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Legislative Landscape
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Colorado Legislative Update

Political Overview:
• Democrats control the House, Senate, & Governor’s Office
• Saving people money on healthcare has been a political priority for Governor Polis throughout his first term
• The Legislature elected in 2022 is much more progressive than the previous legislature and wants more government intervention in

healthcare – including for employers

2023 PBM Legislation

Bill What it does Markets impacted

PBM Regulation (HB 

1201)

Prohibits spread pricing for fully insured plans and requires PBMs or their carrier 

affiliates to provide disclosures/reporting to their clients on drug costs.

Fully insured

ERISA/non-ERISA self funded 

opt-in

Cost sharing/copay 

coupons 

(SB 195)

Requires a carrier or PBM to include any amount paid by the covered person, or 

by another person on behalf of the covered person when calculating an out-of-

pocket maximum or cost sharing requirement (relates to copay coupons from 

pharmaceutical manufacturers). 

Fully insured

PBM Registration 

(HB 1227)

Requires PBMs to register with and pay a registration fee to the Division of 

Insurance, while also requiring insurers to pay a fee to the DOI with a list of the 

PBMs they use for prescription drug benefits administration. The fees are to be 

used by the DOI to enforce current statutory provisions on PBMs. 

All PBMs must register 

(regardless of whether they 

service fully insured or self-

funded clients)
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Clinical Landscape & Program Savings Summary
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Pipeline and Notable Approvals

Alzheimer’s Disease

• Leqembi (lecanemab) – Approved 1/2023

• Donanemab – Q2 2023

• Gantenerumab – Q3 2023

Tzield - Approved 12/2022 to delay the onset of Stage 3 Type 1 

diabetes (T1D) in adults and patients aged 8 years and older with 

Stage 2 T1D

Myasthenia Gravis

• Efgartigimod – Q1 2023

• Rozanolixizumab – Q2 2023

• Zilucoplan – Q4 2023

Hemophilia

• Altuviiio (Efanesoctocog alfa) – Q1 2023 – Once weekly

• Concizumab – Q2 2023

Non-Specialty 

Opvee (nalmephene) - The emergency treatment of known or 

suspected opioid overdose (2q2023)

Neffy (epinephrine nasal spray) – Treatment of allergic reactions, 

including anaphylaxis (Q2 2023)

RSV Vaccine for Adults
• Abrysvo (RSVpreF) –Q2 2023
• Arexvy (GSK3844766A) – Q2 2023 
• mRNA-1345 -2024

Active drug pipeline remains a key challenge for payors 
seeking to balance coverage and cost

2023-2025 anticipated pipeline1

606 new drugs

211 supplemental specialty indications

34 gene therapy products

30 biosimilar approvals and 41 launches

Specialty



7 ©2023 CVS Health and/or one of its affiliates. Confidential and proprietary.

Biosimilar 
Landscape

40
biosimilars 
approved1

26
launched, 
covering 9 
drugs2

$75B
projected spend 
by 20303

Disrupting the drug market 
by increasing competition, 
biosimilars present an 
opportunity to drive down 
costs

Biosimilars by 
numbers

7

A robust  biosimilar pipeline presents an opportunity to 
significantly reduce drug costs. Because 
each biosimilar will differ from others as well as the 
reference product, we have a unique framework in 
place to evaluate these newly available products. 

Our key considerations are:

• Lowest Net Cost strategy
• Formulation and interchangeability 
• Product attributes and availability
• Adequate supply for our members and patients; and
• Member experience including patient support

Basic Terminology

Formulary Considerations 

Autoimmune (AI) Pipeline

AI typically represents 40-50% of 
specialty drug spend.  CEBT AI spend 
was 52%.

