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EXPLORE A DIFFERENT PATH TO TREATING DRY EYE DISEASE.2

Tyrvaya®, the fi rst and only nasal spray approved to treat the signs 
and symptoms of dry eye, is believed to activate the trigeminal 
parasympathetic pathway via the nose, resulting in increased tear fi lm 
production.2 The exact mechanism of action is unknown at this time.

Watch Tyrvaya in action at Tyrvaya-pro.com.

Treat by activating 
tear film production.2

INDICATION
Tyrvaya® (varenicline solution) nasal spray 
is indicated for the treatment of the signs 
and symptoms of dry eye disease. 

IMPORTANT SAFETY INFORMATION 
The most common adverse reaction reported in 
82% of patients was sneezing. Events that were 
reported in 5-16% of patients were cough, throat 
irritation, and instillation-site (nose) irritation. 

Dry eye starts with 
tear film disruption.1

References: 1. Craig JP, Nelson JD, Azar DT, et al. Ocul Surf. 2017;15(4):802-812. 2. Tyrvaya. Prescribing Information. Oyster Point Pharma; 2021.

© 2022 Oyster Point Pharma, Inc. Oyster Point®, the Oyster Point logo, Tyrvaya®, and the Tyrvaya logo are trademarks of Oyster Point Pharma, Inc. 
in the United States and certain jurisdictions. All rights reserved. OP-TYR-001338 3/22

Please see Brief Summary of Prescribing Information on the adjacent page and the full Prescribing 
Information at Tyrvaya-pro.com.

IMPORTANT SAFETY INFORMATION 

BRIEF SUMMARY: Consult the full Prescribing 
Information for complete product information 
available at www.tyrvaya-pro.com.  

INDICATIONS AND USAGE

TYRVAYA® (varenicline solution) nasal spray is a 
cholinergic agonist indicated for the treatment of the 
signs and symptoms of dry eye disease.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are 
conducted under widely varying conditions, adverse 
reaction rates observed in the clinical trials of a drug 
cannot be directly compared to rates in the clinical 
trials of another drug and may not reflect the rates 
observed in practice.

In three clinical trials of dry eye disease conducted 
with varenicline solution nasal spray, 349 patients 
received at least 1 dose of TYRVAYA. The majority of 
patients had 31 days of treatment exposure, with a 
maximum exposure of 105 days. 

The most common adverse reactions reported in 82% 
of TYRVAYA treated patients was sneezing.  Other 
common adverse reactions that were reported in 
>5% of patients include cough (16%), throat irritation 
(13%), and instillation-site (nose) irritation (8%).

USE IN SPECIFIC POPULATIONS

Pregnancy: Risk Summary: There are no available 
data on TYRVAYA use in pregnant women to inform 
any drug associated risks. In animal reproduction 
studies, varenicline did not produce malformations at 
clinically relevant doses.

All pregnancies have a risk of birth defect, loss, or 
other adverse outcomes. In the US general population, 
the estimated background risk of major birth defects 
and miscarriage in clinically recognized pregnancies is 
2% to 4% and 15% to 20%, respectively.

Data: Animal Data: Pregnant rats and rabbits 
received varenicline succinate during 
organogenesis at oral doses up to 15 and
30 mg/kg/day, respectively. While no fetal 
structural abnormalities occurred in either 
species, maternal toxicity, characterized by 
reduced body weight gain, and reduced fetal 
weights occurred in rabbits at the highest dose 
(4864 times the MRHD on a mg/m2 basis). 

In a pre- and postnatal development study, 
pregnant rats received up to 15 mg/kg/day of 
oral varenicline succinate from organogenesis 
through lactation. Maternal toxicity, 
characterized by a decrease in body weight 
gain, was observed at 15 mg/kg/day (1216 
times the MRHD on a mg/m2 basis). Decreased 
fertility and increased auditory startle response 
occurred in offspring at the highest maternal 
dose of 15 mg/kg/day.

Lactation: Risk summary: There are no data on 
the presence of varenicline in human milk, the 
effects on the breastfed infant, or the effects on 
milk production. In animal studies varenicline 
was present in milk of lactating rats. However, 
due to species-specifi c differences in lactation 
physiology, animal data may not reliably predict 
drug levels in human milk. 

The lack of clinical data during lactation 
precludes a clear determination of the risk of 
TYRVAYA to an infant during lactation; however, 
the developmental and health benefi ts of 
breastfeeding should be considered along with 
the mother’s clinical need for TYRVAYA and any 
potential adverse effects on the breastfed child 
from TYRVAYA.  

Pediatric Use: Safety and effi cacy of TYRVAYA 
in pediatric patients have not been established. 

Geriatric Use: No overall differences in safety 
or effectiveness have been observed between 
elderly and younger adult patients. 

Manufactured for: Oyster Point Pharma, Inc, 202 Carnegie Center, Suite 109, Princeton, NJ 08540  
For more information visit www.tyrvaya-pro.com.
To report an adverse event, contact 1-877-EYE-0123. 
© 2022 Oyster Point Pharma, Inc. Oyster Point®, the Oyster Point logo, Tyrvaya®, and the Tyrvaya logo are
trademarks of Oyster Point Pharma, Inc. in the United States and certain jurisdictions. All rights reserved.     
Issued: Oct 2021 OP-TYR-001338  3/22
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Publisher’s Note

O
ur annual State of the Industry survey is always a good way 
to begin the year. The results give us some fresh insight 
into what is on the minds of our readers. Hearing from 
you helps us decide which topics we should be covering in 
Managed Healthcare Executive®. To those who took the time 

and trouble to fill out the survey, many thanks. There were more 
than 450 of you this year, a much larger number than in the recent 
past. Our colleagues at Medical Economics® shared the survey with 
their readers. That undoubtedly helped boost the numbers.

Many of the results confirm rather than upend expectations. 
Labor shortages and closing healthcare disparities ranked one 
and two, respectively, as what the respondents believe are the 
most important issues facing American healthcare this year. Both 
topics are topping many 2023 healthcare lists.

Remote care technologies were the top pick among choices 
about which developments in healthcare technology will have 
the biggest effect on the cost and delivery of healthcare; we have 
an article on remote care technology scheduled for an upcoming 
issue. In politics and policy, implementation of the healthcare 
provisions of the Inflation Reduction Act looms the largest for 
our survey respondents. We’ll be watching and reporting on 
those provisions as they unfold during this and subsequent years, 
especially the changes to Medicare Part D and the run-up to CMS 
negotiating prescription drug prices.

Every year we ask an optimism question to gauge the general 
outlook about state of U.S. healthcare. As usual the survey shows 
more optimism (37% of respondents) than pessimism (24%) with 
the largest group (39%) identifying themselves as neutral. But 
there is nuance and texture to people’s outlooks. Our question 
about addressing healthcare disparities revealed some skepti-
cism: 47% indicated agreement with the statement that the  
efforts are well intentioned but unlikely to have a substantial 
effect. And one of our questions about value-based care showed 
that a rather jaundiced view is not uncommon: 41% indicated 
that they agreed that some organizations have gamed value-based 
arrangements to boost profits and revenue. 

We are publishing the results of the survey in this issue, but 
they will serve as a resource all year long as we strive to provide 
you with smart, up-to-date information about the vast, intricate 
puzzle that is U.S. healthcare. 
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Editorial Advisory Board

Mission  Managed Healthcare Executive® provides healthcare 
executives at health plans and provider organizations with analysis, 
insights and strategies to pursue value-driven solutions.

Darnell Dent is principal of Dent Advisory Services LLC, 
a management consulting practice focused on helping 
leadership improve organizational effectiveness and 
overall performance. He most recently served as president 
and CEO of a managed care organization.

David Calabrese, M.H.P., is market president, 
Health Plans/PBMs at OptumRx, a pharmacy benefi ts 
fi rm that provides services for more than 65 million 
lives nationally.

Joel V. Brill, M.D., is the chief medical offi cer for 
Predictive Health LLC, which partners with stakeholders 
to improve coverage of value-driven care that optimizes 
health for people.

François de Brantes, M.S., MBA, is senior 
partner at HVC Incentives Advisory Group LLC.

Douglas L. Chaet, FACHE, is president of Value 
Evolutions and the founder and chairman of the American 
Association of Integrated Healthcare Delivery Systems.

Perry Cohen, Pharm.D., is CEO of The Pharmacy 
Group and the TPG family of companies, which provides 
services to associations, healthcare and information 
technology organizations, payers and pharmaceutical 
companies.

Don Hall, M.P.H., is principal of DeltaSigma 
LLC, a consulting practice specializing in strategic 
problem-solving for managed care organizations. 
He most recently served as president and CEO of a 
nonprofi t, provider-sponsored health plan.

Otis Brawley, M.D., is the Bloomberg Distinguished 
Professor of Oncology and Epidemiology at Johns 
Hopkins University and former chief medical and 
scientifi c offi cer of the American Cancer Society.

Lili Brillstein is a nationally recognized thought 
leader in the advancement of Episodes of Care as a 
value-based approach for specialty care. She is the CEO 
of BCollaborative, which works with stakeholders across 
the healthcare continuum to successfully make the move 
from fee-for-service to value-based healthcare.

Rodrigo Cerdá, M.D., M.P.H., is senior vice 
president of health services and chief medical offi cer 
of Independence Blue Cross in Philadelphia.  

William Shrank, M.D., is Humana’s senior vice president 
and chief medical offi cer. In this role, he is responsible for 
leading and implementing the company’s integrated care 
delivery strategy. This strategy emphasizes a consumer-
friendly, evidence-based, technology-enabled approach to 
personalized health improvement for the company’s more than 
16 million Humana health plan members. 

Margaret A. Murray, M.P.A., is the founding 
CEO of the Association for Community Affi liated Plans, 
which represents 54 nonprofi t safety net health plans 
in 26 states.

John Mathewson, M.H.S.A., is chief operating 
offi cer for America’s Health Insurance Plans (AHIP), the 
national trade association that advocates for the health 
insurance community and the consumers they serve 
across the nation.

