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History and Input on the Dossier

e Draft Dossier for Public Comment
o Posted for Comment: August 20, 2025
o Comments Due: September 4, 2025

e Final Dossier for Consideration
o Posted: November 4, 2025
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Ozempic Dossier Comments

e PDAB staff received a total of 8 comments on the Ozempic dossier for the comment
period ending on September 4, 2025. Five comments were provided by organizations, two
comments were provided by a pharmaceutical company, and one comment was provided
by a patient.

e Feedback Themes Included:

Technical Changes

Process and Deadlines

Upper Payment Limit Concerns

Support for Upper Payment Limits

Consideration of Plan Design in Analysis

Process for Collecting Physician and Patient Input

Manufacturer Affordability Initiatives

Therapeutic Alternative Interchangeability

Policy recommendations MARYLAND 5
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Incorporated Changes

e PDAB staff posted a Final Dossier on November 4, 2025 that incorporated changes from
the August 20 version. These changes included:
o General Formatting and Copy Editing
o Updated Disclaimer Explaining NDCs included in Cost Review Study
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Dossier Overview

Section 1: Background

Section 2: Clinical Information

Section 3: Regulatory Approval and Market Context

Section 4: Utilization of Drug Product Under Review

Section 5: Pricing Information and Rebates

Section 6: Therapeutic Alternatives, Cost Comparisons, and Health
Economics Outcomes and Research (HEOR)

Section 7: Cost-Sharing and Insurance Benefit Design

Section 8: Other Information
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Dossier Overview

Table of Exhibits
Exhibit | REDACTED  Pricing History REDACTED (PDF)

Exhibit 2 RFI Submissions (NON-PUBLIC-TRADE SECRET,
CONFIDENTIAL, AND PROPRIETARY)

Exhibit 3_REDACTED OZEMPIC Therapeutic Alternative Pricing REDACTED (Excel

Document)
Exhibit 4 Ozempic Therapeutic Alternative Medical Claims Data Base
(MCDB) Statistics (Excel Document)
Exhibit 5
Exhibit 5A  Ozempic Summary of Cost Effectiveness Analyses
Exhibit 5B Ozempic Summary of Comparative Effectiveness Research
Exhibit 6

Exhibit 6A  Written Comments (60-day COMAR 14.01.04.05C(2)) (PDF)
Exhibit 6B Written Comments (Request October 28, 2024) (PDF)
Exhibit 6C  Written Comments (Request September 4, 2023) (PDF)

In accordance with Health-General Article §§ 21-2¢-10 and 21-2¢-03, information and data

obtained by the Board—that is not otherwise publicly available—is trade secret,
confidential, and proprietary information, and is not subject to disclosure. The documents
contained in Exhibit 2 are, therefore, not available to the public.
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Section 1: Background
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Section 1: Background

Table 1. NDC List

National Drug Code | Proprietary Name | Non-Proprietary Name | Dosage-Strength
00169-4132-90 Ozempic Semaglutide 0.5 MG/IML
00169-4181-03 Ozempic Semaglutide 0.5 MG/3ML
00169-4181-90 Ozempic Semaglutide 0.5 MG/3ML
00169-4772-90 Ozempic Semaglutide 2.86 MG/ML
50090-5138-00 Ozempic Semaglutide 0.5 MG/1.5ML
50090-5139-00 Ozempic Semaglutide 1 MG/1.5 ML
70518-2143-00 Ozempic Semaglutide 2 MG/1.5 ML
00169-4181-97 Ozempic Semaglutide 0.68 MG/ML
00169-4132-97 Ozempic Semaglutide 1.34 MG/ML
00169-4132-11 Ozempic Semaglutide 2 MG/1.5ML
00169-4132-12 Ozempic Semaglutide 2 MG/1.5SML
00169-4136-02 Ozempic Semaglutide 2 MG/1.5ML
00169-4136-11 Ozempic Semaglutide 2 MG/1.5ML
00169-4181-13 Ozempic Semaglutide 2 MG/3ML
00169-4772-97 Ozempic Semaglutide 2.68 MG/ML
00169-4130-01 Ozempic Semaglutide 4 MG/3ML
00169-4130-13 Ozempic Semaglutide 4 MG/3ML
50090-5949-00 Ozempic Semaglutide 4 MG/3ML
00169-4772-11 Ozempic Semaglutide 8 MG/3ML
00169-4772-12 Ozempic Semaglutide 8 MG/3ML
50090-6051-00 Ozempic Semaglutide 8 MG/3ML

'MARYLAND .

Prescription Drug Affordability Board



Section 2: Clinical Information
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Factor 2.1: Clinical information- FDA indications

Table 2. Ozempic® (semaglutide): FDA approved indications and associated dosing
regimen(s)®

Indication

Dosing Regimen(s)

As an adjunct to diet and
exercise to improve glycemic
control in adults with type 2
diabetes mellitus.

Initial dose
Inject 0.25mg subcutaneously once weekly for 4 weeks
Increase to 0.5mg subcutaneously once weekly

If additional glycemic control is needed, may titrate
stepwise every 4 weeks to the following once weekly
subcutaneous dosages:

1lmg

2mg (max dose)

To reduce the risk of major
adverse cardiovascular events
(cardiovascular death, non-fatal
myocardial infarction, non-fatal
stroke) in adults with type 2
diabetes mellitus and
established cardiovascular
disease.

Initial dose
Inject 0.25mg subcutaneously once weekly for 4 weeks
Increase to 0.5mg subcutaneously once weekly

If additional glycemic control is needed, may titrate
stepwise every 4 weeks to the following once weekly
subcutaneous dosages:

Img

2mg (max dose)

To reduce the risk of sustained
eGFR decline, end-stage kidney
disease (ESKD) and
cardiovascular (CV) death in
adults with type 2 diabetes
mellitus and chronic kidney
disease.