Two-Year Biosimilar Outlook4:

• Actemra (2)

• Humira (10)- Amjevita launched 
1/31/23

• Stelara (5)

• Simponi (1)

Biosimilar- Biologic that  is highly similar and has no 
clinically meaningful difference from an existing  FDA-
approved reference product

Interchangeable Biosimilar- Biosimilar that meets 
additional requirements by the FDA and may be substituted 
for a reference product without prescriber intervention 
when state law allows.  It is expected to produce the same 
clinical result as the reference product in any given patient

Reference Product - A single biological product, already 
FDA approved by the FDA, against which a proposed 
biosimilar product is compared
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Gene Therapy Awareness

Zolgensma - Costs more than $2.1M per 
pediatric patient with spinal muscular 
atrophy (SMA)1

Luxturna - Costs as much as $425K (per 
eye) in patients with biallelic RPE65 
mutation-associated retinal dystrophy2

Zynteglo - Costs as much as $2.8M per 
patient with β-thalassemia who require 
regular red blood cell (RBC) transfusions3

Skysona - Costs as much as $3.0M per 
patient with cerebral adrenoleukodystrophy 
(CALD)4

Gene therapies are very costly treatments 
but can be a potential one-time curative 
treatment and a replacement for a lifetime of 
drug therapy.

The FDA expects to approve up to 20 
gene and cell therapies per year by 20255

$15 billion to over $45 billion estimated 5-
year cost impact to the healthcare system of 
the most significant monogenetic therapies 
in the pipeline

Other disease states with promising gene 
therapy options:

• Duchenne’s Muscular Dystrophy
• Sickle Cell Anemia
• High-Risk Non-Muscle-Invasive Bladder 

Cancer

Hemgenix (etranacogene dezaparvovec);
• Indication: Hemophilia B
• Launched: December 2022
• Population Impact: 2,600 adults; $3.5M (one-

time replacement or incremental spend)

Roctavian (valoctocogene roxaparvovec )
• Indication: Hemophilia A
• Anticipated Approval: TBD
• Population Impact: 7500 adults; $1.5M to $3.5 

million (one-time replacement or incremental 
spend)

Place in Therapy:
• Gene therapies are processed through the 

medical benefit
• Provides hemophilia patients with years of 

functioning factor levels and improved quality 
of life, while minimizing bleeding episodes

• There is unknown durability and long-term 
safety data and patients with inhibitors will not 
be candidates

• The pipeline continues to be robust with factor, 
non-factor, and other gene therapies

Gene therapies insert DNA containing a functioning gene into a cell, to replace a faulty or missing 
one, to correct the effects of a disease-causing mutation.

PipelineHemophiliaNotable Approvals
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*APR 2022 – MAR 2023 Experience Period
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*APR 2022 – MAR 2023 Experience Period
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Utilization & Trend 

Experience Period: July 2022 – May 2023
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Prudent Rx & Digital Innovation
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You and your 
members benefit 
with the PrudentRx 
difference

More accurate savings
Incremental savings considers 
previous benefit design in calculating 
the client net cost

$0 participating member OOP
for every specialty fill*

Coinsurance set at 30%
across the program drug list**

Seamless member experience, 
high-touch member engagement –
integrated effort to help ensure 
members are informed and enrolled

Powered by PrudentRx

Independent third-party vendor, 30+combined 
years experience in health care and specialty. 

Expertise in plan design, specialty pharmacy 
and copay card programs.

Certified minority owned business.
*Participating members enrolled in an HDHP with an HSA must fully satisfy their deductible before they are eligible for a final $0 OOP cost 

under the program, unless the member has been prescribed a medication that qualifies as “preventive care” under the IRC, which is 

administered and enforced by the IRS. Members may still utilize available copay assistance while in their deductible phase but must satisfy 

their deductible before the Plan is able to pick up any of the costs on the members’ behalf. **Due to limitations that exist within various external 

pharmacy systems, implementing the PrudentRx solution on HDHPs with HSAs will be limited to only those medications included on the 

client's specialty drug list and dispensed by CVS Specialty and will not include limited distribution no access drugs.
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Reduce specialty spend
with the PrudentRx solution

We have only heard positive feedback 

from members about this program.

— Senior Manager of Healthcare Solutions, Large Retail 

Company

22%

gross savings*

~2,400
clients†

$0
participating 

member out-

of-pocket cost**

99.9%

of members 

remain opted in

$106M 
member 

savings

-13.1%

average negative specialty 

trend for clients with the PrudentRx 

solution

Up to

*Incremental savings may be less for high-deductible health plans (HDHP) than non-HDHPs. A savings analysis can be made available 
upon request.**Participating members enrolled in a HDHP with a health savings account (HSA) must fully satisfy their deductible before 
they are eligible for a final $0 out-of-pocket cost under the program, unless the member has been prescribed a medication that qualifies 
as “preventive care” under the Internal Revenue Code (IRC), which is administered and enforced by the Internal Revenue Service 
(IRS). Members may still utilize available copay assistance while in their deductible phase but must satisfy their deductible before the 
Plan is able to pick up any of the costs on the members’ behalf. †As of January 2023.