Keely Eng Macmillan, M.S., is an associate 
principal at Sg2, a healthcare consulting fi rm 
headquartered in Skokie, Illinois.

Kevin Ronneberg, M.D., is vice president and 
associate medical director for health initiatives at 
HealthPartners, an integrated, nonprofi t provider and 
health insurance company located in Bloomington, 
Minnesota. 

Cynthia Hundorfean is president and CEO of 
Allegheny Health Network (AHN), an integrated healthcare 
delivery system that serves Western Pennsylvania. AHN is 
part of the Highmark Health family of companies.

Eric C. Hunter, MBA, is the president and CEO of 
CareOregon, a nonprofi t health plan based in Portland, 
Oregon. 

Ateev Mehrotra, M.D., M.P.H., is a professor 
of healthcare policy and medicine at Harvard 
Medical School and a hospitalist at Beth Israel 
Deaconess Medical Center in Boston.

Marc Samuels, J.D., M.P.H., is the CEO of ADVI, 
a strategic advisory services life sciences fi rm in 
Washington, D.C. 
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Medical World News™ is a fi rst-of-its-kind, 24-hour online program 
for healthcare professionals, by healthcare professionals. The 
site provides video editorial content on cutting-edge topics in 
healthcare as well as stories about the well-being practices 
of healthcare professionals and their interests outside  
work. The videos are available as a livestream and on 
demand for all healthcare stakeholders. News, 
insight, human interest — you will fi nd it all 
on Medical World News™.

“MEDICAL WORLD NEWS DEEP DIVE”™

Value-based in community oncology practices

Jay Scott, M.D., director of managed care at Minnesota Oncology, 
discusses value-based care, strategies for how to best implement it and 
overcoming the many challenges to shifting to value-based care, with 
Nichole Tucker, M.A., senior editor of Targeted Oncology ®.

https://www.medicalworldnews.com/view/deep-dive-deep-dive-into-value-based-care
-in-community-oncology-practices

“MEDICAL ECONOMICS PULSE”™

Physician burnout and mental health

Gary Price, M.D., president of The Physicians Foundation and an 
attending surgeon at Yale-New Haven Hospital, speaks with Richard 
Payerchin, an associate editor at Medical Economics ®, about physician 
burnout and mental health.

https://www.medicalworldnews.com/view/medical-economics-pulse-physician-burnout-and-mental-health

“AFTER HOURS”®

Boosting brain health through music

“I fi nd music is really a key instrument in regulating my brain health 
in all sorts of different ways,” says Harris A. Eyre, M.D., Ph.D. In this 
installment of “After Hours”®, Eyre, lead of the Brain Capital Alliance, 
talks about how listening to different types of music helps him with both 
productivity and relaxation.

https://www.medicalworldnews.com/view/after-hours-boosting-brain-health-through-music
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Formulary Watch ® (www.formularywatch.com) is a website affi liated with Managed Healthcare Executive ®
that covers formularies, pharmacy benefi t management companies, drug approvals and other matters related to 
medications, their prices and insurance coverage.

Denise Myshko is the editor in charge of Formulary Watch ®. Have a tip, some news or a suggestion for a topic 
that Formulary Watch ® should cover? Please drop Denise a line at dmyshko@mjhlifesciences.com.

Below are two articles, edited for length, that were recently posted on Formulary Watch ®.

Beginning this year, Optum Rx plans to include Amgen’s 
Amjevita (adalimumab-atto), a biosimilar of AbbVie’s blockbuster 
autoimmune disease drug Humira (adalimumab), as well as two 
additional biosimilars. 

The new biosimilars will be on the Optum Rx Select and 
Premium formularies, according to a company spokesperson. 
No information has been provided on tiering or utilization 
management strategies that could be employed. OptumRx was 
the fi rst of the large pharmacy benefi t managers to publicize its 
plans for Humira biosimilars.

Humira is a widely prescribed drug in the United States 
and elsewhere. It had sales of more than $20 billion in 2021. 
Specialty drugs such as Humira account for 2% of prescriptions 
but about 50% of the spending on drugs in the U.S., which is 
projected to reach $505 billion this year. Insurance companies 
and other payers see biosimilars, which are priced lower than 
their brand-name reference products, as a way of slowing drug 
cost increases. According to some projections, biosimilars would 
reduce drug expenditures by $100 million over the next fi ve years.

Amjevita will have the advantage of a head start, but at 
least six other Humira biosimilars are expected to hit the market 
during the second half of this year. 

“The coming wave of biosimilars is a pivotal opportunity to 
reduce cost and increase access to care for millions of people,” 
Heather Cianfrocco, Optum Rx CEO, said in a statement. 
“OptumRx fully supports advancement of the biosimilar market 
as part of our commitment to providing patients and providers 
with high quality and affordable care, fl exibility and choice.”

Optum Rx leaders said they estimate double-digit client net 
cost improvement in 2023 compared with 2022 because of the 
Humira biosimilars. “Our independent pharmacy and therapeutics 
committee has reviewed all the FDA-approved biosimilars to 

maintain clinical quality of care,” the company 
said in a statement. “Biosimilars added at parity 
will optimize patient, provider and client choice 
and fl exibility.” 

Authorities seize fake drugs 
with lethal doses of meth, fentanyl

The Drug Enforcement Administration (DEA) says there has 
been a sharp increase in fentanyl-laced fake prescription pills 
even as authorities crack down on counterfeit drug rings. 
Popular counterfeit medications include Adderall (mixed 
amphetamine salts) and oxycodone.

The DEA found that 6 in 10 fentanyl-laced counterfeit 
prescriptions contain a potentially lethal dose of fentanyl, 
the agency said in a news release. Last year, 4 in 10 had 
potentially lethal doses of fentanyl, a synthetic opioid that 
the DEA says is 50 to 100 times more potent than morphine. 

Meanwhile, other kinds of drugs are being added to 
fake prescription drugs. “We’ve seen an enormous rise 
in new types of counterfeits, such as fake Adderall made 
with methamphetamine, and the use of a new substance, 
xylazine, in pills that used to contain fentanyl,” Shabbir 
Imber Safdar, executive director of the Partnership for Safe 
Medicines, told Formulary Watch®. 

Safdar said there are also fake blood thinners with no 
active ingredient: “It’s a dangerous time.”

Recently, the U.S. Attorney in Massachusetts charged 
23 people with running a drug traffi cking organization that 
manufactured and sold genuine and counterfeit prescription 
medications. Law enforcement offi cials seized 74,000 
counterfeit Adderall pills containing methamphetamine and 
more than 1,000 counterfeit oxycodone pills containing 
fentanyl. The drug traffi cking organization manufactured 
and distributed both pharmaceutical-grade Adderall and 
counterfeit pills containing methamphetamine, along with 
methamphetamine, Xanax (alprazolam), oxycodone (both 
pharmaceutical-grade and counterfeit pills containing 
fentanyl), cocaine and marijuana.

According to the federal Centers for Disease Control and 
Prevention, 107,622 Americans died of drug 
poisoning in 2021, and 66% of the deaths 
involved synthetic opioids such as fentanyl, 
according to the DEA. 

Optum Rx to cover 
Amgen’s Humira biosimilar



Chief Healthcare Executive ®, a sibling publication of Managed Healthcare Executive ®, 
covers issues facing hospitals and health systems. The digital outlet publishes news, 
features and analysis each day. 

Ron Southwick is the editor of Chief Healthcare Executive ®. If you have a news tip or a 
story idea, email Ron at rsouthwick@mjhlifesciences.com. You can also subscribe to 
Chief Healthcare Executive ®’s  free newsletter to deliver top stories right to your inbox.

What follows are two stories that recently appeared in Chief Healthcare Executive ®.

Atrium Health and Advocate Aurora Health say they have 
completed the merger of the two health systems, concluding 
one of the hospital industry’s most-watched deals and 
potentially setting the stage for more consolidations.

The newly merged system  will be one of America’s largest 
nonprofit hospital systems. The new Advocate Health system 
will have combined annual revenues of approximately  
$27 billion, 150,000 employees and 67 hospitals in six states. 
The leadership of the two systems announced the intention  
to merge in May.

Eugene Woods, M.H.A., MBA, president and CEO of 
Atrium Health, and Jim Skogsbergh, M.H.A., the president 
and CEO of Advocate Aurora, will serve as co-CEOs until 
Skogsbergh retires in 18 months.

Advocate Health is going to be headquartered in Charlotte, 

North Carolina, but the organization said it will maintain a 
strong presence in the Chicago and Milwaukee areas. The new 
system is planning to build an institute focused on health equity 
in Milwaukee. The Wake Forest University School of Medicine 
in Winston-Salem, North Carolina, will serve as “the academic 
core” of the new organization.

The Biden administration has vowed to step up antitrust 
actions, including scrutiny of  hospital mergers. However, 
Atrium and Advocate Aurora operate in different markets, so 
antitrust law might not apply. Atrium, based in Charlotte, runs 
hospitals and care sites in North Carolina, South Carolina, 

Georgia and Alabama. Advocate Aurora, with 
corporate offices in Downers Grove, Illinois, and 
Milwaukee, operates facilities in Illinois and 
Wisconsin. 

Children’s hospitals continue to struggle with a high number 
of patients with respiratory syncytial virus (RSV) and other 
respiratory illnesses, with many hospitals at or above capacity.

Hospitals began seeing scores of patients infected with RSV 
and other respiratory viruses in October, several weeks earlier 
than normal. Hospital leaders say they are seeing extremely 
long wait times in their emergency departments.

Hospitals across America are packed with children with 
respiratory illnesses. Wendy Woods-Swafford, M.D., M.P.H., chief 
medical officer of Blank Children’s Hospital in Des Moines, Iowa, 
told Chief Healthcare Executive® that the system is seeing far more 
patients with RSV and respiratory viruses than in previous years.

“It’s unprecedented,” Woods-Swafford said in a 
phone interview.

Typically, the hospital sees around 80 patients in the 
emergency department each day, but lately the number is 

between 140 and 150. Other hospitals in Iowa have been 
packed, making it difficult to find available beds, Woods said.