Initial dose

Inject 0.25mg subcutaneously once weekly for 4 weeks
Increase to 0.5mg subcutaneously once weekly for 4
weeks

Increase to 1mg once weekly

 MARYLAND

Prescription Drug Affordability Board

10



Factor 2.1: Clinical information- Information concerning standard
medical practice

Place in Therapy for Diabetes Mellitus Type 2

e GLP-1 RAis a preferred drug class in the treatment of Type 2 DM. GLP-1 RAs are typically
considered as a first line therapy option for Type 2 DM given the overall safety (low risk of
hypoglycemia), effectiveness in lowering blood sugar, and CKD and CVD benefits and protection.
SGLT2 inhibitors have demonstrated similar outcomes and are an alternative first-line therapy.
Metformin, a biguanide, is also considered first line therapy with effectiveness in lowering blood
sugar, low hypoglycemia risk, and potential CVD benéefit; but has not demonstrated benefit in
progression of CKD. Ozempic, Trulicity (dulaglutide) and Victoza (liraglutide) are the preferred
choices in this class for medical professionals given their proven benefits for CVD and CKD. Trulicity
and Ozempic (semaglutide) require less frequent injections (weekly) than Victoza (liraglutide, daily).

All Pricing, Spending and Utilization Data is Consistent with the labeling approved by the FDA or
standard medical practice.

M) MARYLAND »
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Factor 2.2: The disease burden of the condition that is treated by the
prescription drug product- Type 2 Diabetes Mellitus (DM)

Prevalence
° In the United States (US), 38.4 million (11.6%) people have diagnosed or undiagnosed diabetes mellitus (DM). Type 2 DM accounts for 90-95% of all diagnosed cases of
diabetes.
) In Maryland, the total age-adjusted percentage of adults aged 18 years or older with diagnosed diabetes was 10.5% in 2022.
Incidence
° In 2021, 1.2 million adults were diagnosed with diabetes (rate of 5.9 per 1000 people). Worth noting, 98 million adults, more than 1 in 3 people, have prediabetes (38% of adult
US population). In individuals 65 years or older, 48.8% have prediabetes.
. In Maryland, the age-adjusted rate of adults aged 18 years or older with newly diagnosed diabetes was 7.8 per 1000 in 2022.
Comorbid Disease
° Based on data from 2017-2020 in US persons 18 years or older with diagnosed diabetes, 39.2% have chronic kidney disease (CKD, stages 1-4) and 15.7% had moderate to
severe kidney disease (stages 3 and 4).
. In Maryland, as of 2023 data, 42.9% of surveyed adults 18 years of age or older with diagnosed kidney disease also have concomitant diagnosed diabetes.
° Based on global data from 2007-2017, 32.2% of persons with Type 2 Diabetes Mellitus have cardiovascular disease (CVD). In this report, 13% and 46% of the studies analyzed
were from North America and Europe, respectively.
° Type 2 Diabetes Mellitus contributes to the development and worsening of CKD and CVD. A 2018 study of >500,000 US adults with Type 2 Diabetes Mellitus found that <10%
had no associated cardiovascular or kidney disorder. These disease states in turn can initiate and perpetuate each other, leading to increased morbidity and mortality.
Disease Severity
° Diabetes is classified into categories, including Type 1 (immune destruction of insulin producing pancreatic cells), Type 2 (non-immune progressive loss of insulin secretion,
frequently with an inability of the body to use available insulin), gestational (diagnosed in 2nd or 3rd trimester of pregnancy and not present pre-pregnancy) and other causes.
The primary tool to assess glycemic status is the A1c test as it reflects the average blood glucose value over the preceding 2-3 months and is strongly linked to diabetes
complications. Higher A1c values correspond to higher complication rates of diabetes.
Cost of lliness/Financial Impact
) Total direct and indirect estimated costs of diagnosed diabetes in the US were $413 billion in 2022. Excess medical costs per person associated with diabetes were $12,022 in

2022.
) In Maryland in 2021, total and per patient medical costs attributable to diabetes were $6.506 billion and $11,909, respectively.
o In Maryland in 2021, diabetes-attributable total and per-person productivity losses due to morbidity were $3.4 billion and $6,224, respectively.
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Factor 2.2: The disease burden of the condition that is treated by the

prescription drug product- Type 2 Diabetes Mellitus (DM)

Morbidity

In 2020, about 16.8 million emergency department visits were reported with diabetes as any listed diagnosis among
adults aged 18 years or older. Of these, 267,000 were for hyperglycemic crisis (11.4 per 1,000 adults with diabetes) and
202,000 were for hypoglycemia (8.6 per 1,000 adults with diabetes).

Among adults aged 18 years or older with diagnosed diabetes (data from 2017-2020), 39.2% had chronic kidney disease
(CKD, stages 1-4), based on the updated 2021 CKD Epidemiology Collaboration (CKD-EPI) equation for estimated
glomerular filtration rate (eGFR).

Diabetes is the leading cause of new cases of blindness for adults aged 18-64 years. In 2021, 10.1% of adults with
diagnosed diabetes reported severe vision difficulty or blindness.

Mortality

Diabetes was the 8th leading cause of death in the US in 2021, based on 103,294 death certificates with diabetes as

underlying cause (rate of 31.1 per 100,000 people).
Including diabetes as a contributing cause of death, the rate increases to 120.3 per 100,000 people (399,401 death

certificates).
In Maryland, the age-adjusted rate of diabetes death and diabetes-related death in adults aged 18 years older was 33.5

and 145.5 per 100,000 people, respectively, in 2022.

M) MARYLAND .
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Section 3: Regulatory Approval and Market Context
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Factor 3.1: Analysis of the prescription drug product’s approval
process

e The U.S. Food and Drug Administration (FDA) initially approved Ozempic
on December 5, 2017

e On January 16th, 2020, Ozempic was approved to reduce the risk of major
adverse cardiovascular events in adults with type 2 diabetes mellitus and
established cardiovascular disease.

e On January 28th, 2025, Ozempic was approved to reduce the risk of
sustained eGFR decline, end-stage kidney disease, and cardiovascular
death in adults with type 2 diabetes mellitus and chronic kidney disease.

