.R. 5.41). As such, predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any
piece of the information contained herein and designhated as confidential does not alter the status of the remaining information as exempt from
disclosure or otherwise waive or forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.

Regarding patent US5,693,027,the application number of which is 08/313,651, the document of the original U.S. Patent Application could not be
obtained. NNI does not have such application on file and the US Patent and Trademark Office (USPTO) has informed NNI that the USPTO has
destroyed the original patent application. In lieu of the U.S. Patent Application, NNI has uploaded the Patent Cooperation Treaty (PCT)
application (PCT/DK91/00282), to which application 08/313,651 claimed priority.




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 | Comments
Exclusivity | Expiration (NDA/BLA) Exclusivity
Date Number
CEE 2005-12-07 20986 00169-7501, Extended by pediatric exclusivity. The following applies to all entries in
00169-6339, this question: The Novolog and Fiasp products were not licensed under
00169-3303 the Public Health Services Act; they were approved under the Federal
Food, Drug, and Cosmetic Act and were subsequently transitioned to
approved biologics licenses as a result of the Biologics Price Competition
and Innovation Act. BPCIA § 7002(e)(4). In response to Question 14, we
have included the original Orange Book expiration dates.
PED 2005-12-07 20986 00169-7501, Extension of NCE exclusivity
00169-6339,
00169-3303
CIE 2004-12-21 20986 00169-7501
CIE 2009-03-13 20986 00169-7501, Extended by pediatric exclusivity
00169-6339,
00169-3303
PED 2009-03-13 20986 00169-7501, Extension of NCI exclusivity
00169-6339,
00169-3303
CIE 2011-03-14 20986 00169-7501
CIE 2020-09-29 | 208751 00169-3201,
00169-3204
CIE 2022-10-21 208751 00169-3201




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 | Comments
Exclusivity | Expiration (NDA/BLA) Exclusivity
Date Number
CIE 2022-12-19 208751 00169-3201,
00169-3204,
00169-3205

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 | Applicati | Class | Approval Indication Dosage Form Sponsor Application | Comments
(NDA / on Type Code | Date and Strength Status
BLA) (NDA;

Number BLA)

20986 BLA 2000-06-07 | the treatment of Subcutaneous Novo APP Original NDA. The
adult patients with injection 10 mL | Nordisk, Inc. following note applies




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 | Applicati | Class | Approval Indication Dosage Form Sponsor Application Comments
(NDA/ on Type | Code | Date and Strength Status
BLA) (NDA;
Number BLA)
diabetes mellitus, vial (100 to all BLAs listed in

for the control of
hyperglycemia

units/mL) 3 mL
PenFill cartridge
(100 units/mL)

this table: The
NovolLog and Fiasp
products identified in
this response were
not licensed in BLAs
under the Public
Health Service Act;
they were approved
in NDAs under the
Federal Food, Drug,
and Cosmetic Act and
were subsequently
transitioned to
approved biological
product licenses as a
result of the Biologics
Price Competition and
Innovation Act of
2009 (BPCIA &
7002(e)(4)).




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

(NDA/ on Type Code | Date and Strength Status

BLA) (NDA;

Number BLA)

20986 BLA 2001-12-21 | the treatment of 10 mL vial (100 Novo APP Supplement. Dosage
adult patients with units/mL) Nordisk, Inc. and Administration
diabetes mellitus, section of Pl
for the control of broadened to include
hyperglycemia Continuous

subcutaneous
infusion (external
insulin infusion
pumps)

20986 BLA 2002-12-04 | the treatment of FlexPen Novo APP Supplement. Clinical
adult patients with autoinjector 3 Nordisk, Inc. Pharmacology section
diabetes mellitus, mL (100 of Pl revised to
for the control of units/mL) 10 mL modify Obesity, Renal
hyperglycemia vial (100 Impairment, and

units/mL) 3 mL Hepatic Impairment
PenFill cartridge subsections (PHASE IV
(100 units/mL) Commitment)

20986 BLA 2005-09-13 | the treatment of FlexPen Novo APP Supplement.
patients with autoinjector 3 Nordisk, Inc. Precautions section of
diabetes mellitus, mL (100 Pl updated to revise

units/mL) 10 mL

Pediatric Use




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

(NDA/ on Type Code | Date and Strength Status

BLA) (NDA;