“All those around us in our region are full and are at capacity 
themselves,” she said. Similar shortages are being seen 
in Nebraska and Missouri, she said. Blank Children’s also 
transports patients from rural areas to other hospitals when 
beds are available. Recently, a transport crew traveled into 
Illinois to get a child to an open bed at a hospital in Iowa, a 
round trip that took several hours, she said.

In Texas, 91% of the state’s pediatric beds are occupied, 
John Hawkins, president and CEO of the Texas Hospital 
Association, said in a media briefing.

Pediatric hospitals are experiencing a 
“double whammy,” because some general 
hospitals have cut back on their pediatric 
services, Hawkins said. 

Atrium Health, Advocate Aurora Health 
complete merger

Children’s hospitals struggle with RSV, respiratory cases: ‘It’s unprecedented’

Minerva Studio/Stock.Adobe.com
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For ALS treatments, 
three genes are targets
Dozens of gene mutations associated with amyotrophic lateral 
sclerosis have been identifi ed. Drug developers have homed 
in on a trio of genes. By ROSANNA SUTHERBY, PHARM.D.

A
myotrophic lateral 
sclerosis (ALS), 
also known as Lou 
Gehrig’s disease, is a 
neurodegenerative, fatal 
disease a� ecting motor 
neurons that control 
voluntary muscle 

movement. Initial symptoms 
can include muscle cramping, 
twitching, sti� ness or weakness. As 
the disease worsens, people with 
ALS typically experience di�  culties 
with speech, chewing and 
swallowing. In advanced ALS, there 
is muscle atrophy and paralysis. 
� e average survival is 3 to 5 years 
after diagnosis, with respiratory 
failure being the most common 
cause of death.

Although ALS is rare, about 
5,600 people in the United States 
receive a diagnosis each year, and 
more than 30,000 Americans are 
living with ALS. Most cases of ALS 
are considered sporadic, meaning 
there is no known risk factor or 
family history of the disease. But a 
sizable minority of cases — be-
tween 5% and 10% —  � t into a 
family pattern. 

� e cause of ALS is not fully 
understood. However, researchers 
know certain gene mutations are 
responsible for approximately 

two-thirds of the familial ALS cases 
and 10% of sporadic cases. ALS 
has no cure; treatment focuses on 
managing symptoms and prolong-
ing survival.

Current treatments
In 2017, the FDA approved Radica-
va (edaravone), making it the � rst 
new drug approved speci� cally 
to treat ALS since Rilutek (rilu-
zole) was introduced in 1995. In 
September 2022, the FDA approved 
Relyvrio (sodium phenylbutyrate 
and taurursodiol) as an ALS treat-
ment. Developed by Amylyx Phar-
maceuticals, based in Cambridge, 
Massachusetts, Relyvrio is designed 
to slow or prevent neuronal death 
by simultaneously blocking cel-
lular death pathways in both the 
mitochondria and endoplasmic 
reticulum of motor neurons. 

� e FDA’s green light was based 
on results from the CENTAUR 
phase 2 trial, published in the New 
England Journal of Medicine in 2020. 
Study results showed that Relyvrio 
signi� cantly slowed decline in 
function after six months com-
pared with placebo and prolonged 
survival by about 6½ months. 
Although the FDA granted the 
drug approval based on phase 2 
trial data, Amylyx is continuing the 

PHOENIX phase 3 trial. � at study 
is designed to enroll 600 partici-
pants and is intended to evaluate 
the drug’s safety and e�  cacy in 
slowing functional decline and 
improving survival over 12 months. 
Preliminary results are expected to 
be reported later this year.

Gene therapy pipeline
In 1993, researchers discovered 
that a mutation in the SOD1 gene 
is responsible for some cases of 
familial ALS. Since then, at least 
a dozen other gene mutations 
associated with ALS have been dis-
covered. Researchers now believe 
that about 25% to 40% of familial 
ALS is caused by a mutation in the 
C9orf72 gene. An additional 12%
to 20% of familial ALS cases and 
1% to 2% of sporadic cases are due 
to a defect in the SOD1 gene. A mu-
tation in the FUS gene is the most 
common cause of juvenile-onset 
ALS. Research in ALS gene-targeted 
therapy that could potentially cor-
rect genetic mutations is underway.

Biogen in front
Biogen, headquartered in Cam-
bridge, Massachusetts, in partner-
ship with Ionis Pharmaceuticals 
in suburban San Diego, is leading 
the way in gene therapy for ALS. 
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� e company has completed the 
phase 3 VALOR trial investigating 
the use of tofersen, an antisense 
oligonucleotide, in patients with 
ALS and SOD1 mutations. � e 
SOD1 gene encodes the production 
of the protein superoxide dismutase 
1 (SOD1), which helps eliminate 
toxins from the brain. In people 
with ALS related to the SOD1 gene, 
defective SOD1 proteins fail to clear 
toxins and instead aggregate in 
motor neurons and cause nervous 
system damage.

Tofersen uses antisense oligo-
nucleotide technology to block 
cells from reading messenger RNA 
(mRNA) instructions to make de-
fective SOD1 proteins. Results from 
the VALOR trial were published in 
the New England Journal of Medicine
and presented at the annual meet-
ing of the American Neurological 
Association in October 2021.

� e VALOR study enrolled 72 
participants who were randomized 
to receive an intrathecal injection 
(into the cerebrospinal � uid) of 
tofersen or a placebo. After com-
pleting the trial, participants had 
the option to continue treatment 
through the ongoing open-label 
extension study.

� e VALOR trial did not meet 
its primary end point of slowing 
functional decline at week 28. Some 
secondary end points were reached, 
including reduced SOD1 protein 
levels in the cerebrospinal � uid 
and a reduction in plasma con-
centration of neuro� lament light 
chain, a marker of neuron degen-
eration. Further analysis from the 
VALOR and open-label extension 
study showed that individuals who 
started tofersen earlier had slower 
functional decline than those who 
received placebo.

Biogen announced in July 2022 
that the FDA had accepted a new 

drug application for tofersen based 
on the VALOR trial results.  � e 
agency is expected to announce 
whether it has approved the drug 
later this month. Meanwhile, 
Biogen is continuing the phase 3 
open-label ATLAS study to evaluate 
the drug’s ability to delay ALS onset 
in pre-symptomatic individuals 
with an SOD1 gene mutation. 
Tofersen is available through an 
early access program for patients 
with SOD1 ALS.

Named for a patient 
Ionis Pharmaceuticals is recruiting 
participants 12 and older with ALS 
and con� rmed FUS gene mutation 
for a phase 3 trial. � e  FUS gene 
encodes the production of FUS 
proteins, which help repair DNA 
damage. In people with FUS gene 
mutations, defective proteins are 
made. � ey accumulate in the 
brain and spinal cord and lead to 
neurotoxicity. ALS associated with 
FUS gene mutation typically a� ects 
younger individuals and tends to 
progress quickly.

Ionis’ drug, ION363, is also called 
jacifusen and is named after Jaci 
Hermstad, an Iowa woman who 
received a diagnosis of FUS-ALS 
when she was 25, eight years after 
her twin sister, Alex, died from 
the disease. Neil Schneider, M.D., 
Ph.D., director of the Eleanor and 
Lou Gehrig ALS Center at Colum-
bia University worked to � nd a 
treatment speci� cally for Hermstad 
and later collaborated with Ionis 
to further develop the drug. Jaci 
Hermstad died in 2020. 

Like tofersen, ION363 is an 
antisense oligonucleotide that 
blocks FUS mRNA instructions 
for FUS protein production to 
potentially slow or prevent disease 
progression. � e treatment is in a 
phase 3 trial led by Schneider. � e 

� rst part of the trial will random-
ize participants to receive ION363 

or placebo for 29 
weeks. � e second 
part will be an 
open-label study in 
which all partici-
pants will receive 
the investigational 
treatment for 

73 weeks. � e trial’s primary out-
come is the change in the rate of 
functional decline from day 1 to day 
225. Results are not expected to be 
reported until June 2025.

The third target 
Alector, a San Francisco-based 
biotech company,  in collaboration 
with GlaxoSmithKline, is develop-
ing a potential � rst-in-class agent 
targeting C9orf72 gene mutations. 
Research has shown that decreased 
levels of the protein progranulin 
and C9orf72 gene mutations are 
linked to abnormal aggregation of 
the TAR DNA-binding protein 43 
(TDP-43) in brain cells, which is 
thought to lead to nerve cell death. 
� e vast majority (95%) of people 
with ALS have abnormal TDP-43 
protein aggregation.

AL001 is a human monoclonal 
antibody designed to increase 
progranulin levels, thus prevent-
ing TDP-43 clump formations. 
� e candidate is in a phase 2 trial 
enrolling participants with ALS and 
con� rmed C9orf72 mutation. � e 
trial will evaluate the safety and 
tolerability of AL001 as well as the 
concentration of progranulin in 
participants’ plasma and cerebro-
spinal � uid. Results are anticipated 
in February 2023. 

SCHNEIDER

Rosanna Sutherby, Pharm.D., is an independent 
medical writer and community pharmacist in High 
Point, North Carolina, and a regular contributor 
to Managed Healthcare Executive ®.
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’Tis the year of 
the Humira biosimilars

T
he launch this month 
of Amgen’s Amjevita 
biosimilar to Humira 
(adalimumab) marks 
not just the end of a 
20-year competition-
free period for AbbVie’s 
autoimmune disease 

drug but also what could be a sea 
change in the near-total control 
that pharmaceutical companies 
have wielded over the pricing of 
their products. 

At least six (and possibly nine) 
more Humira biosimilars are 
expected to hit the market later this 
year as CMS begins a program to 
phase in the negotiation of Medicare 
drug prices that was spurred, in 
part, by outrage over how AbbVie 
priced Humira. 

Achieving Medicare drug price 
negotiation was partly the agenda 
of a House Committee on Oversight 
and Reform investigation in 2021 
that alleged abusive pricing strat-
egies, and excessive patenting and 

litigation by AbbVie that extended 
Humira’s pro� tability and market 
exclusivity at least six years longer 
than even AbbVie’s executives had 
originally expected. 