M) MARYLAND "
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Factor 3.2: Analysis of the prescription drug product’s shortage
status

e Ozempic is not currently in shortage
e Semaglutide products were listed as in shortage from
03/31/2022-02/21/2025, but these shortages have since been resolved

Table 4. Resolved Semaglutide Injection Shortages as of 07/23/2025

National Drug Code | Proprietary Name Non-Proprietary Name Dosage-Strength
00169-4181-13 Ozempic Semaglutide 0.68 MG/1 ML
00169-4130-13 Ozempic Semaglutide 134 MG/1 ML
00169-4772-12 Ozempic Semaglutide 2.68 MG/1 ML
00169-4525-14 Wegovy Semaglutide 0.25 MG/0.5 ML
00169-4505-14 Wegovy Semaglutide 0.5 MG/0.5 ML
00169-4501-14 Wegovy Semaglutide 1 MG/0.5 ML
00169-4517-14 Wegovy Semaglutide 1.7 MG/0.75 ML
00169-4524-14 Wegovy Semaglutide 2.4 MG/0.75 ML

MARYLAND
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Factor 3.2: Analysis of the prescription drug product’s shortage
status

Table 5. Sample Previous Availability Report from FDA, April 1, 2024

Presentation Availability Information | Date of Update
Wegovy, Injection, .25 mg/.5 mL (NDC 0169-4525-14) |Limited Availability 4/1/2024
Wegovy, Injection, .5 mg/.5 mL (NDC 0169-4505-14)  |Limited Availability 4/1/2024
Wegovy, Injection, 1 mg/.5 mL (NDC 0169-4501-14)  [Limited Availability 4/1/2024
Wegovy, Injection, 1.7 mg/.75 mL (NDC 0169-4517-14) |Limited Availability 4/1/2024
Wegovy, Injection, 2.4 mg/.75 mL (NDC 0169-4524-14) |Available 4/1/2024
Ozempic, Injection, 1.34 mg/1 mL (NDC 0169-4130-13) |Available 4/1/2024
Ozempic, Injection, 2.68 mg/1 mL (NDC 0169-4772-12) |Available 4/1/2024
Ozempic, Injection, .68 mg/1 mL (NDC 0169-4181-13) [(Available 4/1/2024

M) MARYLAND 7
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Factor 3.3: Analysis of the market context of the prescription drug
product including the prescription drug product’s lifecycle management,
patent management, regulatory exclusivities, and product hopping

Table 6. Patent Listing Table

Original

Listed for

Listed for

Listed for

Listed for

Patent DS DP Patent Submission Patent Product 1: Product 2:  Product3: Product 4:
Number Patent! Patent®  Use Code Date Expiration 2MG/1.SML 4MG/3ML S8MG/3ML 2MG/3 ML
10220155|No Yes 4/4/2019 7/17/2026{Yes Yes Yes Yes
10335462 U-2580 7/25/2019) 6/21/2033|Yes Yes Yes Yes
10357616|No Yes 8/8/2019 1/20/2026] Yes Yes Yes Yes
10376652 No Yes 9/13/2019 1/20/2026]Yes Yes Yes Yes
11097063 No Yes 9/21/2021 7/17/2026{Yes Yes Yes Yes
11311679|No Yes 5/20/2022 1/20/2026Yes Yes Yes Yes
11446443|No Yes 10/7/2022 10/20/2025]Yes Yes Yes Yes
8114833 Yes 12/20/2017| 8/13/2025Yes Yes Yes Yes
8129343 Yes Yes U-2202 12/20/2017| 12/5/2031|Yes Yes Yes Yes
8536122 Yes Yes U-2202 12/20/2017, 3/20/2026]Yes Yes Yes Yes
8684969|No Yes 12/20/2017 10/20/2025]Yes Yes Yes Yes
8920383|No Yes 12/20/2017 7/17/2026] Yes Yes Yes Yes
9108002 No Yes 12/20/2017| 1/20/2026Yes Yes Yes Yes
9132239fNo Yes 12/20/2017 2/1/2032|Yes Yes Yes Yes
9457154No Yes 12/20/2017 9/27/2027]Yes Yes Yes Yes
9616180{No Yes 8/17/2018| 1/20/2026] Yes Yes Yes Yes
9687611 No Yes 12/20/2017| 2/27/2027|Yes Yes Yes Yes
9775953|No Yes 12/20/2017| 7/17/2026fYes Yes Yes Yes
9861757|No Yes 8/17/2018| 1/20/2026] Yes Yes Yes Yes
RE46363|No Yes 12/20/2017| 8/3/2026] Yes Yes No Yes
1 DS Patent refers to the Drug Substance Patent
2 DP Patent refers to a Drug Product Patent

MARYLAND 5
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Section 4: Utilization of Drug Product Under Review
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Factor 4.1: The total gross spending in the State for the prescription
drug product under review, the total number of patients in the State
using the prescription drug product, and the percentage of overall total
prescription drug product spending that the product’s spending represents

Table 9a. Ozempic Spending and Utilization

Commercial Commercial

National Drug | Proprietary Dosage Commercial (2023) | (2023) Patient | (2023) Pct Total
Code (11-Digit) Name Strength Gross Spending Count Gross Spend
00169-4132-12  [Ozempic 2MG/1.5 ML $38.,443,989.00 16,236 0.3836%
00169-4181-13  [Ozempic 2 MG/3 ML $146.981.672.88 36.524 1.4667%
00169-4130-13  |Ozempic 4 MG/3 ML $168.156,204.87 30.259 1.6780%
00169-4130-01 |Ozempic 4 MG/3 ML $464.808.00 147 0.0046%
00169-4772-12  [Ozempic 8 MG/3 ML $92.438.730.19 14.428 0.9224%
00169-4132-11  [Ozempic 2 MG/1.5 ML $312,144.00 99 0.0031%
00169-4136-02  |Ozempic 2 MG/1.5 ML $120.231.00 40 0.0012%
50090-6051-00 |Ozempic 8 MG/3 ML 2 s b
00169-4772-11  [Ozempic 8 MG/3 ML $222,950.00 72 0.0022%
00169-4136-11  [Ozempic 2 MG/1.5 ML e e e
50090-5949-00 |Ozempic 4 MG/3 ML e e b
**#* This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that
no percentages or other mathematical formulas may be used in a document if based on a sample of ten (10) or fewer
ipatients.
~~This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
-omphance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial
lic g agr ts. In some cases, calculated information is redacted because it can be used to calculate the
[proprietary data. ) MARYLAND
[Blank spaces indicate that no data was provided. Prescription Drug Affordability Board



Factor 4.1: The total gross spending in the State for the prescription
drug product under review, the total number of patients in the State
using the prescription drug product, and the percentage of overall total
prescription drug product spending that the product’s spending represents

Table 9b. Ozempic Spending and Utilization

State Local
Gov. State Local Gov.| State Local Gov.

