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• U.S. biologic market size is estimated to 
reach $749B in 2028.1

• As of October 2022, there have been 26 
new FDA drug approvals of which majority 
are specialty.2

• Net price of Humira has risen 29.6% from 
the beginning of 2017 to the end of 2020.3

• Innovative biological products like gene 
therapy entered the U.S. market in 2017 
with an average cost of $500K or more.

• The pipeline of costly gene and cell 
therapies will continue to grow and the use 
of biosimilars has started to finally increase 
in the US.4

Specialty Drug Pipeline

ww.businesswire.com/news/home/20210528005373/en/Global-Biologics-Market-2021-to-2028---Size-Share-Analysis-Report---ResearchAndMarkets.com
1. https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2022 10.14.2022
2. press-releases/icer-identifies-most-significant-2020-us-drug-price-hikes-not-supported-by-new-clinical-evidence
3. PWC. Medical cost trend: Behind the numbers 2022. Accessed 10.14.22

Chart is showing novel new drugs: Novel drugs are often among the more 
innovative products in the marketplace, and/or help advance clinical care by 
providing therapies never before marketed in the United States. 2022 data through 
October 2022

(numbers from FDA website)
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Specialty Drug Fast Facts
Drug Expenditure 

1. Pharmaceuticals Strategy Group. Artemetx State of Specialty report. August 2022
2. https://www.evernorth.com/articles/specialty-drug-trends-and-utilization
3. https://www.prnewswire.com/news-releases/ams-2021-specialty-drug-trends-report-highlights-lack-of-transparency-301583367.html

Average cost of a 
specialty claim is 

$4,562
in 20211

<2% 
of the population 

use specialty drugs
but accounts for 

51% 
of all drug spend2

75% of the 

~7K prescription 
drugs in development are 

specialty drugs3
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• New drug development is increasingly focused 
around rare diseases.  

• Top three companies have >65% of the specialty 
market share.1

• Walgreens has 10% of the market.1

• Many drug makers raised the price of hundreds 
of drugs over the 8.5% rate of inflation in 2022.2

• Inflammatory leads with 35%. Oncology has 
26% and multiple sclerosis has 7%. 

• Biogen’s Aduhelm (aducanumab) for Alzheimers 
was approved June 7, 2021 causing much 
controversy. In 2022, Medicare refused to pay 
for it due to lack of data on safety and efficacy.4

• Leveraging legislation to bring drugs to market 
faster and protect profits (21st Century Cures 
Act, Orphan Drug Act, etc.)

Specialty Pharmacy Landscape

1 https://www.drugchannels.net/2022/05/dcis-top-15-specialty-pharmacies-
of.html

2 https://www.axios.com/2022/09/30/drug-prices-rose-faster-than-inflation
3 Pharmaceuticals Strategy Group. 2022 State of Specialty Spend and Trend 

Report, p.20
4 https://www.bloomberg.com/news/features/2022-09-12/aduhelm-drug-

approval-saga-has-alzheimer-s-patients-in-limbo

Top Categories3
% of 2021
Drug Spend

Inflammatory Disorder 35
Oncology 26
Multiple Sclerosis 7
Immunological Disorders 4
Blood Cell Disorders 4
Lung Disorder 3
Growth Disorders 2
Skin—Immunosuppressant 2
Enzyme Deficiency 2
Bleeding Disorders 1
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Clinical studies show that the biosimilar does not have clinical differences from the reference 
product.

Response to High Cost of Biologics
Biosimilars

“Generic-like” versions 
of biologic drugs

2010 Biologics Price 
Competition and Innovation 

Act (BPCI Act)

Regulated by the U.S.
Food and Drug Administration (FDA); 
Biologics license application (BLA)

A diverse category of 
products and are generally 
large, complex molecules

Drugs manufactured 
using a living organism 

Not exact copies of the 
reference biologic 

(similar to biologic)

Usually administered 
through injection

Treats patients 
with cancer and 

autoimmune diseases

Very expensive to make (complicated 
development and manufacturing)

What is a Biosimilar?
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On March 6, 2015, the FDA approved the first biosimilar Zarxio (Sandoz) for 
distribution in the United States. This is a biosimilar to Neupogen (Amgen).
• Total Neupogen US sales $101M in 2021.1

• Zarxio price is 18% less than brand Neupogen.2

• About 5 years for Zarxio to gain 50% of market share.3

• After 3 years, the share of the Zarxio biosimilar claims rose to 60% among office-based providers 
and 49% among providers at outpatient hospitals.4

Three biosimilars of Neulasta had 30% market share in July 2020, about two years after 
the first product’s launch.4
• Total Neulasta US sales $1.5B in 20211 