Meanwhile, a heavy price was 
paid by patients and payers as the 
annual cost of Humira climbed 
from $13,589 in 2003 to an esti-
mated $84,000 in 2022. Last year, 
AbbVie stood to rake in more than 
$18 billion in revenue from Humira 
sales in just the U.S., up from 
$17.33  billion in 2021.

Even during the � nal year of 
Humira’s U.S. exclusivity and after 
an estimated $200 billion in world-
wide revenues, AbbVie raised the 
U.S. price another 7%.

Patients have pleaded for 
pricing relief, to no avail. Katherine 
Pepper, of Bellingham, Washington, 
is one of them. She su� ers from 
debilitating pain and reduced 
mobility from psoriatic arthritis. 

“Humira’s price is $5,900 for a 
pack of two [injection] pens. Even 

as a Medicare bene� ciary on a 
� xed income, I still have to pay 
nearly $1,200 out of pocket every 
single month. I can’t a� ord this. 
I don’t know any average person 
who can,” she testi� ed before the 
congressional panel.

� e question now is, how much 
and how quickly can biosimilar 
price competition make a di� er-
ence in the cost of this biologic? 
Never in the short history of U.S. 
biosimilars have so many biosimi-
lars for one reference product en-
tered the market at one time. Nei-
ther AbbVie nor biosimilar makers 
have disclosed their product price 
expectations for 2023, but AbbVie 
executives recently noted that four 
years of biosimilar competition 
in the European Union have left 
Humira with just a 30% share of its 
former market.

What happens in the � rst half 
of this year will be interesting to 
industry observers and anyone 
concerned with the price of drugs. 
Amjevita will have the Humira 
biosimilar market to itself until July, 
when a half-dozen other Humira 
biosimilars are expected to join it. 
� e staggered launch dates are not 
so much a re� ection of readiness to 
make and market Humira biosim-
ilars as of the royalty agreements 
and out-of-court settlements with 
AbbVie in exchange for AbbVie 
agreeing to stop throwing up legal 
roadblocks to the biosimilars. 

As many as 10 Humira biosimilars 
may be on the U.S. market before 2023 
is over. AbbVie has taken several steps 
to protect its revenues, including the 
launches of Skyrizi and Rinvoq. 
By TONY HAGEN
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Biosimilars arrived on the 
U.S. scene in 2015, and historical 
data compiled by Amgen suggest 
biosimilar launch prices (wholesale 
acquisition cost) have a wide range 
of between 10% and 57% below 
reference product prices. After they 
launch, on a yearly basis, biosimilar 
prices have declined 9% to 24% as 
competition intensified. 

In the early years, biosimilars 
were not that well accepted, and 
their market share averaged just 
39% after three years on the mar-
ket. Biosimilars are now gaining 
traction faster — an average of 
75% market share after three years, 
according to Amgen — so it is pos-
sible Humira’s sales could bottom 
out quickly.

Seeking interchangeable 
status
As of early December 2022, the 
FDA had approved seven Humira 
biosimilars. Three other companies 
have Humira biosimilar applica-
tions pending before the FDA and 
hope to launch by mid-year 2023. 

That means a crowded field of 
up to 10 Humira biosimilars before 

2023 is over. The companies have 
sought to differentiate their prod-
ucts by adding high-concentration, 
citrate-free formulations, which offer 
more convenience and less painful 
injection reactions for patients. 

With the early launch of Amjevi-

ta, Amgen is in the enviable 
position of having a head start on 
the other makers of Humira biosim-
ilars. The company is also the man-
ufacturer of Enbrel (etanercept), a 
rival autoimmune disease biologic 
that likely will not face competi-
tion in the U.S. before 2029. Amgen 
stands to benefit both from the Hu-
mira biosimilar gold rush and the 
legacy pricing structure for Enbrel 
that Humira helped establish. 

Several biosimilar makers hope 
to enhance their products’ market-
ability by adding “interchangeable” 
designations that allow phar-
macists, subject to certain state 
limitations, to substitute lower-cost 
biosimilars for the higher-priced 
reference brands without express 
authorization from the prescrib-
ing physicians. Interchangeability 
means outcomes are expected to 
be the same regardless of switching 
between the interchangeable bio-
similar and the reference drug.

In 2021, Boehringer Ingelheim 
became the first company to obtain 
interchangeable status for a Humira 
biosimilar, which it is marketing 
under the brand name Cyltezo. Now 

Biosimilars are now 
gaining traction faster 
— an average of 75% 
market share after 
three years, according 
to Amgen — so it is 
possible Humira’s 
sales could bottom out 
quickly.
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other companies hope to follow 
suit and are busy conducting the 
switching studies needed to obtain 
the interchangeable designation 
from the FDA. Switching studies 
involve, as the name suggests, 
switching between the biosimilar 
and the reference drug and looking 
for changes in efficacy or side 
effects. The companies conduct-
ing the switching studies include 
Samsung Bioepis (Hadlima), Pfizer 
(Abrilada), Alvotech (AVT02) and 
Celltrion (Yuflyma).

These companies recognize 
that interchangeable status may be 
important to physicians working 
with hard-to-stabilize immunolog-
ical conditions who are nervous 
about switching their patients 
from Humira to biosimilars. When 
it began approving biosimilars, 
the FDA stated categorically that 
these had no clinically meaningful 
differences in safety and efficacy 
from reference products. The FDA 
may not have intended biosimilars 
without interchangeable designa-
tions to seem clinically inferior, but 
increasingly biosimilar manu-
facturers are playing it safe. Even 
Amgen, with its jump on the com-
petition, has initiated a switching 
study for Amjevita.

New to retail  
pharmacists
Prescription data suggest that the 
reluctance to prescribe and use 
biosimilars is ebbing. Still, Humira 
biosimilars and interchangeable 
biosimilars are going to be a new 
concept for many. This is especially 
true for retail pharmacists, whose 
only experience with biosimilars 
so far may have been Semglee, 
an interchangeable biosimilar to 
Lantus (insulin glargine). Other 
biosimilars are “overwhelmingly 
processed through the medical 

benefit (inpatient/outpatient care),” 
Amgen noted in its 2022 Biosimilar 
Trends Report.

Humira biosimilars will be 
dispensed at retail pharmacies, so 
this will be a new experience for 
pharmacists. “Whether or not phar-
macists are prepared for biosimilars 
is not yet clear, with surveys of the 
profession showing mixed results,” 
Amgen wrote.

Rheumatologists are another 
wild card. The American College 
of Rheumatology has taken the 
stance that only physicians should 
decide whether to issue a refer-
ence product or a biosimilar. The 
rheumatologists’ organization also 
wants approved biosimilars to be 
subject to more clinical studies. 
This hesitancy to accept biosimi-
lars was reflected in a 2022 survey 
of rheumatologists by Cardinal 
Health. Four out of 10 rheumatol-
ogists said they would be com-
fortable prescribing biosimilars, 

but their top concern (38%) was 
that these drugs might not equal 
reference products in efficacy. 

However, physicians, payers 
and employers are increasingly 
siding with biosimilars, and their 
education programs and policies 
will influence a key variable in the 
Humira biosimilar acceptance 
equation: patients. A 2021 survey of 
500 patients with immune-mediat-
ed conditions found that they “were 
only moderately inclined to accept 
anti-tumor necrosis factor biosim-
ilars,” such as Humira biosimilars. 
The results of the survey, which was 
sponsored by Boehringer Ingel-
heim, showed that 43% of patients 
would switch to a biosimilar, with 
the remainder unsure or opposed. 
Most respondents had never heard 
of biosimilars.

AbbVie getting ready
Having battled in court to stave off 
biosimilar competition as long as 
possible, AbbVie did not stop there. 
Throughout 2022 the company 
worked assiduously with payers to 
ensure Humira would continue to 
hold a favorable position on formu-
laries once biosimilars arrived. 

By the end of the third quarter, 
the company was feeling confident 
that in 2023 it would retain much 
of the Humira patient volume to 
which it had grown accustomed. 
“I would say there’s no surprises, 
and I feel good about how the 
negotiations are going with all the 
major managed care organizations 
and pharmacy benefit managers,” 
AbbVie Chairman and CEO Richard 
Gonzalez said in an earnings call 
with analysts.

AbbVie has also been nurturing 
two immunology drugs that it 
believes will more than replace the 
lost revenue from Humira biosim-
ilar competition while competing 

“Whether or 
not pharmacists 
are prepared for 
biosimilars is not  
yet clear, with  
surveys of the 
profession showing 
mixed results,”  
Amgen wrote.
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directly with Humira biosimilars. 
The first of these is Skyrizi (risanki-
zumab), an interleukin 23 inhibitor 
that is already approved for many 
of the same indications as Humira, 
including plaque psoriasis, psori-
atic arthritis and Crohn’s disease. 
Skyrizi sales are expected to top  
$5 billion in 2022.

The second product is Rinvoq 
(upadacitinib), a Janus kinase (JAK) 
inhibitor for the treatment of rheu-
matoid arthritis, psoriatic arthritis, 
ulcerative colitis and forms of 
spondylitis. 

Recent warnings about cancer, 
heart problems, blood clots and 
death have dampened enthusiasm 
for JAK inhibitors, including Rinvoq, 
although third-quarter revenues 
for this drug were $695 million, up 

53.5% from a year earlier. 
“Skyrizi and Rinvoq have 

established outstanding launch 
trajectories across existing and 
new indications, giving us a high 
degree of confidence in the collec-
tive potential of these two assets 
to ultimately exceed the peak 
revenues achieved by Humira,” 
Gonzalez said.

AbbVie is bracing for a steep 
decline of about 45% in revenue 
from U.S. sales of  Humira in 2023. 
Biosimilar pricing and payers’ 
willingness to continue to cover 
Humira are two uncertainties, 
Gonzalez said. 

Tony Hagen is a medical, business and 
environmental editor and writer in Florence, 
New Jersey.