National Drug |Proprietary| Dosage Emp. (2023) Emp. (2023) Emp. (2023) Pct

Code (11-Digit) Name Strength | Gross Spending | Patient Count | Total Gross Spend
00169-4132-12  |Ozempic 2MG/1.5 ML $2,653.728.00 1.275 0.3870%
00169-4181-13  |Ozempic 2 MG/3 ML $10.774.847.00 3.129 1.5712%
00169-4130-13  |Ozempic 4 MG/3 ML $12.857.706.00 2.796 1.8750%
00169-4130-01  |Ozempic 4 MG/3 ML $26.267.00 11 0.0038%
00169-4772-12  |Ozempic 8§ MG/3 ML $7.085.183.00 1.345 1.0332%
00169-4132-11  |Ozempic 2MG/1.5 ML e e kol
00169-4136-02  |Ozempic 2MG/1.5 ML S i i
50090-6051-00 |Ozempic 8 MG/3 ML e el "
00169-4772-11  |Ozempic 8 MG/3 ML e e bt
00169-4136-11  |Ozempic 2MG/1.5 ML

50090-5949-00 |Ozempic |4 MG/3 ML e e ch
*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that
mo p ges or other math ical formulas may be used in a document if based on a sample of ten (10) or fewer
[patients.

~~This symbol indicates information redacted/supp d as confidential, trade secret and proprietary information
in compliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial
licensing agreements. In some cases. calculated information is redacted because it can be used to calculate the
ey | 'MARYLAND )1
Blank spaces indicate that no data was provided. Prescription D g Affor dablllty Board




Factor 4.1: The total gross spending in the State for the prescription
drug product under review, the total number of patients in the State
using the prescription drug product, and the percentage of overall total
prescription drug product spending that the product’s spending represents

Table 9¢c. Ozempic Spending and Utilization

igb | Prescription Drug Affordability

Medicaid

National Drug |Proprietary| Dosage (2022) Medicaid (2022) | Medicaid (2022) Pct
Code (11-Digit) Name Strength | Gross Spending| Patient Count | Total Gross Spend
00169-4132-12  |Ozempic 2MG/1.5 ML | $22,923.445.90 5.998 1.2525%
00169-4181-13  |Ozempic 2MG/3 ML
00169-4130-13  |Ozempic 4MG/3 ML $18.189.313.12 3.630 0.9938%
00169-4130-01  |Ozempic 4 MG/3 ML $47.805.01 18 0.0026%
00169-4772-12  |Ozempic 8§ MG/3 ML $2.081.087.21 808 0.1137%
00169-4132-11  |Ozempic 2MG/1.5 ML $104,064.17 52 0.0057%
00169-4136-02  |Ozempic 2MG/1.5 ML $168.007.28 75 0.0092%
50090-6051-00 [Ozempic 8 MG/3 ML
00169-4772-11 |Ozempic 8 MG/3 ML $22.746.06 12 0.0012%
00169-4136-11  |Ozempic 2 MG/1.5 ML e NN e
50090-5949-00 |Ozempic 4 MG/3 ML s s todd
*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that
mo p ges or other math tical formulas may be used in a document if based on a sample of ten (10) or fewer
[patients.
~This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial
licensing agreements. In some cases, calculated information is redacted because it can be used to calculate the
iproprietary data. q L
IBlank spaces indicate that no data was provided. . MARYLAND 22
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Factor 4.1: The total gross spending in the State for the prescription
drug product under review, the total number of patients in the State
using the prescription drug product, and the percentage of overall total
prescription drug product spending that the product’s spending represents

Table 9d. Ozempic Spending and Utilization

National Drug
Code Proprietary| Dosage |Medicare (2022) |Medicare (2022)| Medicare (2022) Pct

(11-Digit) Name Strength | Gross Spending | Patient Count | Total Gross Spend
00169-4132-12 |Ozempic 2MG/1.SML | $33.681.086.83 7.731 0.9312%
00169-4181-13 |Ozempic 2 MG/3 ML
00169-4130-13 |Ozempic 4 MG/3 ML $31,382.232.67 5.119 0.8676%
00169-4130-01 |Ozempic 4 MG/3 ML $72.883.71 18 0.0020%
00169-4772-12 |Ozempic 8 MG/3 ML $3.195.736.95 989 0.0884%
00169-4132-11 |Ozempic 2MG/1.5 ML $84.825.27 29 0.0023%
00169-4136-02 |Ozempic 2 MG/1.5 ML $166.732.73 54 0.0046%
50090-6051-00 |Ozempic 8 MG/3 ML
00169-4772-11 |Ozempic 8 MG/3 ML N 1 el
00169-4136-11 |Ozempic 2 MG/1.5 ML et i e
50090-5949-00 |Ozempic 4 MG/3 ML
#** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that
Ino per ges or other mathematical formulas may be used in a document if based on a sample of ten (10) or fewer
[patients.
~"This symbol indicates information redacted/suppressed as confidential. trade secret and proprietary information in
icompliance with Health-General Article §§ 21-2C-10 and 21-2C-03. and applicable data use and commercial
licensing agreements. In some cases, calculated information is redacted because it can be used to calculate the Q|
Iproprietary data. \ /I
Blank spaces indicate that no data was provided. ‘i - ARYLAND 23
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Factor 4.2: The change in total gross spending and utilization for a
prescription drug product in the State between the two most recent
available calendar years and the percent change in total gross spending
for a prescription drug product in the State between the two most
recent available calendar years