Number BLA)
for the control of vial (100 subsection (Written
hyperglycemia units/mL) 3 mL Request)

PenFill cartridge
(100 units/mL)

20986 BLA 2005-10-21 | the treatment of 10 mL vial (100 Novo APP Supplement. PI
patients with units/mL) Nordisk, Inc. updated to allow for
diabetes mellitus, intravenous
for the control of administration
hyperglycemia

20986 BLA 2007-01-26 | the treatment of FlexPen Novo APP Supplement.
patients with autoinjector 3 Nordisk, Inc. Precautions section of
diabetes mellitus, mL (100 the Pl updated to
for the control of units/mL) 10 mL change Pregnancy
hyperglycemia vial (100 Category Cto

units/mL) 3 mL Pregnancy Category B
PenFill cartridge
(100 units/mL)

20986 BLA 2008-03-14 | indicated to 10 mLvial (100 Novo APP Supplement. Pl

improve glycemic units/mL) Nordisk, Inc. updated to include

control in adults

pediatric use of
continuous




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

(NDA/ on Type Code | Date and Strength Status

BLA) (NDA;

Number BLA)
and children with subcutaneous insulin
diabetes mellitus infusion (external

insulin infusion
pumps)

208751 BLA 2017-09-29 | rapid-acting insulin FlexTouch Pen 3 | Novo APP Original NDA
indicated to mL (100 Nordisk, Inc.
improve glycemic units/mL) 10 mL
control in adult with | vial (100
diabetes mellitus units/mL)

208751 BLA 2019-10-21 | rapid-acting insulin 10 mLvial (100 Novo APP Supplement. Dosage
indicated to units/mL) Nordisk, Inc. and Administration
improve glycemic section of Pl
control in adult with broadened to include
diabetes mellitus continuous

subcutaneous insulin
infusion (CSlI)

208751 BLA 2019-12-19 | rapid-actinghuman | FlexTouch Pen3 | Novo APP Supplement. PI
insulin analog mL (100 Nordisk, Inc. updated to include
indicated to units/mL) 10 mL pediatric indication
improve glycemic vial (100 and addition of CSlI

control in adult and

units/mL) 3 mL

use in pediatric




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

(NDA / on Type Code | Date and Strength Status

BLA) (NDA;

Number BLA)
pediatric patients PenfFill cartridge patients (PHASE IV
with diabetes (100 units/mL) Commitment)
mellitus

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)
00169-3303-12 | 2018-Q3 $35.83 ML
00169-3303-12 | 2018-Q4 $35.83 ML
00169-3303-12 | 2019-Q1 $35.83 ML

00169-3303-12 2019-Q2 $35.83 ML




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)

00169-3303-12 | 2019-Q3 $35.83 ML
00169-3303-12 | 2019-Q4 $35.83 ML
00169-3303-12 | 2020-Q1 $35.83 ML
00169-3303-12 | 2020-Q2 $35.83 ML
00169-3303-12 | 2020-Q3 $35.83 ML
00169-3303-12 | 2020-Q4 $35.83 ML
00169-3303-12 | 2021-Q1 $35.83 ML
00169-3303-12 | 2021-Q2 $35.83 ML
00169-3303-12 | 2021-Q3 $35.83 ML
00169-3303-12 | 2021-Q4 $35.83 ML
00169-3303-12 | 2022-Q1 $35.83 ML
00169-3303-12 | 2022-Q2 $35.83 ML
00169-3303-12 | 2022-Q3 $35.83 ML
00169-3303-12 | 2022-Q4 $35.83 ML
00169-6339-10 | 2018-Q3 $37.26 ML
00169-6339-10 | 2018-Q4 $37.26 ML
00169-6339-10 | 2019-Q1 $37.26 ML
00169-6339-10 | 2019-Q2 $37.26 ML
00169-6339-10 | 2019-Q3 $37.26 ML
00169-6339-10 | 2019-Q4 $37.26 ML
00169-6339-10 | 2020-Q1 $37.26 ML
00169-6339-10 | 2020-Q2 $37.26 ML




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)