Biosimilar Name Company FDA Status Planned Launch
Seeking 
Interchangeability Concentration Citrate Free

Latex 
Free

Amjevita Amgen Approved Jan. 23 Yes Low (high 
concentrations are in 
trials)

Yes Yes

Hadlima Organon/Samsung 
Bioepis

Approved July 23 Yes Low and high Yes for high 
concentration

Yes

Cyltezo Boehringer 
Ingelheim

Approved July 23 Received in 
October 2021

Low Yes No

Hulio Viatris/Biocon* Approved July 23 No Low Yes Yes

Abrilada Pfizer Approved July 23 Yes Low Yes Yes

Yusimry Coherus Approved July 23 No Low, with high 
concentration under 
FDA review

Yes Yes

AVT02 (Hukyndra) Teva/Alvotech Pending July 23 Yes (might happen 
in December 2022)

High Yes Yes

Yuflyma Celltrion Pending July 23 Yes High Yes Yes

Hyrimoz Sandoz Approved Sept. 23 No Low, with high 
concentration under 
FDA review

No for low, 
yes for high

No

Idacio Fresenius Kabi Pending Sept. 23 No Low No Yes

Source: Managed Healthcare Executive ®

*Viatris has sold its biosimilars business to Biocon, but for two years will still be in charge of sales of the biosimilars that were part of the deal

The 10 Humira biosimilars coming on the market in 2023

Physicians, payers 
and employers are 
increasingly siding 
with biosimilars, 
and their education 
programs and policies 
will influence a key 
variable in the Humira 
biosimilar acceptance 
equation: patients.
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THIS YEAR OUR ANNUAL State of the Industry 
survey had more than 450 respondents, more than four 
times the number we had last year. We got a boost from 
our colleagues at Medical Economics ®, who shared the 
survey with some of their readers. About half (54%) of the 
respondents indicated that they work for health systems or 
provider organizations. � e rest were spread fairly evenly 
among health plans (14%), consulting � rms (14%) and 
healthcare companies (13%), with a small proportion from 
academic or government organizations (5%).

We don’t see any great, overarching theme to the 
responses to the survey. Labor shortages, in� ation, 
long COVID-19, adoption of biosimilars — they each 
rate about equally as choices to a question about the 
most important healthcare issue in 2023.  Just over 

half (52%) of the respondents indicated that they 
believe in� ation will mean costs will be passed on to 
employees and consumers. 

� e survey suggests some skepticism about two of the 
most-talked about issues in U.S. healthcare: addressing 
healthcare disparities and value-based payment models. 
Forty-seven percent of the respondents indicated 
agreement with the statement that e� orts to address 
disparities are well intentioned but unlikely to have a 
substantial e� ect. About the same proportion indicated 
agreement with the statement that value-based models 
have been gamed by some organizations.  

Many thanks to the respondents!  
Your answers gave us useful insights and will help 

guide us throughout the coming year. 

INDUSTRY
STATE OF THE

THE OUTLOOK FOR 2023 
AND BEYOND 

EXCLUSIVE SURVEY RESULTS
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Other: 5.9
Respondents ranked these healthcare topics on a scale of 1 to 10, with 10 being the most important. Rankings of importance were summed into a 
single value by assigning a value of 1 to a ranking of 1, a value of 2 to a ranking of 2, and so on, up to a value of 10 being assigned a ranking of 10. 
Those values were then summed to arrive at a single value for importance.

Which will be the most important issues 
facing American healthcare in 2023?
(Please rate them on a scale of 1-10, with 10 indicating the highest importance.)

Long COVID-19 cases 6.63

Closing healthcare 
disparities 6.69

Adoption of biosimilars 6.37

High drug prices 6.60

Shortage of behavioral 
healthcare services 6.59

Labor shortages 6.73

Supply chain disruption 
and shortages 6.63

Infl ation 6.62

Interoperability 6.27

6.63

disparities

Long COVID-19 cases 6.63

6.27

6.59healthcare services
Shortage of behavioral 

healthcare services 6.59

6.69

Labor shortages 6.73

Closing healthcare 
disparities 6.69

and shortages

6.62

Supply chain disruption 
and shortages 6.63

6.60High drug prices 6.60

Infl ation 6.62

Interoperability 6.27

6.37Adoption of biosimilars 6.37

Consolidation of 
providers and payers 6.57
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Which of these developments in healthcare technology are most likely to have the biggest 
e� ect on the cost and delivery of U.S. healthcare in 2023? Please pick more than one.
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21%

Which of these political and policy developments are likely to have the biggest e� ect 
on the cost and delivery of U.S. healthcare in 2023? Please pick more than one.

End of the COVID-19 public health emergency 35%

End of continuous enrollment in Medicaid 31%

Implementation of the healthcare-related provisions 
of the Infl ation Reduction Act 54%

Antitrust action by federal offi cials 25%

Incentives and programs to address healthcare disparities 17%

Infl ation in healthcare 18%

Incentives and programs to address social 
determinants of health

20%

MANAGED HEALTHCARE EXECUTIVE®  ❚  JANUARY 2023 Managed Healthcare Executive.com20



S TAT E  O F  T H E  I N D U S T R Y

Please pick the statements that most closely resemble your views of the e� orts 
to address healthcare disparities. Please pick more than one.

36%
They are a good investment in 

the root causes of heath and illness.

They are well intentioned but unlikely 
to have a substantial effect. 47%

25%They are long overdue.

23%
They are a distraction from what healthcare 

organizations should be focusing on.

43%
There should be stronger fi nancial 
incentives to make them effective.

13%The underlying causes are too fundamental 
for healthcare to take on.

Please pick the statements that most closely resemble your views of the e� ects that 
in� ation will have on the healthcare sector in 2023. Please pick more than one.

40%Major layoffs will occur.

Costs will be passed on to employers and consumers. 52%

30%Operating margins will narrow signifi cantly.

30%Quality of care will suffer.

33%
Spending on technology will increase 

with the goal of increasing effi ciencies.

14%Access to care will suffer.

Rate your level of optimism about the near-term future of American healthcare in 2023.

Very optimistic Somewhat optimistic Neutral Somewhat pessimistic Very pessimistic

14%

19%

5%

39%

23%
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Please pick the statements that most closely resemble your views on value-based care 
arrangements and payment models. Please pick more than one.

They don’t provide enough of an incentive 
to lower healthcare spending.

They are on the right track but need adjustment.

They should involve more downside risk.

They have been gamed by some organizations 
to increase profi ts and revenues.

They are admirable but the chances of success are small.

They must be given time to work.

They are working as intended.

39%

37%

10%

41%

34%

21%

13%

Where would you place your organization in the shift away from fee-for-service 
to value-based care?

Have not yet started

Beginning

Mainly in value-based care arrangements

Not applicable

Midway

Majority

12%

27%

17%

2%

27%

15%

By the end of 2022, what proportion of your current value-based contracts do you expect 
to involve downside risk for your organization or the organization you contract with?

26%-50%

51%-75%

76%-100%

Not applicable

0%-25% 20%

4%

40%

25%

10%

None: 1%
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Which of these value-based arrangements is likely to be most successful in 
improving outcomes and reducing costs in 2023?

Pay-for-performance incentives

Global capitation

Bundled payments

Accountable care organizations

Direct contracting between employers and provider 
organizations

39%

10%

18%

20%

13%

Other: 1%

Please tell us about the COVID-19 precautions you take. Mark the statements 
that apply to you.

I wear a mask in crowded indoor place.

I have not been vaccinated.

I have received the bivalent omicron booster.

I avoid crowded indoor places like restaurants 
because of COVID-19.

I have stopped masking.

46%

5%

37%

54%

16%

Please rate your level of agreement with these statements about the COVID-19 pandemic.
Disagree (strongly and somewhat) Neutral Agree (strongly and somewhat)

COVID-19 has become an endemic disease. 30%
47%

New variants will start to circulate, 
and the current vaccines won’t protect against them.

26%
40%

34%

New variants will start to circulate, 
but the current vaccines will protect against them.

30%
30%

40%

The combination of vaccines and antivirals 
have made COVID-19 a manageable disease.

22%
24%

54%

Public health measures to prevent COVID-19 
have been relaxed too soon.

21%
42%

37%

23%
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Please rate your level of agreement with these statements about long COVID-19.

Long COVID-19 is a major public health issue.
21%

26%
53%

Vaccination and antiviral treatments have signifi cantly 
reduced the risk of long COVID-19.

14%
30%

56%

Long COVID-19 has been exaggerated as a public health issue.
34%

25%
41%

Long COVID-19 is poorly understood.
26%

36%
38%

I worry about getting long COVID-19.
23%

30%
47%

Disagree (strongly and somewhat) Neutral Agree (strongly and somewhat)

Should the federal 
government continue 
to buy COVID-19 
vaccines and make 
vaccinations free for 
the public?

90%
YES10%

NO

Which consolidation trend is most likely to accelerate in 2023?

Horizontal consolidation of provider organizations

Horizontal consolidation of payers

Vertical integration of provider organizations 
(e.g., hospitals and physician groups)

Vertical integration of payers

20%

14%

58%

7%
None: 1%
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Cause and symptoms  Demodex blepharitis is an eye 
disease caused by an infestation of Demodex, a microscopic 
mite. Blepharitis (pronounced blef-uh-RYE-tis) is inflam-
mation of the eyelids. Patients becomes symptomatic when 
mites in the eyelashes begin to proliferate, explained Douglas 
K. Devries, O.D., of Eye Care Associates of Nevada. People 
experiencing symptoms will want to scratch their eyelash 
margin. “It isn’t an itch like you’d find in an allergic reaction. 
They’re very specific with where they’re bothered,’’ he said. 
The mites release an exotoxin that causes the eyelid margin 
to become inflamed and thicken.

Risk factors  Poor hygiene is not a risk factor, Devries 
emphasized. Rather, some people have an increase in biofilm 
that is a food source for the mites. 

“We tend to find prevalence in patients with ocular 
rosacea,” Devries said. “Patients with ocular or facial rosacea 
tend to be lighter skinned, such as Fitzpatrick type 1, type 2 or 
perhaps type 3.” (The Fitzpatrick scale is a numerical scale of 
skin pigmentation.) The prevalence also increases with age. 