Table 10a. Ozempic Change in Spending and Utilization

Drug Information Change in Commercial Data (2022-2023)
National Drug Drug Gross Gross
Code Proprietary Dosage Spending Spending | Patient | Prescription| Units
(11-Digit) Name Strength (Dollar) (Percent) | Counts | Counts Sold
00169-4132-12 |Ozempic 2MG/1.5SML | $-57.048,057.00 59.74%| -8.557 -46,090| -147.334
00169-4181-13 |Ozempic 2 MG/3 ML
00169-4130-13 |Ozempic 4 MG/3 ML $73.517.789.87 77.68%| 12.857 39.918| 138425
00169-4130-01 |Ozempic 4 MG/3 ML $348.106.00( 298.29% 113 277 951
00169-4772-12 |Ozempic 8 MG/3 ML $81.154.171.19| 719.16%| 10.719 46,409| 209.310
00169-4132-11 |Ozempic 2MG/1.5 ML $106.999.00 52.16% 10 6 -114
00169-4136-02 |Ozempic 2 MG/1.5 ML $-346,301.00 74.23% -106 -283 -1.563
50090-6051-00 |Ozempic 8 MG/3 ML e e b L e
00169-4772-11 |Ozempic 8 MG/3 ML $181.281.00| 435.05% 56 124 307
00169-4136-11 |Ozempic 2 MG/1.5 ML b b - o bt
50090-5949-00 |Ozempic 4 MG/3 ML b i 50s2 e o wer
** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
or other math ical formulas may be used in a document if based on a sample of ten (10) or fewer patients.
’\Mﬂus symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03. and applicable data use and commercial licensing
|lagreements. In some cases. calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.
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Factor 4.2: The change in total gross spending and utilization for a
prescription drug product in the State between the two most recent
available calendar years and the percent change in total gross spending
for a prescription drug product in the State between the two most
recent available calendar years

Table 10b. Ozempic Change in Spending and Utilization

Drug Information Change in State Local Gov. Emp. Data (2022-2023)

National Drug Drug Gross Gross
Code Proprietary|  Dosage Spending Spending | Patient | Prescription| Units
(11-Digit) Name Strength (Dollar) (Percent) | Counts| Counts Sold

00169-4132-12 |Ozempic 2MG/1.5 ML | $-4,281,807.00 61.74% -546 -2,865| -11.,425
00169-4181-13 |Ozempic 2 MG/3 ML
00169-4130-13 |Ozempic 4 MG/3 ML $5.069.250.00 65.09%| 1.313 3,629 12,962
00169-4130-01 |Ozempic 4 MG/3 ML
00169-4772-12 |Ozempic 8 MG/3 ML $6.004.750.00 555.77%| 1.017 3.685( 18.366
00169-4132-11 |Ozempic 2 MG/1.5 ML e s e oy i
00169-4136-02 |Ozempic 2MG/1.5 ML 2l g s ¢ ol .
50090-6051-00 |Ozempic 8 MG/3 ML b e e bpde e
00169-4772-11 |Ozempic 8 MG/3 ML b e b e ok
00169-4136-11 |Ozempic 2 MG/1.5 ML
50090-5949-00 |Ozempic 4 MG/3 ML e e e e e
**#* This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
[per or other matk ical formulas may be used in a document if based on a sample of ten (10) or fewer
[patients.
~“This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial licensing
lagreements. In some cases, calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.
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Factor 4.2: The change in total gross spending and utilization for a
prescription drug product in the State between the two most recent
available calendar years and the percent change in total gross spending
for a prescription drug product in the State between the two most
recent available calendar years

Table 10c. Ozempic Change in Spending and Utilization

Drug Information Change in Medicaid Data (2021-2022)
National Drug Drug Gross Gross
Code Proprietary Dosage Spending Spending | Patient |Prescription| Units

(11-Digit) Name Strength (Dollar) (Percent) | Counts | Counts Sold
00169-4132-12 |Ozempic 2MG/1.5ML | $7.959.792.80 53.19%| 2273 4427 8.695
00169-4181-13 [Ozempic 2MG/3 ML
00169-4130-13 |Ozempic 4MG/3ML | $12,184,692.26| 202.92%| 1817 4.743| 41.134
00169-4130-01 |Ozempic 4MG/3 ML $33,571.78| 235.87% 8 13 114
00169-4772-12 |Ozempic 8§ MG/3 ML
00169-4132-11 |Ozempic 2MG/1.5 ML $71.236.55| 217.00% 41 59 82
00169-4136-02 |Ozempic 2MG/1.5ML | $-4.633.488.63] 96.50%| -1.273 -2.151| -16.909
50090-6051-00 |Ozempic 8 MG/3 ML
00169-4772-11 |Ozempic 8 MG/3 ML
00169-4136-11 [Ozempic 2MG/1.5 ML e bk e iy bdicng
50090-5949-00 |Ozempic 4 MG/3 ML 0% e bt e e

*## This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
ges or other matk ical formulas may be used in a document if based on a sample of ten (10) or fewer

patients.
"*~This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial licensing
lagreements. In some cases. calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.

'MARYLAND 6

Prescription Drug Affordability Board




Factor 4.2: The change in total gross spending and utilization for a
prescription drug product in the State between the two most recent
available calendar years and the percent change in total gross spending
for a prescription drug product in the State between the two most
recent available calendar years

Table 10d. Ozempic Change in Spending and Utilization

Drug Information Change in Medicare Data (2021-2022)
National Drug Drug Gross Gross
Code Proprietary|  Dosage Spending Spending | Patient [Prescription| Units

(11-Digit) Name Strength (Dollar) (Percent) |Counts| Counts Sold
00169-4132-12 |Ozempic 2MG/1.5 ML | $13.119.719.87 63.81%| 3.052 8.680 19.351
00169-4181-13 |Ozempic 2 MG/3 ML
00169-4130-13 |Ozempic 4 MG/3 ML $20.399.966.67 185.75%| 2.575 11.933| 64.842
00169-4130-01 |Ozempic 4 MG/3 ML $67.491.53| 1251.66% 15 46 213
00169-4772-12 |Ozempic 8 MG/3 ML
00169-4132-11 |Ozempic 2MG/1.5 ML $60.913.44 254.74% 20 46 95
00169-4136-02 |Ozempic 2MG/1.5ML | $-7.082,168.53 97.70%| -1.761 -4,493| -24.869
50090-6051-00 |Ozempic 8 MG/3 ML
00169-4772-11 |Ozempic 8 MG/3 ML i e b b .
00169-4136-11 |Ozempic 2 MG/1.5 ML s L) ol oo .
50090-5949-00 |Ozempic 4 MG/3 ML
*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
ipercentages or other mathematical formulas may be used in a document if based on a sample of ten (10) or fewer
patients.
~~This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03. and applicable data use and commercial licensing
agreements. In some cases, calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided. M ARYL AND 27
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Factor 4.3: Impact of the utilization and spending for the prescription
drug product on public budgets and comparison of the spending on the
prescription drug product to relevant benchmarks

e Staff was unable to assess the impact on public budgets for specific local
governments.