• Biosimilar Fulphila approved in 2018 lowest retail price was 60% less compared to Neulasta’s 
average price.5

Oncology Supportive Care
Neupogen and Neulasta Biosimilars

1. Amgen Reports 4th Quarter and FY 2021 Financial Results
2. Center for Biosimilars
3. AJMC Provider Differences in Biosimilar Uptake in the Filgrastim Market, March 2020
4. Drugchannels.net
5. https://endpts.com/look-out-neulasta-a-5th-biosimilar-is-coming
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In January 2023 Amjevita will be the first Humira biosimilar launched 
in U.S.
• Humira has expanded its indications to a total of 10 to include a broad spectrum of 

inflammatory conditions (e.g., Crohn’s disease, plaque psoriasis, psoriatic arthritis, 
rheumatoid arthritis)

• Six other Humira biosimilars have also been approved by the FDA and will be 
launched by the end of 2023.

– Cyltezo: Approved 2017; Hyrimoz: Approved 2018; Hadlima and Abrilada: Approved 2019.
– Hulio: Approved July 2020; Yusimry: Approved December 2021

• 2021 Humira sales were $20.7B in U.S.1 and $4.7B in 2Q 20222

• Abbvie projects Skyrizi and Rinvoq will generate $15B by 20253

Inflammatory Conditions
Humira Biosimilars

1. https://www.statista.com/statistics/318206/revenue-of-humira/
2. Abbvie news—Reports 2nd quarter 2022 financial results, July 29, 2022
3. Fiercepharma.com
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Biosimilars Approved in the United States

• Biosimilar approvals are making some strides.
• There are 39 biosimilars approved in the U.S.1

• Of those approved, about 22 are launched.2

• There are 9 Enbrel and Humira biosimilars 
approved, which are not yet launched. Humira 
will launch throughout 2023.

• Biosimilars launch at a WAC 10-57% lower 
than the reference product (medical benefit).2

• Cumulative US savings for drug spend with 
biosimilar competition is estimated at $21B 
in 6 years2

Chart based on FDA website, October, 2022

1. FDA website, October 2022. 
2. Amgen. 2022 Biosimilar Trends Report , October 2022.
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Biosimilars are not generics

Overall list price for 
biosimilars may be up 
to 20% less

Manufacturers often use 
tactics to stall the launch of 
competing biosimilar drugs

Barriers to Biosimilar Uptake
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• FDA efforts
• Interchangeability
• Physician incentives
• Regulatory efforts 
• Biosimilar manufacturers 
• PBM efforts
• Plan efforts

Promoting Biosimilars
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Non-Specialty:
• Recently approved Vuity
• GLP-1s/Weight Loss

–Ozempic, Wegovy
• Chronic Kidney Disease

–Kerendia
• Migraines

–Nurtec

Looking Ahead

Vuity
First drug approved to treat 
Age-Related Blurry Near Vision 
(Presbyopia)
• 128 millions, mainly above the 

age of 40, suffer from presbyopia
• Optejet dispenser, allows more 

consistent dosing

Cost: $80/month
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Specialty:
• Atopic Dermatitis

– Dupixent, Rinvoq
• Plaque Psoriasis

– Otezla, Sotyktu

Generic Releases: 
• Revlimid, Restasis

Looking Ahead

Sotyktu
Treatment of moderate to severe 
plaque psoriasis who are candidates 
for systemic or phototherapy

Once daily pill

Cost: $6,164/month and $75K/yr 
(according to everydayhealth.com)
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• Provention Bio’s teplizumab would be the first 
preventative therapy for Type 1 Diabetes (T1D) 
if approved1

– After a single 14-day course of drug, the onset of T1D 
could be delayed by a median of two years in children 
and adults at high risk

• In 2019, 37.3 million Americans had diabetes. Nearly 
1.9 million Americans have T1D, including about 
244,000 children and adolescents2

• Each year there are 1.5 million new cases of 
T1D in America3

• FDA declined approval back in 2021 but FDA PDUFA 
date is November 17, 2022

Specialty Pipeline Highlight: Teplizumab
Teplizumab
a humanized anti-CD3 monoclonal 
antibody that aims to protect the 
remaining beta cells in patients 
at risk of Type 1 diabetes. 

There is also a possibility to restore 
glucose control in the early stages.

A study has cited that if Teplizumab 
is below $48,900 then it would be 
cost-effective to treat all at-risk.1

1. Mital S, Nguyen HV. Cost Effectiveness of Teplizumab for Prevention of Type 1 Diabetes 
Among Different Target Patient Groups. Pharmacoeconomics. 2020 Dec;38(12):1359-1372. 