00169-6339-10 | 2020-Q3 $37.26 ML
00169-6339-10 | 2020-Q4 $37.26 ML
00169-6339-10 | 2021-Q1 $37.26 ML
00169-6339-10 | 2021-Q2 $37.26 ML
00169-6339-10 | 2021-Q3 $37.26 ML
00169-6339-10 | 2021-Q4 $37.26 ML
00169-6339-10 | 2022-Q1 $37.26 ML
00169-6339-10 | 2022-Q2 $37.26 ML
00169-6339-10 | 2022-Q3 $37.26 ML
00169-6339-10 | 2022-Q4 $37.26 ML
00169-7501-11 | 2018-Q3 $28.94 ML
00169-7501-11 | 2018-Q4 $28.94 ML
00169-7501-11 | 2019-Q1 $28.94 ML
00169-7501-11 | 2019-Q2 $28.94 ML
00169-7501-11 | 2019-Q3 $28.94 ML
00169-7501-11 | 2019-Q4 $28.94 ML
00169-7501-11 | 2020-Q1 $28.94 ML
00169-7501-11 | 2020-Q2 $28.94 ML
00169-7501-11 | 2020-Q3 $28.94 ML
00169-7501-11 | 2020-Q4 $28.94 ML
00169-7501-11 | 2021-Q1 $28.94 ML
00169-7501-11 | 2021-Q2 $28.94 ML




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)

00169-7501-11 | 2021-Q3 $28.94 ML
00169-7501-11 | 2021-Q4 $28.94 ML
00169-7501-11 | 2022-Q1 $28.94 ML
00169-7501-11 | 2022-Q2 $28.94 ML
00169-7501-11 | 2022-Q3 $28.94 ML
00169-7501-11 | 2022-Q4 $28.94 ML
00169-3201-11 | 2018-Q3 $28.94 ML
00169-3201-11 | 2018-Q4 $28.94 ML
00169-3201-11 | 2019-Q1 $28.94 ML
00169-3201-11 | 2019-Q2 $28.94 ML
00169-3201-11 | 2019-Q3 $28.94 ML
00169-3201-11 | 2019-Q4 $28.94 ML
00169-3201-11 | 2020-Q1 $28.94 ML
00169-3201-11 | 2020-Q2 $28.94 ML
00169-3201-11 | 2020-Q3 $28.94 ML
00169-3201-11 | 2020-Q4 $28.94 ML
00169-3201-11 | 2021-Q1 $28.94 ML
00169-3201-11 | 2021-Q2 $28.94 ML
00169-3201-11 | 2021-Q3 $28.94 ML
00169-3201-11 | 2021-Q4 $28.94 ML
00169-3201-11 | 2022-Q1 $28.94 ML
00169-3201-11 | 2022-Q2 $28.94 ML




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)

00169-3201-11 | 2022-Q3 $28.94 ML
00169-3201-11 | 2022-Q4 $28.94 ML
00169-3204-15 | 2018-Q3 $37.26 ML
00169-3204-15 | 2018-Q4 $37.26 ML
00169-3204-15 | 2019-Q1 $37.26 ML
00169-3204-15 | 2019-Q2 $37.26 ML
00169-3204-15 | 2019-Q3 $37.26 ML
00169-3204-15 | 2019-Q4 $37.26 ML
00169-3204-15 | 2020-Q1 $37.26 ML
00169-3204-15 | 2020-Q2 $37.26 ML
00169-3204-15 | 2020-Q3 $37.26 ML
00169-3204-15 | 2020-Q4 $37.26 ML
00169-3204-15 | 2021-Q1 $37.26 ML
00169-3204-15 | 2021-Q2 $37.26 ML
00169-3204-15 | 2021-Q3 $37.26 ML
00169-3204-15 | 2021-Q4 $37.26 ML
00169-3204-15 | 2022-Q1 $37.26 ML
00169-3204-15 | 2022-Q2 $37.26 ML
00169-3204-15 | 2022-Q3 $37.26 ML
00169-3204-15 | 2022-Q4 $37.26 ML
00169-3205-15 | 2019-Q4 $35.83 ML
00169-3205-15 | 2020-Q1 $35.83 ML




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)