e In future Cost Review Studies, staff will continue to work with state and local
governments, and other public budgets, to identify standardized data to
support this analysis or develop other methods of conducting this analysis.
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Section 5: Pricing Information and Rebates
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Factor 5.1: The WAC, AWP, NADAC, SAAC, ASP, and FSS

e WAC and AWP are redacted as proprietary information
e Exhibit 1 reflects pricing history for Ozempic
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Factor 5.1: The WAC, AWP, NADAC, SAAC, ASP, and FSS

Table 11b. Ozempic NADAC, SAAC, and FSS Pricing

NADAC |(Est. NADAC| SAAC | Est. SAAC | FSS Unit | Est. FSS
National Drug Code Unit Price| per Yr Rate per Yr Price per Yr

00169-4130-01 (4 MG/3 ML) $311.78| $12.192.79| $310.93| $12.159.74
00169-4130-13 (4 MG/3 ML) $311.78| $12.192.79| $310.93| $12.159.74| $307.22| $12.014.50
00169-4132-11 2 MG/1.5ML) |  $620.52| $12.133.43| $624.94| $12.219.76
00169-4132-12 2 MG/L.SML) |  $620.52| $12.133.43| $624.94| $12.219.76| $565.75| $11.062.50
00169-4136-02 (2 MG/1.5 ML)
00169-4136-11 (2 MG/1.5 ML)
00169-4181-03 (0.5 MG/3ML) |  $311.81| $12.194.06
00169-4181-13 (2 MG/3 ML) $311.81| $12.194.06 $307.22 $12.014.50
00169-4772-11 (8 MG/3 ML) $311.74| $12.191.09] $31032| $12.135.63
00169-4772-12 (8 MG/3 ML) $311.74| $12.191.09| $310.32| $12.135.63] $307.22| $12.014.50
50090-5949-00 (4 MG/3 ML)
50090-6051-00 (8 MG/3 ML)

*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
or other matk | formulas may be used in a document if based on a sample of ten (10) or fewer

" This symbol indicates information redacted/suppressed as confidential. trade secret and proprietary information in
icompliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial licensing
21 In some cases, calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.

'MARYLAND .
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Factor 5.2: Information estimating manufacturer net price and net sales
amounts of the prescription drug product under review

e Net price and net sales are redacted as proprietary information
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Factor 5.3: Information estimating manufacturer net price and net sales
amounts of the prescription drug product under review

e Ozempic was selected as a drug subject to the Medicare Price
Negotiation Program.
o The negotiated price will go into effect on January 1, 2027, and
has not yet been announced.

MARYLAND 2
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Factor 5.4: The average price concession, discount, and rebate the
manufacturer provided or is expected to provide for the prescription
drug product under review to each PBM operating in the State,
expressed as a number and as a percent of the WAC

e Exhibit 2 contains information responsive to this element
e Documents are available to the Board, but not the public, as exhibits
to the dossier.
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Factor 5.5: Information supplied by the manufacturer, if any, explaining
the relationship between the pricing of the prescription drug product and
(a) the cost of development and (b) the therapeutic benefit of the
prescription drug product, or information that is otherwise pertinent to
the manufacturer’s pricing decision

e Exhibit 2 contains information responsive to this element
e Documents are available to the Board, but not the public, as exhibits
to the dossier.

MARYLAND .
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Section 6: Therapeutic Alternatives, Cost Comparisons, and
Health Economics Outcomes and Research (HEOR)

'MARYLAND 2
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Factor 6.1: The WAC, AWP, NADAC, SAAC, ASP, and FSS at which
each therapeutic alternative has been sold in the State

e \WAC and AWP are redacted as proprietary information
e Exhibit 3 REDACTED OZEMPIC Therapeutic Alternative
Pricing REDACTED (Excel Document)

MARYLAND .
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Factor 6.2: The average price concession, discount, or rebate the
manufacturer provides or is expected to provide to health plans in the
State for therapeutic alternatives

e The average price concession, discount, or rebate the manufacturer
provides or is expected to provide redacted as proprietary information
e Exhibit 3 REDACTED OZEMPIC Therapeutic Alternative
Pricing REDACTED (Excel Document)

MARYLAND 28
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Factor 6.3: The utilization, costs, and out-of-pocket costs for therapeutic
alternatives

e Exhibit 4 (Ozempic Therapeutic Alternative Medical Claims Data Base
(MCDB) Statistics (Excel Document)

MARYLAND 2
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Factor 6.4: The incremental costs associated with a prescription drug
product, including financial impacts to health, medical, or social
services as can be quantified and compared to baseline effects of
existing therapeutic alternatives

e Exhibit 5A Ozempic Summary of Cost Effectiveness Analyses
e General Findings

O  Qverall results favored Ozempic compared to Trulicity, Bydureon BCise, and

Jardiance. When Ozempic was compared to Mounjaro, results were neutral
or favored Mounjaro.

MARYLAND 40
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Factor 6.5: Information derived from health economics and outcomes
research that may address the effectiveness of the prescription drug
product in treating the conditions for which it is prescribed or in
improving a patient’s health, quality of life, or overall health outcomes,
and the effectiveness of the prescription drug product compared with
therapeutic alternatives or no treatment.

e Exhibit 5A Ozempic Summary of Cost Effectiveness Analyses and Exhibit 5B
Ozempic Summary of Comparative Effectiveness Research

O

Overall, the choice of antihyperglycemic agent utilized for the control of Type
2 Diabetes is driven by a combination of patient-centered factors, including
degree of HgbA1c lowering desired, cardiorenal protection, side effects,
administration preferences (oral vs. subcutaneous injection, administration
frequency), and cost.

Clinically, all antihyperglycemic agents are considered efficacious for
lowering HgbA1c and controlling blood glucose, though absolute degree may
vary between medication class.