2. https://diabetes.org/about-us/statistics/about-diabetes
3. National Diabetes Statistics Report 2020
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Specialty Drug Fast Facts
Medical Benefit

1. www.evernorth.com
2. Magellan Rx Management Medical Pharmacy Trend Report’
3. https://www.express-scripts.com/corporate/right-tools-medical-drug-management

About

40%
of specialty drugs 

billed under the 
medical benefit.1

Oncology
represents about 

50%
PMPM spend for the 
Commercial line of 

business and > 60% 
for Medicare.2

FDA expects to approve 

10-20 gene 
therapies per year by 2025, 

with prices ranging from 

$850K-
$5M3
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• Specialty under medical benefit usually includes infused drugs.
• Some common drugs include Rituxan, Remicade and Epogen.
• Drugs administered in a hospital setting cost 3-5 times more than 

other channels.1
• In 2021, spend in the pharmacy benefit channel was 64.5% and in 

the medical benefit was 35.5%, which is similar to 2016.2
• Average cost per specialty claim in the medical channel is $2,531.2
• Gene therapies must be administered in authorized treatment 

centers, treatment is most likely covered under medical benefit 
along with adverse effect management and supportive care.

Specialty Drugs Under Medical Benefit

1. https://www.infusionprovidersalliance.org/cost-savings-and-improved-quality-in-a-clinic-based-setting/
2. Pharmaceuticals Strategy Group. Artemetx State of Specialty report. August 2022
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• Medical claims are billed with health care procedure codes 
(HCPCs) instead of NDCs making it difficult to determine drug 
spend

• Availability of utilization management (UM) tools or limited UM
• Medical claims are not available until days to weeks after 

treatment 
• Bundle billing—Multiple services reimbursed under 1 code 
• Pharmacy claims are nearly real-time before patient uses the 

medication, but medical claims are not available from days to 
weeks 

Challenges of Managing Specialty Drugs 
Under Medical Benefit

https://payorsolutions.cvshealth.com/insights/managing-specialty-drug-spend-under-the-medical-benefit
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• Gene Therapy is a one-time treatment
• Involves replacing a gene that causes a medical 

problem with one that does not, adding genes 
to help the body fight or treat disease, or 
turning off genes that cause medical problems

• The number of treatments in clinical trials 
increased by 25% over the past year, going 
from 289 to 362.1

• Primarily cancer therapy and about 1/3 focused 
on rare diseases with limited to no treatment 
options.

• Growing concern over cost, payment models 
and commercial success.

Gene Therapy

1. Robust Cell and Gene Therapy Pipeline Targets a Range of Diseases
2. FDA statement

H07.1-17



Skysona . . .
is indicated in boys 4-17 years old with 
cerebral adrenoleukodystrophy (CALD) a 
progressive, irreversible, and fatal neurologic 
disease.

The wholesale price of Skysona is 
approximately $3M for a single one-time 
therapy, making it now the highest cost gene 
therapy product on the market.

Estimated 700 US pediatric patients, 
primarily boys

Zynteglo . . .
Treats for beta thalassemia, which is an 
inherited genetic disorder characterized 
by deficiencies or variants in hemoglobin.

The wholesale price of Zynteglo is 
approximately $2.8 million for a single 
course of therapy in the US.

1,450 estimated U.S. patients

Recently Approved Gene Therapies 
Zynteglo and Skysona

https://www.fiercepharma.com/pharma/bluebirds-28m-gene-therapy-zynteglo-
gets-fda-backing-beta-thalassemia

https://www.fiercepharma.com/pharma/3m-gene-therapy-bluebird-breaks-own-record-
fda-approval-skysona
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Roctavian . . . 
is administered as a single infusion 
and has shown positive results for 
patients with hemophilia A. During 
the clinical trials, patients who 
received the infusion saw their 
bleeding episodes drop from an 
average of 4.8 to an average of 0.8, 
an impact that was sustained for 
one year. 
Biomarin has proposed cost of 
$2.5M.

• This new gene therapy would be for patients with
Hemophilia A, which is the most common and most
severe form of hemophilia.

• CDC estimates 20K hemophilia patients in the U.S.
• Occurs much more frequently in males; Estimated

at 1 in 4,000-5,000 male births.
• Current medications to treat hemophilia cost an

average of $270,000 annually per patient or more.
Standard regimen is IV infusions 3 times a week.

• FDA decision delayed due to requirement of longer
term data; Decision expected 1st quarter 2023.