Screening  “The screening technique is just a simple mod-
ification of what we do in our slit lamp examination,” said 
Devries. “You want to look at the base of the lashes. You want 
to look for collarettes (waxy cylindrical buildup around the 
base of the eyelashes).”

Clinicians may miss the collarettes if they are looking 
directly on, said Devries. The easiest way around that prob-
lem is to have the patient look down and then to examine 
the base of the lashes. “We’re looking for collarettes, which 
are debris from the Demodex (mites). Rarely will you see 
a Demodex itself, but you’ll see the remnants.”

Devries stressed that screening does not require any spe-
cial equipment or test. 

“The studies have been very conclusive that when there 
are collarettes, there’s the presence of Demodex, so you 
don’t need to take that next step,” he said. “We have all the 
equipment we need in our examination rooms right now. 
The limitation is just not executing and taking that extra few 
seconds in the slit lamp examination to identify if that patient 
has the presence or proliferation of Demodex.”

Underdiagnosis  Demodex blepharitis can exacerbate 
dry eye symptoms, Devries said. “Not looking (for Demodex 
blepharitis) and underdiagnosing or misdiagnosing (the con-
dition) means that you are treating an incorrect element of 

the underlying physiology of that patient. You may be applying 
treatments and not getting results, causing further visits, fur-
ther costs and frustration for the patient. The cost of underdi-
agnosis and misdiagnosis is extremely high. You’re missing the 
element that could help give that patient more comfort and 
decrease some of their dry eye signs.”

Economic impact  No studies have been conducted 
regarding the economic impact of Demodex blepharitis by 
itself, according to Devries. But economic research of dry 
eye has shown the direct cost of medical treatment to be 
about $3.6 billion and the indirect costs from loss of time and 
productivity are more than $40 billion, according to Devries. 
“Even though there haven’t been specific economic studies on 
the impact of Demodex blepharitis, it becomes part and parcel 
of that whole economic impact (of eye disease) that has been 
studied,” he said. 

Treatment  There are no FDA-approved treatments for 
Demodex blepharitis, Devries said. “In the absence of that, 
we’re typically using agents that we hope will at least stag-
nate or perhaps clean some of the biofilm and remove some 
of the Demodex. For years, we’ve used tea tree oil in various 
compounds, wipes or direct tea tree oil,” he said. However, 
Devries discussed the drawbacks of tea oil treatment, that it 
was cumbersome, that it involved treatment with a course 
of steroids to calm the inflammation of the cornea and that 
efficacy is limited. 

Devries said one of the more effective treatments has been 
microblepharoexfoliation, which involves removing biologic 
debris from the eyelids and eyelashes. He described it as 
removing the food source of the Demodex.

On the horizon   Devries said new treatments are on the 
horizon and mentioned a drug being developed by Tarsus 
Pharmaceuticals as showing “tremendous efficacy.” 

“When you have an efficacious treatment, that will spawn 
more disease state awareness, more screening, more direct 
observation and, therefore, more treatment of the symptoms 
and signs of the Demodex, ” Devries said.

Demodex blepharitis has been understudied and, as a 
result, undertreated, Devries concluded. “The big Achilles’ 
heel is that we haven’t had an effective treatment or standard 
guidelines and, therefore, it’s been a condition that people 
don’t identify and don’t readily have as part of their screening 
for patients.” 

In this Managed Healthcare Executive® K-Cast, Douglas K. Devries, O.D., 
discusses Demodex blepharitis, its risk factors, and treatment. Devries is 
co-founder of Eye Care Associates of Nevada in Sparks, Nevada. Scan QR code for the complete video series.

Understanding
Demodex blepharitis



Connecticut bucks the 
Medicaid managed care trend
Most states have contracted with insurers to manage their Medicaid 
programs. Connecticut uses administrative services only contracts 
and a variety of means to manage the care.  By JOSEPH BURNS

� is is the second installment in our 
occasional series on Medicaid pro-
grams. We pro� led North Carolina’s 
program in the September 2022 issue.

F
or more than four decades, 
state Medicaid directors 
have paid private health 
insurers to manage the 
care of their Medicaid 
bene� ciaries under 
comprehensive risk-based 

contracts. Today, Medicaid managed 
care, as it is called, is the rule, not 
the exception — with 40 states and 
the District of Columbia running 
their Medicaid programs this way. 

But since 2012, Connecticut 
has gone against the grain of this 
trend. Late in 2011, the state ended 
the $800 million contracts it had 
with Aetna, UnitedHealthcare’s 
AmeriChoice division, and a non-
pro� t insurer, Community Health 
Network of Connecticut (CHNCT). 
It assumed the full � nancial risk of 
529,000 people in the state’s Husky 
Health program, a group that 
included adults and family mem-
bers covered by Medicaid and 
children in the Children’s Health 
Insurance Program (CHIP). 
Connecticut adopted a self-in-
sured system similar to what large 
employers use and contracted 
with three companies to provide 

administrative services under 
administrative services only (ASO) 
contracts and approve payments 
for hospitals, physicians and other 
providers serving Medicaid and 
CHIP members. � e three ASOs are 
Beacon Health Options Connecti-
cut for behavioral health, Be-
ne-Care for dental care and CHNCT 
for medical claims. 

An ‘over-the-top yes’
� e healthcare of people covered 
by Connecticut’s Medicaid program 
is still managed. But instead of 
depending on insurers with Medic-
aid managed care contracts, state 
o�  cials introduced what they call 
a managed fee-for-service program 
in which physicians in primary 
care medical homes handle some 
management of patient care, 
explains Sheldon Toubman, an 
attorney with the New Haven Legal 
Assistance Association and patient 
advocate with Disability Rights 
Connecticut, a nonpro� t agency for 
the disabled. Primary care medical 
home practices are tasked with — 
and paid for —  this management, 
he says. 

In addition to the medical 
homes, two of the ASOs, CHNCT 
and Beacon, took on intensive care 
management programs for 
patients with medical and behav-

ioral health needs. 
Are Connecticut and Husky 

members better o�  now? Ellen 
Andrews, Ph.D., executive director 
of the Connecticut Health Policy 
Project, answers, “Yes, and that’s 
an unquali� ed, over-the-top yes. 
We are better o� , and I don’t think 
you’ll � nd too many people in Con-
necticut who disagree.” Andrews’ 
nonpro� t organization is focused 
on the state’s health policies.

Soon after adopting the man-
aged fee-for-service program, 
access to primary care, specialist 
physicians and other providers 
increased, Toubman says. Andrews 
agrees, saying, “In the � rst year 
after the state � red the MCOs 
(managed care organizations), the 
number of participating physicians 
went up 33%. � at’s pretty clear 
evidence that it was managed 
care holding physicians back from 
participating in Medicaid.”  

Another factor in the success 
of Connecticut’s move away from 
conventional Medicaid managed 
care contracts is that the 
A� ordable Care Act required state 
Medicaid programs to match what 
Medicare was paying for primary 
care services in 2013 and 2014. � e 
increased payment provided an 
incentive for more physicians to 
take care of people with Medicaid 
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coverage, Toubman explains.  
Under the new arrangement 

of ASO contracts and managed 
fee for service, the average per 
member, per month cost of Con-
necticut’s Medicaid dropped from 
$718 in 2012 to $646 in 2013 and 
then dropped again during the 
next two years to a low of $605 in 
2015 before rising to $648 in 2020, 
according to a report issued last 
year by the state’s Department of 
Social Services. � e administrative 
costs of running the state’s Medic-
aid program also declined so that 
by � scal 2019 those costs totaled 
2.8%, whereas the national average 
was 8.2%, the report showed. 

� e state report also noted that 
data from the federal Medicaid and 
CHIP Payment and Access Com-
mission that used di� erent criteria 
to measure costs showed the Husky 
program’s administrative costs for 
2019 were 4.2%, which was lower 
than the national average of 4.7% 
and 17th lowest among the states. 

In 2019, Connecticut’s annual 
spending per Medicaid and CHIP 
enrollee was $8,405, a sliver below 
the median annual Medicaid spend-
ing level of $8,436 for all states and 
territories, according to data from 
Medicaid.gov. � at level of spending 
is impressive because Connecticut’s 
cost of living is among the high-
est in the U.S. States with a more 
expensive cost of living tend to have 
higher healthcare costs because la-
bor and other expenses are greater. 

However, the early declines 
in spending have reversed and 
Connecticut’s Medicaid costs have 
been rising since 2020. In 2019, 
state o�  cials settled a lawsuit that 
the Connecticut Hospital Associ-
ation and other hospitals � led in 
2015, challenging the hospital fees 
that the state had established in 
2012 to help pay for the Medicaid 

program, explains Andrews. As in 
most states, Connecticut’s Medicaid 
program spends more on hospital 
care than on home care, physician 
services and drugs; hospital costs in 
2019 accounted for almost 30% of 
all Connecticut Medicaid spending. 

Some of the hospitals had sought 
refunds from the state totaling 
more than $1.7 billion. Others 
appealed the Medicaid rates the 
state was paying, and some sought 
retroactive increases for multiple 
rate periods in e� ect since 2012. 
If the hospitals prevailed on all 
claims, state o�  cials estimated 
the total liability would have been 
about $4 billion. 

Under the settlement, the state 
agreed to reduce hospital user fees 
and increase payments to over 
seven years (2020 through 2026) 
totaling $871.5 million. 

“Under the lawsuit settlement, the 
hospitals got a lot more money than 
they were getting and that means 
Medicaid costs have started going 
back up almost to where we were in 
2012,” Andrews explains. “But Medic-
aid costs have gone up in every other 
state over the past 10 years.” � e net 
result is that Connecticut’s Medicaid 
spending is lower than what it might 
have been without the changes made 
in 2012, she says. 

Keys to success
In Toubman’s view, Connecticut’s 
switch from conventional Medicaid 
managed care to Husky Health’s 
unique combination of ASO con-
tracts and other ways of managing 

care has meant improved care co-
ordination and additional transpar-
ency. � e Husky program improved 
care coordination by expanding a 
small pilot program that the state 
had used before 2012 to deliver 
primary care case management, he 
says. Patient advocates were suc-
cessful in persuading state o�  cials 
to add primary care medical homes 
to the Husky program from the 
start, according to Toubman. � e 
medical homes attracted physi-
cians, increasing access to care and 
improving care coordination.