M) MARYLAND »
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Factor 6.6: In the case of generic prescription drug products, the
number of pharmaceutical manufacturers that produce the prescription
drug product

e Ozempic is not a generic drug product.

MARYLAND i
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Factor 6.7: The utilization and pricing of therapeutically equivalent
drug products

e For Ozempic, there are no therapeutically equivalent drug products approved by
the FDA under other applications.
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Section 7: Cost-Sharing and Insurance Benefit Design
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Factor 7.1: The estimated impact on patient access resulting from the cost
of the prescription drug product relative to insurance benefit design

e Analyses suggests that while there are statistically significant relationships between
average copays and coinsurance and the number of prescriptions people use in a
year, any impact is small.

e Literature review:

o One study found that as patient co-payment levels increased from low (less than
$10) to medium ($10-$50) and high (greater than $50), the proportion of patients
with high prescription coverage (more than 80% of days covered) decreased from
72% to 66% to 60%, respectively, without controlling for other factors.

o A separate study on GLP-1 RA therapy found that compared to patients in the
lowest out-of-pocket (OOP) cost quartile ($0-$21), those in the highest OOP cost
quartile ($80-$3,375) had 1.25 times the odds of nonadherence.

M) MARYLAND .
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Factor 7.2: The current or expected dollar value of drug-specific patient
access programs that are supported by the manufacturer for the drug
product under review and the policies surrounding and implementing

such programs

e Staff identified two patient access programs for Ozempic:

o The first program is the Ozempic Savings Card. This card can allow patients
to pay as little as $25, subject to a maximum savings of $100 per 1-month
prescription, $200 per 2-month prescription, and $300 per 3-month
prescription.

o The second program is the Novo Nordisk Patient Assistance Program.

e Areasonable search failed to disclose publicly available information concerning
the dollar value of Ozempic-specific patient access programs.
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the prescription drug in the State

Factor 7.3: The average patient copay and other cost-sharing data for

Table 19a. Ozempic Average Copays and Other Cost-Sharing

Commercial

National Drug Drug Commercial | Commercial | Commercial | (2023) Avg
Code Proprietary Dosage (2023) Avg | (2023) Avg | (2023) Avg | Other Member

(11-Digit) Name Strength Deductible Copay Coinsurance Liability

00169-4132-12 |Ozempic 2MG/1.5 ML $66.39 $50.12 $19.41 $14.71
00169-4181-13 |Ozempic 2MG/3 ML $82.12 $78.55 $33.90 $46.44
00169-4130-13 |Ozempic 4 MG/3 ML $65.74 $95.17 $39.65 $57.64
00169-4130-01 |Ozempic 4 MG/3 ML $11.35 $37.27 $13.38 $25.69
00169-4772-12 |Ozempic 8 MG/3 ML $78.06 $100.52 $43.21 $63.74
00169-4132-11 |Ozempic 2MG/1.5 ML $34.35 $27.23 $11.81 $33.28
00169-4136-02 |Ozempic 2MG/1.5 ML $0.00 $27.95 $0.10 $0.00
50090-6051-00 |Ozempic 8 MG/3 ML s i e oy
00169-4772-11 |Ozempic 8 MG/3 ML $54.97 $27.42 $16.11 $5.85
00169-4136-11 |Ozempic 2MG/1.5 ML s ki o S
50090-5949-00 |Ozempic |4 MG/3 ML | o sl o

[patients.

*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
applicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
[percentages or other mathematical formulas may be used in a document if based on a sample of ten (10) or fewer

~*"This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
compliance with Health-General Article §§ 21-2C-10 and 21-2C-03. and applicable data use and commercial licensing
agr In some cases. calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.
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Factor 7.3: The average patient copay and other cost-sharing data for
the prescription drug in the State

Table 19b. Ozempic Average Copays and Other Cost-Sharing

1

q

1

£~

UPP

as

State Local | State Local | State Local |State Local Gov

National Drug Gov (2023) | Gov (2023) | Gov (2023) (2023) Avg

Code Drug Proprietary| Dosage Avg Avg Avg Other Member

(11-Digit) Name Strength Deductible Copay | Coinsurance Liability

00169-4132-12 |Ozempic 2MG/1.5 ML $4.69 $37.00 $6.06 $3.85
00169-4181-13 |Ozempic 2 MG/3 ML $3.71 $60.40 $11.81 $1.41
00169-4130-13 |Ozempic 4 MG/3 ML $4.02 $70.94 $12.09 $3.11
00169-4130-01 |Ozempic 4 MG/3 ML $0.00 $83.18 $0.00 $0.00
00169-4772-12 |Ozempic 8 MG/3 ML $4.18 $77.37 $13.73 $2.21
00169-4132-11 |Ozempic 2 MG/1.5 ML e e i ;580
00169-4136-02 |Ozempic 2 MG/1.5 ML o s S _
50090-6051-00 |Ozempic 8 MG/3 ML b L s e
00169-4772-11 |Ozempic 8 MG/3 ML s ik riy oy
00169-4136-11 |Ozempic 2 MG/1.5 ML
50090-5949-00 |Ozempic 4 MG/3 ML s e ARE ey
*** This symbol indicates information suppressed in compliance with state and federal data use agr and the applicabl

cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no percentages or
lother mathematical formulas may be used in a document if based on a sample of ten (10) or fewer patients.
~*~This symbol indicates information ial, trade secret and proprietary information in
pli with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data use and commercial licensing
agreements. In some cases. calculated information is redacted because it can be used to calculate the proprietary data.
Blank spaces indicate that no data was provided.
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Factor 7.4: The average cost share

Table 20. Ozempic Average Cost Share

National Drug Drug Commercial State Local Goy  Medicare

Code(l- Proprietary Dossse  (2023)Ave.  (023)Ave.  (2022) Ave.