Pipeline Highlight: Hemophilia A Gene Therapy 
Roctavian

Biomarin website, 2022
https://hemophilianewstoday.com/news/gene-therapy-roctavian-reduces-bleeding-in-hemophilia-
a-phase-3-trial-shows/
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Pharma 
Revenue
 Formulary rebates
 “Other” rebate
 Administrative fees
 Patient education/ 

services
 Data sales
 Clinical Grants
 Other

Administrative 
Fees
 Utilization 

Management
 Clinical programs
 Medicare Part D 

administration
 Disease and Health 

management 

Retail
 AWP margin 

“spread”
 Dispensing fee 

margin “spread”
 System access fees

Mail Order 
and Specialty
 AWP margin
 Purchase Volume 

discounts
 Patient services

PBMs have multiple sources of potential profit and will vary 
pricing terms/fees based on the plan’s unique characteristics

Understanding PBM Profit Sources
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• Specialty trend remains in the double digits due to:
– Price inflation
– Price increases of existing specialty drugs
– New specialty drugs replacing lower-cost therapies.

• There is a robust pipeline for specialty 
medications

• Continued pharmacy benefit manager (PBM) 
gaming of contractual language

• Balancing cost control with member satisfaction
• Service issues among some PBMs, resulting in 

misapplication of plan rule changes and even 
new financial terms

Pharmacy Benefit Challenges

Source: Segal Health Plan Cost Trend Survey

13.4% 13.5%

2022 2023

Projected Specialty Drug Trend: 
2022 and 20231
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Top Pharmacy Benefit 
Cost-Management Strategies

1. Improve Contracting Terms through Bids or Market Checks
• Buy Aggressively (e.g., Reverse Auctions)
• Negotiate Clear Contracts
• Monitor Results

2. Expand pharmacy utilization management programs
• Prior Authorization
• Step Therapy
• Expanding exclusions
• Opioid Rx management

3. Plan cost share redesign
• New copays for specialty Rx tier
• Greater use of percent coinsurance on brands

4. Contract with copay assistance vendors
5. Implement Lower Cost Drug Formularies
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Strategies for Specialty Management
Specialty Solutions

Specialty 
Solutions

Site of Care 
Optimization 

Channel 
Management

Utilization 
Management

Formulary or 
Preferred Step 
Management

Copay 
Assistance

Network 
Management

Minimizing the Cost and Maximizing Care

Due to the Mental Health Parity and Addiction Equity Act, special 
considerations come into play when strategies are used to manage 
drugs used to treat mental health conditions or substance use disorders
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• Determine site-of-care cost optimization under medical 
benefit 

• Opportunities usually exist to shift utilization to lower cost 
providers (Segal client case study below) 

Strategies for Specialty Management
Site-of-Care Cost Optimization

Drug Cost Variation By Provider
Top 4 Drugs Under Medical Benefit 
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Strategies for Specialty Management
Copay Assistance Programs

• Various types of copay 
programs available from 
your PBM or a third party

• May have grandfathering 
or other compliance 
implications. 
Please consult your local 
compliance consultant
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Utilization
Management

Formulary 
Management

Actionable 
Performance 
Reporting

Comprehensive Prior 
Authorization rules

Treatment protocols based 
on best clinical practice 

(e.g., oncology pathways)

Use of less costly 
formulary alternatives

Financial

Clinical

Strategies for Specialty Management
Other Specialty Solutions
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Prescription Drug Benefits 
Prevalence of Rx Drug Plan Features

82%

51% 61%
45% 45%

22%
5% 2%

Plans with
prior

authorization
rules imposed
for specialty
medications

Plans with
step therapy

in place

Plans with
quantity limits

in place

Plans with
a member

coinsurance*

Plans with
a Retail
90-day
option*

Plans with
mandatory
mail order
provision*

Plans with a
limited or
narrow

pharmacy
retail

network*

Plans with a
varied copay
for preferred
generic Rxs
and non-
preferred

generic Rxs*

Segal Plan Sponsors 2021 Survey
Source: Segal’s 2021 Database of Health Plans
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Drug innovation continues at a rapid pace primarily focused 
on rare diseases with limited to no treatment options. 
This includes the growing area of Gene Therapy.

Saving opportunities exist with the growth of biosimilar drugs.

There are multiple ways to manage specialty medications 
that can be explored, relying solely on your PBM or Health Plan may 
not be the best approach.

Your PBM will likely frown on using some of the techniques discussed 
here today and if so, dig deeper to better understand why and make 
sure they prove and guarantee their value.

Key Takeaways
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Key Takeaways Session 
Evaluation—
Scan this 
QR code.

Session 
eval QR 

code here

In addition to the pharmacy benefit, half of the specialty 
spend lies under the medical benefit often with minimal 
scrutiny. There are various medical benefit management 
tools that can help curb spend.

Do your due diligence before implementing any of the 
unique strategies mentioned today. There are a number of
nuances with each and therefore you need to ensure you 
have checked all the boxes before moving forward.

Be prepared to continuously evaluate new drugs 
and treatments!
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