“
”

72.5%

net promoter 

score
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I thought the savings estimate seemed 

too good to be true. The actual savings 

were even greater than expected.

“
”

— SENIOR DIRECTOR OF BENEFITS, NJ HEALTH CARE COMPANY
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Thank you
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Appendix
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Pharmacogenomic 
Testing in 
Precision Medicine
—
Using evidence-based 

testing to improve outcomes, 

lower costs

May 2023

©2023 CVS Health and/or one of its affiliates. Confidential and proprietary.
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What is Pharmacogenomics 
(PGx)?

Provides an opportunity to help 

personalize drug therapy, increasing the

likelihood of drug efficacy and safety

Addresses drug response variability 

which is influenced by factors such as age, 

gender, weight, disease state and race

Helps identify responders and non-responders 

to medications, avoiding adverse events and 

optimizing drug dose

The goal is for evidence-based testing 

to improve outcomes, lower costs
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~200
SGM programs

require genetic tests

Examples of where testing has 
demonstrated value

Specialty 

medication

Mutation 

being tested

Lab or genetic 

testing

Documentation 

required

Mekinist BRAF V600,

BRAF V600E, 

BRAF V600K

BRAF 

mutation testing

BRAF

mutation status

Trikafta CFTR 

gene mutation

CFTR 

genetic testing

Genetic testing 

showing the presence 

of an appropriate 

CFTR gene mutation

Specialty Guideline Management
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We continuously
monitor the science 
and economics 
to identify testing 
modalities that bring 
value to our clients 
and put members 
on their path to 
better health

Why aren’t we 
there yet?

Outside drug labeling, PGx has proposed 

uses that have not materialized

Mental health, anticoagulation and 

polypharmacy have been areas of promise

Large, high-quality studies have repeatedly 

failed to produce outcomes relevant 

enough to warrant the intervention

Actionable PGx drug-gene pairs are 

not always feasible or cost-effective

Low consensus between 

guideline-publishing entities

Different coverage among Medicare, 

Medicaid and commercial payors
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Legal disclaimers

Legal disclaimers

The source for data in this presentation is CVS Health Enterprise Analytics unless otherwise noted.

All data sharing complies with applicable law, our information firewall and any applicable contractual limitations.

Adherence and health outcome results, savings projections and performance ratings are based on CVS Caremark data. Actual results may vary 

depending on benefit plan design, member demographics, programs implemented by the plan and other factors. Client-specific modeling available upon 

request.

The Maintenance Choice program is available to self-funded employer clients that are subject to ERISA. Non-ERISA plans such as fully insured health 

plans, plans for city, state or government employees and church plans need CVS Caremark legal approval prior to adopting the Maintenance Choice 

program. Prices may vary between mail service and CVS Pharmacy due to dispensing factors, such as applicable local or use taxes.

Specialty Expedite is available exclusively for providers who use compatible electronic health record (EHR) systems, including Epic Systems and others 

that participate in the Carequality Interoperability Framework.

Specialty delivery options are available where allowed by law. In-store pick up is currently not available in Oklahoma. Puerto Rico requires first-fill 

prescriptions to be transmitted directly to the dispensing specialty pharmacy. Products are dispensed by CVS Specialty and certain services are only 

accessed by calling CVS Specialty directly. Certain specialty medication may not qualify. Services are also available at Long’s Drugs locations.

Patient stories and patient names are presented for illustrative purposes only. Any resemblance to an actual individual is coincidental. Unless otherwise 

specified, images contained within are licensed or the property of CVS Health or one of its affiliates.

This presentation contains trademarks or registered trademarks of CVS Pharmacy, Inc. or one of its affiliates; it may also contain references to products 

that are trademarks or registered trademarks of entities not affiliated with CVS Health.
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Glossary
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