Toubman says the Husky pro-
gram also has meant that advocates 
and others have a clearer picture 
of state Medicaid spending and 
patient care. State o�  cials disclose 
the program’s results in monthly 
and annual reports. Andrews says 
that insurers with Medicaid man-
aged care contracts were slow to 
publish reports and when they did, 
each would report results in a dif-
ferent format: “It was like going into 
an orchard of fruit trees every time, 
because we knew we’d be getting 
apples and oranges.”

Toubman says increasing Med-
icaid payment to physicians has 
also been instrumental in the Husky 
program’s success. Higher payment 
for primary care has reduced the 
number of adults and children seek-
ing expensive emergency depart-
ment care, he says. 

“In the fi rst year after the state fi red the MCOs 
(managed care organizations), the number of participating 

physicians went up 33%. That’s pretty clear 
evidence that it was managed care holding 
physicians back from participating in Medicaid.” 
— ELLEN ANDREWS, PH.D., THE CONNECTICUT HEALTH POLICY PROJECT

Joseph Burns is an independent journalist in 
Brewster, Massachusetts, who writes about 
health policy and health insurance.
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Bipartisan agreement 
on health policy is possible
Experts say Democrats and Republicans could work together on telehealth, 
mental health and physician payment issues in 2023.   By JOSEPH BURNS

I
n late November, the U.S. 
Senate passed the Respect 
for Marriage Act to codify 
marriage equality. � e New 
York Times hailed the vote, 
61 in favor and 36 opposed, 
as a bipartisan breakthrough 
because 12 Republicans joined 

Democrats to vote yes, sending 
the bill back to the House of 
Representatives for � nal approval. 
� at came in early December, 
with a 258-169-1 vote, with 39 
Republicans supporting the 
measure along with Democrats. 

Does passage of this measure 
mean Republicans will work with 
Democrats on contentious health 
policy issues in 2023? For now, 
the answer to that question is a 
quali� ed maybe, based on what 
experts who have worked in the 
House and Senate on both sides 
of the aisle have said following the 
Nov. 8 midterm elections, which 
left the Democrats in control of the 
Senate and Republicans in control 
of the House. (In December, the 
Democrats gained a slim, 51-49 
majority in the Senate when U.S. 
Sen. Raphael Warnock won reelec-
tion in a runo�  election in Georgia. 
Several days later, U.S. Sen. Kyrsten 
Sinema announced that she is 
leaving the party and registering as 
an independent.) � e issues likely 
to be addressed include telehealth, 

mental health and physician pay-
ment, experts predicted. 

One week after the midterms, 
Larry Levitt, executive vice presi-
dent of health policy for the non-
partisan Kaiser Family Foundation, 
hosted a web event asking, “What’s 
Next for Health Policy After the 
Election?” Levitt’s guests were Chris 
Jennings, founder and president 
of Jennings Policy Strategies, a 
healthcare consulting � rm in Wash-
ington, D.C., and Jennifer Young, a 
co-founder and partner at Tarplin, 
Downs & Young, a Washington, 
D.C., consulting and policy develop-
ment � rm focused on healthcare. 

Jennings has more than 30 years 
of healthcare policy experience, 
working in the Obama and Clinton 
administrations, for the U.S. 
Congress and in the private sector. 
Young held senior positions in the 
Department of Health and Human 
Services during the George W. Bush 
administration and worked as a 
sta�  member in the U.S. House and 
the Senate. 

Although Jennings and Young 
identi� ed areas in which mem-
bers of both parties might work 
together, each avoided strong pre-
dictions. Levitt tamped down any 
expectations of major legislation. 
“With a divided Congress, it’s hard 
to see anything big happening in 
health care in Washington over the 

next couple of years,” he wrote in 
response to a request for comment 
after the web event. “One rarely 
goes wrong betting on inaction
in Congress.” 

Still, addressing mental health 
and expanding access to telehealth 
are two areas where parties might 
� nd common ground. In addition, 
Levitt noted, members of Congress 
have what he called “sympathetic 
ears on both sides of the aisle” for 
Medicare providers interested in 
averting reductions in payment 
from earlier budget cuts.

During the web event, Jennings 
and Young agreed that Congress is 
likely to consider laws to ad-
dress the nation’s mental health 
crisis and to extend provisions 
for telehealth services. Although 
healthcare is a high priority for 
both parties, Jennings explained 
that “sometimes we have to lower 
our expectations about how big 
and broad” either party would go in 
tackling major issues.

“� is is not going to be a Con-
gress in which you can accomplish 
bold coverage goals in a bipartisan 
way,” Young said. 

Support for telehealth
Members of Congress will be trying 
this year to develop a bipartisan 
plan to support payment for 
telehealth well into the future, 
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in Young’s opinion. “Do 
there need to be program 
integrity parameters built 
in?” she asked. “That could 
absolutely be a bipartisan 
conversation.” Bipartisan 
agreement is likely for more 
use of telehealth and the use 
of more technology in health-
care, Jennings added. The 
U.S. Senate Committee on 
Health, Education, Labor and 
Pensions and the U.S. Senate 
Committee on Finance will address 
these issues, he added. 

Telehealth does not suffer from 
lack of support. Early last year, more 
than 300 healthcare organizations, 
including professional physician 
associations, health plans, health 
systems, physician groups and other 
healthcare providers, signed a letter 
asking Senate and House leaders 
to authorize the continuation of all 
current telehealth waivers through  
Dec. 31, 2024, and to pursue per-
manent evidence-based legislation 
supporting the implementation of 
telehealth services in 2024. 

Soon afterward, U.S. Sen. 
Catherine Cortez Masto, a Nevada 
Democrat who narrowly won re-
election in November, and U.S. Sen. 
Todd Young, an Indiana Republican, 
introduced the Telehealth Extension 
and Evaluation Act to expand how 
CMS will pay for telehealth services 
for two years after the end of the 
COVID-19 public health emergen-
cy. The bill would allow federally 
qualified health centers and rural 
health clinics to serve as telehealth 
locations for healthcare practi-
tioners and for Medicare payment to 
critical access hospitals that provide 
outpatient telehealth behavioral 
therapy services. The bill also would 
set conditions for payment of cer-
tain high-cost laboratory tests and 
durable medical equipment ordered 

via telehealth on at least one in- 
person visit during the previous 12 
months. In addition, it would allow 
practitioners to prescribe certain 
controlled substances if the practi-
tioner has done a video evaluation 
of the patient. The bill was referred 
to the Senate Finance Committee.

Late in 2021, U.S. Rep. Lloyd Dog-
gett, a Texas Democrat, introduced 
the Telehealth Extension Act, which 
would accomplish some of the same 
goals as the Senate bill. Doggett’s 
legislation was referred to the House 
Ways and Means Committee and the 
Subcommittee on Health.

Building on ‘good work’
Both parties are interested in 
providing more funding for opioid 
treatment programs, said Jen-
nings: “Opioid treatment programs 
are very, very big, and very, very 
bipartisan,”  Young agreed, noting 
that members of both houses are 
likely to vote in favor of bills drafted 
to address mental health. One of 
those bills is the Restoring Hope 
for Mental Health and Well-Being 
Act of 2022, introduced by U.S. Rep. 
Frank Pallone, a New Jersey Demo-
crat, in May. It was approved by the 
full House by a wide margin and is 
under consideration in the Senate. 

“There’s strong interest on both 
sides to take advantage of the good 
work that has already been done and 

to pull that through to comple-
tion,” said Young. 

Senators introduced sever-
al bills in 2022 that deal with 
various aspects of substance 
abuse. How they might be 
reconciled with the House 
legislation will be one thing to 
watch in 2023. 

MACRA revision
Two other possible areas 
of agreement are physician 

payment reform and access to new 
medical devices, Young said. 

On payment reform, Young 
noted that bipartisan consensus 
is emerging on how CMS pays 
doctors under the Medicare Ac-
cess and CHIP Reauthorization 
Act (MACRA). The law will need 
“some fixes as we go into the next 
Congress,” she said. Since the 
law was passed in 2015, CMS has 
issued annual payment rules that 
change how much doctors get 
paid, generating complaints from 
physicians that make members 
of Congress uncomfortable, she 
explained. Much of MACRA is 
positive, she added, but now it is 
time for both houses to consider 
revisiting how it is implemented. 
“That can be a very bipartisan 
conversation and has to be,” she 
commented. 

One last issue to watch is what 
Congress could do to improve 
access to new technologies, Young 
added. “CMS has talked about 
proposing a new rule called TCET 
(transitional coverage for emerging 
technologies), which is intended to 
provide streamlined access to cov-
erage for new devices once the FDA 
approves them,” she said. 

Joseph Burns is a journalist in Brewster, 
Massachusetts, who writes about health policy 
and health insurance.
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CMS grades 21 payment models
The nine models geared toward acute and specialty care 
produced better results than the 12 that focused on primary 
care and population health. By ROBERT CALANDRA

W
hen CMS released 
the dryly titled 
“Synthesis of 
Evaluation Results 
across 21 Medicare 
Models (2012-
2020)” last year, 
the 49-page report 

landed without much fanfare or 
comment. � e goal was to analyze 
data from 21 payment models 
that CMS’ Innovation Center has 
experimented with to “inform 
future model development.” Two 
years ago, the Innovation Center 
set out to pare its portfolio of 
payment models to concentrate 
on designs that were e� ective 
in reducing cost and improving 
quality while also addressing 
healthcare inequalities. 

� e synthesis “was more of a 
‘what did we learn’ and less of a 
‘what can we do about it’ perspec-
tive,” explains David Muhlestein, 
Ph.D., J.D., chief strategy and chief 

research o�  cer for 
Leavitt Partners, 
a healthcare con-
sulting � rm in Salt 
Lake City. “I’m glad 
they did it and kind 
of looked at every-
thing across the 

board and tried to do an assessment 
of what we have learned so far.”