00169-3205-15 | 2020-Q2 $35.83 ML
00169-3205-15 | 2020-Q3 $35.83 ML
00169-3205-15 | 2020-Q4 $35.83 ML
00169-3205-15 | 2021-Q1 $35.83 ML
00169-3205-15 | 2021-Q2 $35.83 ML
00169-3205-15 | 2021-Q3 $35.83 ML
00169-3205-15 | 2021-Q4 $35.83 ML
00169-3205-15 | 2022-Q1 $35.83 ML
00169-3205-15 | 2022-Q2 $35.83 ML
00169-3205-15 | 2022-Q3 $35.83 ML
00169-3205-15 | 2022-Q4 $35.83 ML
73070-0100-11 | 2019-Q4 $14.47 ML
73070-0100-11 | 2020-Q1 $14.47 ML
73070-0100-11 | 2020-Q2 $14.47 ML
73070-0100-11 | 2020-Q3 $14.47 ML
73070-0100-11 | 2020-Q4 $14.47 ML
73070-0100-11 | 2021-Q1 $14.47 ML
73070-0100-11 | 2021-Q2 $14.47 ML
73070-0100-11 | 2021-Q3 $14.47 ML
73070-0100-11 | 2021-Q4 $14.47 ML
73070-0100-11 | 2022-Q1 $14.47 ML
73070-0100-11 | 2022-Q2 $14.47 ML




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)

73070-0100-11 | 2022-Q3 $14.47 ML
73070-0100-11 | 2022-Q4 $14.47 ML
73070-0102-15 | 2019-Q4 $17.92 ML
73070-0102-15 | 2020-Q1 $17.92 ML
73070-0102-15 | 2020-Q2 $17.92 ML
73070-0102-15 | 2020-Q3 $17.92 ML
73070-0102-15 | 2020-Q4 $17.92 ML
73070-0102-15 | 2021-Q1 $17.92 ML
73070-0102-15 | 2021-Q2 $17.92 ML
73070-0102-15 | 2021-Q3 $17.92 ML
73070-0102-15 | 2021-Q4 $17.92 ML
73070-0102-15 | 2022-Q1 $17.92 ML
73070-0102-15 | 2022-Q2 $17.92 ML
73070-0102-15 | 2022-Q3 $17.92 ML
73070-0102-15 | 2022-Q4 $17.92 ML
73070-0103-15 | 2019-Q4 $18.63 ML
73070-0103-15 | 2020-Q1 $18.63 ML
73070-0103-15 | 2020-Q2 $18.63 ML
73070-0103-15 | 2020-Q3 $18.63 ML
73070-0103-15 | 2020-Q4 $18.63 ML
73070-0103-15 | 2021-Q1 $18.63 ML
73070-0103-15 | 2021-Q2 $18.63 ML




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)

73070-0103-15 | 2021-Q3 $18.63 ML
73070-0103-15 | 2021-Q4 $18.63 ML
73070-0103-15 | 2022-Q1 $18.63 ML
73070-0103-15 | 2022-Q2 $18.63 ML
73070-0103-15 | 2022-Q3 $18.63 ML
73070-0103-15 | 2022-Q4 $18.63 ML
00169-3303-12 | 2023-Q1 $35.83 ML
00169-3303-12 | 2023-Q2 $35.83 ML
00169-6339-10 | 2023-Q1 $37.26 ML
00169-6339-10 | 2023-Q2 $37.26 ML
00169-7501-11 | 2023-Q1 $28.94 ML
00169-7501-11 | 2023-Q2 $28.94 ML
00169-3201-11 | 2023-Q1 $28.94 ML
00169-3201-11 | 2023-Q2 $28.94 ML
00169-3204-15 | 2023-Q1 $37.26 ML
00169-3204-15 | 2023-Q2 $37.26 ML
00169-3205-15 | 2023-Q1 $35.83 ML
00169-3205-15 | 2023-Q2 $35.83 ML
73070-0100-11 | 2023-Q1 $14.47 ML
73070-0100-11 | 2023-Q2 $14.47 ML
73070-0102-15 | 2023-Q1 $17.92 ML
73070-0102-15 | 2023-Q2 $17.92 ML




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)

73070-0103-15 2023-Q1 $18.63 ML
73070-0103-15 2023-Q2 $18.63 ML

Explanations:

This response contains trade secret and confidential commercial and financial information that Novo Nordisk customarily and actually
treats as private. Disclosure of this information would result in harm to Novo Nordisk’s business interests, including because disclosure
of any individual piece(s) of information could result in public identification of confidential materials. Novo Nordisk submits this
information under CMS’s assurances of confidentiality (Guidance § 40.2.1 (citing id. § 40.2.2; 5 U.S.C. § 552(b)(3), (4); 18 U.S5.C. § 1905))
and designates this submission as confidential and exempt from disclosure under Exemption 4 of the FOIA (45 C.F.R. 5.41). As such,
predisclosure notification is required (45 C.F.R. 5.42). Novo Nordisk’s future disclosure of any piece of the information contained herein
and designated as confidential does not alter the status of the remaining information as exempt from disclosure or otherwise waive or
forfeit Novo Nordisk’s rights to confidential treatment and predisclosure notification.
Reported WACs are those applicable to each NDC-11 at the close of the last day of each calendar quarter (i.e., March 31, June 30,
September 30, and December 31). Reported WACs are not averaged across multiple values in a quarter. If there were a WAC change
mid-quarter for a particular NDC-11, only the WAC in effect at the end of the calendar quarter is reported in response to Question 16.
Reported WACs are presented at the milliliter (ML) level, consistent with the ICR request for Unit Type in Question 16. Reported WACs
must be multiplied by the number of MLs in each NDC-11 package to match the WACs listed in drug databases, which are published at
the NDC-11 level.
WAGCs are not reported for non-saleable or inapplicable NDC-11s, including, but not limited to, inner packages, samples,_

In addition, as explained further below, Novo Nordisk does not report WACs for NDCs of
products repackaged by entities who do not qualify as “Secondary Manufacturers” under the ICR. Please see below for the list of NDCs
for which Novo Nordisk is not reporting data.



e. Total Unit Volume equals the total number of units (specifically, MLs) sold to direct purchasers in each quarter. F

f. Consistent with the instructions for Question 16, when an NDC-11 was not marketed, sold, or distributed in a quarter, Novo Nordisk has
left the WAC field blank and responded with “0” in the Total Unit Volume Field.

g. CMS's list of NDCs of selected drugs includes NDCs for unbranded biologic versions of Novo Nordisk products marketed by Novo Nordisk

Pharma, Inc. (NNPI). NNPI qualifies as a “Secondary Manufacturer” under CMS’s definition as set forth in the ICR.

i. The list of NDCs for which Novo Nordisk is not reporting data is set forth below:

NDC-11 Reason for Exclusion
00169200190 Diluent provided for no charge at physician request; akin to a sample

00169320190 Non-saleable sample

00169320490 Non-saleable inner NDC for Non-saleable sample
00169320497 Non-saleable sample

00169320511 Non-saleable inner NDC

00169320591 Non-saleable inner NDC for Non-saleable sample
00169320595 Non-saleable sample

00169320611 Non-saleable inner NDC



00169320691
00169320695
00169330390
00169330391
00169633890
00169633897
00169633990
00169633997
00169633998
00169750190

73070010210
73070010310

Non-saleable inner NDC for Non-saleable sample

Non-saleable sample)

Non-saleable sample; discontinued

Non-saleable sample; discontinued

Non-saleable inner NDC for Non-saleable sample; never launched
Non-saleable sample; never launched
Non-saleable inner NDC for Non-saleable sample

Non-saleable sample

Non-saleable sample

Non-saleable sample

Non-saleable inner NDC
Non-saleable inner NDC



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
Price (NDC-9)

Y 00169-2100 2023-Q2
Y 00169-2100 2023-Q1
Y 00169-2100 2022-Q4
Y 00169-2100 2022-Q3
Y 00169-2100 2022-Q2
7 00169-2100 2022-Q1
Y 00169-2100 2021-Q4
Y 00169-2100 2021-Q3
Y 00169-2100 2021-Q2
Y 00169-2101 2023-Q2
X 00169-2101 2023-Q1
Y 00169-2101 2022-Q4
Y. 00169-2101 2022-Q3
Y 00169-2101 2022-Q2
Y 00169-2101 2022-Q1
Y 00169-2101 2021-Q4
Y 00169-2101 2021-Q3
Y 00169-2101 2021-Q2
Y 00169-3201 2023-Q2
Y 00169-3201 2023-Q1