Digit) Name Strength  CostShare  CostShare  CostShare
001694132-12 |Ozempic ~ 2MGLSML  0.0004% 0.001%  0.0007%
001694181-13 |Ozempic  2MG3ML 0.0002% 0.0007% ‘
001694130-13 |Ozempic 4 MG'3 ML 0.0002% 0.0007%  0.0009%
001694130-01 |Ozempic 4 MG/3ML 0.0189% 03167%  0.1240%
001694772-12 |Ozempic ~ 8MG/3 ML 0.0003% 0.0014%  0.0037%
001694132-11 |Ozempic  2MGISML  00342% s 00775%
001694136-02 |Ozempic ~ 2MGLSML  0.0233% s 00532%
50090-6051-00 |Ozempic ~ 8MG3ML — sex '
001694772-11 |Ozempic ~ SMG3ML 0.0468% sex —
001694136-11 |Ozempic  2MG/LSML e ' -
50090-3949-00 |Ozempic 4 MG/3ML — — '

©#¢ This symbol indicates information suppressad in compliance with state and federal data uze
agreements and the applicable cell size supprezsion policy. This policy requires that no cell of ten (10) or
lesz may be displaved and that no percentages or other mathematical formmlas may be used in 2 document
if based on a sample of ten (10) or fewer patients.

~*Thiz symbol indicates information redacted suppressed as confidential, trade secret and proprietary
information in compliance with Health-General Article §§ 21-2C-10 and 21-2C-03, and applicable data
use and ¢ cial licenzing ag In some caszes, calculated information is redacted because it
can be used to calculate the proprictary data.

Blank spaces indicate that no data was provided.
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Factor 7.5: The mean, median, and 90th percentile out-of-pocket costs per
patient compared to State incomes

Table 21. Ozempic Average Out-of-Pocket Costs

State Local Gov (2023) Medicare (2022) OOP
Drug Information C cial (2023) Statisti Statistics Statistics
National Drug
Code Dosage 90th 90th 90th
(11-Digit) Strength Avg. | Median | Percentile | Avg. |Median | Percentile | Avg. | Median | Percentile
00169-4132-12 |2MG/1.5ML | $150.63| $50.00f $300.00| $51.60( $30.00 $100.00| $319.46| $67.54] $1.143.35
00169-4181-13 |2 MG/3 ML $241.02| $80.00| $525.00| $77.32| $50.00 $175.00
00169-4130-13 |4 MG/3ML | $258.21| $90.00( $550.00| $90.16| $50.00 $200.00| $406.69| $94.00| $1.477.80
00169-4130-01 |4 MG/3 ML $87.69| $25.00| $246.00| $83.18| $30.00 $200.00| $117.05| $29.55 $352.54
00169-4772-12 |8 MG/3 ML $285.53| $100.00| $590.00| $97.48| $50.00 $240.00| $142.54| $19.70 $490.00
00169-4132-11 |2MG/1.5ML | $106.68| $11.00| $275.00 e b *h¥l $48.18|  $8.00 $150.00
00169-4136-02 |2MG/1.5ML | $28.05 $0.00 $95.00 44 08 *+4] $148.20| $47.00 $250.00
50090-6051-00 |8 MG/3 ML Ei L 4k %% % 44 EE e
00169-4772-11 |8 MG/3 ML $104.35 $7.00| $125.00 e b inchd b *”we yee haad
00169-4136-11 |2 MG/1.5 ML son i et b ah b
50090-5949-00 (4 MG/3 ML nes e e o . e

[patients.

*** This symbol indicates information suppressed in compliance with state and federal data use agreements and the
lapplicable cell size suppression policy. This policy requires that no cell of ten (10) or less may be displayed and that no
ipercentages or other mathematical formulas may be used in a document if based on a sample of ten (10) or fewer

*This symbol indicates information redacted/suppressed as confidential, trade secret and proprietary information in
icompliance with Health-General Article §§ 21-2C-10 and 21-2C-03. and applicable data use and commercial licensing
lagreements. In some cases, calculated information is redacted because it can be used to calculate the proprietary data.
[Blank spaces indicate that no data was provided.
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Factor 7.6: An assessment of the impact of the prescription drug
product’s cost to access by priority populations and the impact on equity

Claims data did not include demographic information for the vast majority of patients
o  Staff were unable to make a conclusive assessment

Literature Review:
o  Ultilization

Female sex patients had consistently higher utilization Odds Ratios (ORs 1.18 to 1.22) compared
to male sex patients.

Asian, Black, and Hispanic patients were found to have consistently lower odds of GLP-1 RA use
compared to White patients (ORs for use as low as 0.59 for Asian patients).

Higher median household incomes (=$50,000) were associated with higher utilization compared
to lower-income groups.

o Initiation

Asian, Black, and Hispanic Medicare patients were all associated with lower odds of initiating
GLP-1 RA therapy compared to White patients (ORs as low as 0.73 for Black patients).
Patients in the highest income bracket (=$100,000$) were more likely to initiate GLP-1 RA
therapy (OR 1.21), while the lowest income bracket (<$34,999) was less likely (OR 0.87).
' MARYLAND 51
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Factor 7.7: The costs to health plans based on patient access consistent
with FDA-labeled indications or standard medical practice

e This data was calculated based on the number of patients using an NDC
multiplied by the annual WAC, which is redacted as proprietary information.
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Section 8: Other Information
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Factor 8.1: Input from the Public

e Staff received comments during the following comment periods:
o INITIAL 60-DAY COMMENT PERIOD
m 60-Day Written Comment: Notice Posted on 5/23/2024
o WRITTEN COMMENT REQUEST
m  Written Comment Request: Posted 10/28/2024
o WRITTEN COMMENT REQUEST ON DRAFT DOSSIER
m Written Comment Request: Posted 08/20/2025
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Factor 8.2: Analysis of the impact of state and federal regulatory and
compliance issues related to the prescription drug product

e Staff did not identify any other regulatory or compliance issue that would
provide additional context for the market related to this prescription drug
product.
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Factor 8.3: Input from state and local governmental entities and the
entities’ contractors such as health plans and plan administrators

e Board staff did not receive input from state and local government entities for
the cost review study of Ozempic.
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Factor 8.4: Information and analyses submitted by an entity under

Regulation .04 of this chapter.

Documents received in response to the request for information are available to
the Board, but not the public, as Exhibit 2 to the dossier.

Board staff redacted the information that may be considered at the second step
from the submitted documents provided to the Board as exhibits to the dossier.
If the Board is unable to make an affordability challenge determination, staff will
provide the Board with unredacted copies of the exhibits that contain the
information that may be considered at the second step.
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