Medicaid Best

Price

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
Y 00169-3201 2022-Q4
Y 00169-3201 2022-Q3
Y 00169-3201 2022-Q2
Y 00169-3201 2022-Q1
Y 00169-3201 2021-Q4
7 00169-3201 2021-Q3
Y 00169-3201 2021-Q2
Y 00169-3201 2021-Q1
Y 00169-3201 2020-Q4
Y 00169-3201 2020-Q3
X 00169-3201 2020-Q2
Y 00169-3201 2020-Q1
Y. 00169-3201 2019-Q4
Y 00169-3201 2019-Q3
Y 00169-3201 2019-Q2
Y 00169-3201 2019-Q1
Y 00169-3201 2018-Q4
Y 00169-3201 2018-Q3
Y 00169-3204 2023-Q2
Y 00169-3204 2023-Q1




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
Y 00169-3204 2022-Q4
Y 00169-3204 2022-Q3
Y 00169-3204 2022-Q2
Y 00169-3204 2022-Q1
Y 00169-3204 2021-Q4
7 00169-3204 2021-Q3
Y 00169-3204 2021-Q2
Y 00169-3204 2021-Q1
Y 00169-3204 2020-Q4
Y 00169-3204 2020-Q3
X 00169-3204 2020-Q2
Y 00169-3204 2020-Q1
Y. 00169-3204 2019-Q4
Y 00169-3204 2019-Q3
Y 00169-3204 2019-Q2
Y 00169-3204 2019-Q1
Y 00169-3204 2018-Q4
Y 00169-3204 2018-Q3
Y 00169-3205 2023-Q2
Y 00169-3205 2023-Q1




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
Y 00169-3205 2022-Q4
Y 00169-3205 2022-Q3
Y 00169-3205 2022-Q2
Y 00169-3205 2022-Q1
Y 00169-3205 2021-Q4
7 00169-3205 2021-Q3
Y 00169-3205 2021-Q2
Y 00169-3205 2021-Q1
Y 00169-3205 2020-Q4
Y 00169-3205 2020-Q3
X 00169-3205 2020-Q2
Y 00169-3205 2020-Q1
Y. 00169-3205 2019-Q4
Y 00169-3303 2023-Q2
Y 00169-3303 2023-Q1
Y 00169-3303 2022-Q4
Y 00169-3303 2022-Q3
Y 00169-3303 2022-Q2
Y 00169-3303 2022-Q1
Y 00169-3303 2021-Q4




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
Price (NDC-9)

Y 00169-3303 2021-Q3
Y 00169-3303 2021-Q2
Y 00169-3303 2021-Q1
Y 00169-3303 2020-Q4
Y 00169-3303 2020-Q3
7 00169-3303 2020-Q2
Y 00169-3303 2020-Q1
Y 00169-3303 2019-Q4
Y 00169-3303 2019-Q3
Y 00169-3303 2019-Q2
X 00169-3303 2019-Q1
Y 00169-3303 2018-Q4
Y. 00169-3303 2018-Q3
Y 00169-6339 2023-Q2
Y 00169-6339 2023-Q1
Y 00169-6339 2022-Q4
Y 00169-6339 2022-Q3
Y 00169-6339 2022-Q2
Y 00169-6339 2022-Q1
Y 00169-6339 2021-Q4

Medicaid Best Unit Type
Price

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
Price (NDC-9)

Y 00169-6339 2021-Q3
Y 00169-6339 2021-Q2
Y 00169-6339 2021-Q1
Y 00169-6339 2020-Q4
Y 00169-6339 2020-Q3
7 00169-6339 2020-Q2
Y 00169-6339 2020-Q1
Y 00169-6339 2019-Q4
Y 00169-6339 2019-Q3
Y 00169-6339 2019-Q2
X 00169-6339 2019-Q1
Y 00169-6339 2018-Q4
Y. 00169-6339 2018-Q3
Y 00169-7501 2023-Q2
Y 00169-7501 2023-Q1
Y 00169-7501 2022-Q4
Y 00169-7501 2022-Q3
Y 00169-7501 2022-Q2
Y 00169-7501 2022-Q1
Y 00169-7501 2021-Q4

Medicaid Best

Price

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)

Y 00169-7501 2021-Q3
Y 00169-7501 2021-Q2
Y 00169-7501 2021-Q1
Y 00169-7501 2020-Q4
Y 00169-7501 2020-Q3
7 00169-7501 2020-Q2
Y 00169-7501 2020-Q1
Y 00169-7501 2019-Q4
Y 00169-7501 2019-Q3
Y 00<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>