Lawton R. Burns, Ph.D., MBA, 
chair of the Health Care Manage-
ment Department at the Wharton 

School at the University of Pennsyl-
vania, has a harsher assessment: 
“I can sum it up, and this is my 
take: It’s a nothing burger.” 

� e evaluation looked at the 
gross and net e� ects in Medi-
care spending and measures of 
utilization in areas of inpatient 
admissions, emergency depart-
ment visits, post-acute care, 
inpatient readmissions, quality of 
care, self-reported satisfaction with 
care, and mortality. Gross savings 
to Medicare are calculated before 
incentives are paid to participating 
providers. Net savings are what is 
left for Medicare after incentives 
are paid.

Of the 21 programs, 14 showed 
gross savings in spending as the 
result of improvements in inpatient 
admissions (10 of the models) and/
or post-acute care (14 of the mod-
els). Eighteen of the payment mod-
els included incentive payments 
and the results were evenly split: six 
showed net savings for Medicare, 
six showed net losses, and six had 
no e� ect.

� e CMS researchers separated 
the models into two groups: nine 
models that targeted acute or 
specialty care — joint replacement, 
for example — and 12 focused on 
primary care and population health 
management. 

In broad strokes, the results 
from the acute and specialty care 
models were more favorable than 

those for the primary care and 
population health. � e di� erence 
is partly a re� ection of the fact 
that acute and specialty care is 
more costly, so there are more 
opportunities to � nd savings by 
reducing spending on big-ticket 
items, such as hospital admis-
sions. Indeed, all nine of the acute 
and specialty care models had a 
positive e� ect on gross savings, 
driven by reductions in inpatient 
admissions and spending on post-
acute care. Eight of the nine had 
a signi� cant e� ect on post-acute 
care utilization or spending. Five 
models reduced inpatient read-
missions (one of the nine did not 
include inpatient readmissions 
among its outcome measures). It 
was not all good news. Just two of 
the models reduced emergency de-
partment visits. Of the six models 
that included incentives, only two 
produced net savings: the Bundled 
Payments for Care Improvement 
Advanced Model and the Medical 
Care Choices Model.

� e results for gross savings 
among the 12 primary care and 
population models were a mixed 
bag: � ve of the models produced 
signi� cant gross savings; six pro-
duced nonsigni� cant savings; one 
model, the  Advance Payment ACO 
(accountable care organization) 
Model, resulted in an increase in 
gross spending. Just three of the
11 models with incentive payments 
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produced net savings, and three of 
the models resulted in net losses to 
CMS: the Advance Payment ACO 
Model, the Comprehensive Primary 
Care Plus Model and the Next 
Generation ACO Model. Four of the 
primary and population models 
resulted in signi� cant reductions in 
inpatient admissions or spending 
on them; � ve reduced emergency 
department visits. � e results for 
hospital readmissions did not show 
the 12 models, as a group, as hold-
ing great promise. � ree models 
did produce reductions in hospital 
readmissions, but the other nine 
produced nonsigni� cant changes.

‘Sucking wind’
Gathering and analyzing data from 
CMS Innovation Center’s 21 models 
was important, concedes Burns, 
because, he says, “once it’s clear 
what doesn’t work, what’s left over 
has a greater chance of working. 
� at’s a good thing, unless what is 
left over only kind of works.”

“I’m not a crank or the curmud-
geon out in the peanut gallery,” 
Burns continues. He says he has 
looked at the results dispassionate-
ly: “If those are all the savings we 
are going to get, that’s just a little, 
tiny pinprick in the bucket. It is just 
not going to do it. We had better 
look for some other things.”

Burns has been skeptical of 
the ACO models’ ability to rein in 
healthcare costs since they were 
launched as part of the A� ordable 
Care Act. He and his Wharton 
colleague, Mark Pauly, Ph.D., wrote 
that ACOs were not the silver 
bullet for controlling healthcare 
costs. Just three of the models that 
CMS looked at in this review were 
ACO models. � e Medicare Shared 
Savings Program, which is CMS’s 
largest ACO, was not included in 
the synthesis. 

“To be honest, and here again I 
don’t mean to rain on any parades, 
but ACOs are kind of sucking wind,” 
Burns says. 

Using disincentives
Muhlestein is a bit more optimistic 
about ACOs, and is holding out hope 
that CMS can still � nd “big-picture” 
models that will reel in costs. But his 
hope is wavering. “Either we really 
need to keep looking for options, 
or there simply isn’t a way that you 
can use any of these fee-for-service 
models to radically lower the cost of 
care,” he says. “I’m not quite ready 
to do that second one and say there 
isn’t one. But I am increasingly pessi-
mistic that there is.”

A survey conducted by � e Char-
tis Group, a healthcare advisory 
� rm, found that 71% of primary 
care physicians believe their capa-
bilities to deliver on value-based 
care will improve in the next � ve 
years. However, 20% of the doctors 
surveyed did not know whether 
their practice was enrolled in a 
value-based care payment model. 

“OK, I’m willing to wait,” Burns 
says. “But we’ve been waiting 
10 years, and the ship really 
hasn’t set sail.”

One way to bolster ACOs, he 
says, is to increase the incentives 
for primary care practices to enroll 
in value-based models. Right now, 
Burns says, the rewards are “just 
not worth it.” 

Or, counters Muhlestein, CMS 
should make fee-for-service less 
appealing. CMS “is not making 
the disincentives strong enough,” 
Muhlestein says. “Fee-for-service is 
comfortable. As long as it continues 
to be a viable option, most people 
will just stick with what they know.” 

Along with disincentivizing fee-
for-service, Muhlestein says CMS 
needs to design ACO models for 
providers like audiologists, physical 
therapists, addiction medicine 
and surgical specialists — services 
where Medicare spends billions of 
dollars in care.

“� ere is just a need to continue 
to create more models that cover a 
broader range of things,” he says. “If 
you are not going to solve it in one 
fell swoop, you can at least make a 
lot of little chips at it and get better. 
It’s that whole idea of ‘small strokes 
fell great oaks,’ where you need a 
whole lot of small strokes.” 

Focusing on sicker patients 
makes sense, says Muhlestein, 
because it is harder to do e� ective 
population management if that 
population is healthy. 

“I think you can see meaningful 
savings for those (sick) populations,” 
he says. “Maybe in a nutshell, it 
really is that Medicare needs to be 
doing more models for sick patients 
than for healthy patients.” 

Robert Calandra is an independent journalist 
in the Philadelphia area.

“If those are all the savings we are going to get, 
that’s just a little, tiny pinprick in the 
bucket. It is just not going to do it. 
We had better look for some other things.”
—LAWTON R. BURNS, PH.D., MBA, WHARTON SCHOOL AT THE UNIVERSITY
OF PENNSYLVANIA
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Insurtechs are pulling back
After some go-go years, Bright Health, Oscar and 
Clover Health are leaving some markets. By SUSAN LADIKA

T
he bloom seems to be o�  
the rose for several publicly 
traded insurtechs, which 
are pruning their market 
presence as they aim for 
pro� tability.

Late last year, Bright Health 
Group announced it would no lon-
ger o� er A� ordable Care Act (ACA)
plans and slashed its Medicare 
Advantage (MA) business, so it will 
focus solely on California in 2023. 
Meanwhile, Oscar Health is giving 
up on the MA market, and Clover 
Health is scaling back its participa-
tion in a Medicaid program. 

Although every company’s situ-
ation is di� erent, these companies 
that view themselves as hybrids 

of insurance and 
technology com-
panies — thus the 
“insurtechs” coin-
age — entered a 
“cutthroat, compet-
itive marketplace 
without a clear 

sense of the type of strategy the 
current market leaders were using,” 
says Tom Cassels, M.P.P., president 
and CEO of Rock Health, a venture 
fund that invests in digital health.

� e newcomers entered the ACA 
or MA markets believing “people 
would opt for the low-price option,” 
Cassels says. “� e problem with un-
derwriting with a new health plan is 
your losses mount with your wins.” 

Although all three had com-
petitive prices and a technology 
focus, all “shifted fairly quickly” 

to pursue other areas of business, 
notes Peter Manoogian, principal 
at ZS, a management consulting 
and technology � rm. “� ere were 
a lot of distractions and diversions 
for these companies.”

Not so bright
Perhaps the most dramatic pullback 
comes from Bright Health, which 
was founded in 2015 by a group 
that included Bob Sheehy, a former 
CEO of health insurance giant 
UnitedHealthcare. Bright focused 
on the ACA and MA markets. � e 
company, which is headquartered in 
suburban Minneapolis, went public 
in 2021 and brought in $924 million 
in its initial public o� ering.

In its 2021 earnings, Bright 
Health reported a loss of almost 
$1.2 billion, while its membership 
climbed to more than 1 million, 
compared with more than 200,000 
in 2020. In December 2022, it 
received a  a warning from the New 
York Stock Exchange that its shares 
could be delisted because they were 
trading at under a $1.  

Bright announced last year that 
it was dropping out of the ACA 
market for 2023 and dramatically 
scaling back its MA presence to 
only o� ering Florida and California. 
Weeks later, Bright announced it 
was withdrawing from the Florida 
MA market.

In an October news release, 
Bright said it would focus on its “ful-
ly Aligned Care Model in partnership 
with aligned external payers and 

care providers (which) is a faster 
path to pro� tability, has greater 
predictability, and is more capital ef-
� cient.” Bright operates NeueHealth, 
which provides care to more than 
500,000 value-based care patients 
at more than 3,000 clinics. On its 
website the company says it “align(s) 
providers, payers, and patients 
and give(s) them the technology, 
insights, and processes they need to 
work together more closely.”

Oscar leaving MA
Meanwhile, Oscar Health has left the 
MA market after struggling to sign 
up few policyholders. Instead, the 
company plans to focus on the ACA 
market, where it has found success. 

� e New York-based insurtech 
opened for business in 2012. Joshua 
Kushner — the brother of Jared 
Kushner, former President Donald 
Trump’s son-in-law — was one 
of the co-founders. � e company 
went public in 2021, pulling in 
$1.2 billion. Last year it recorded a 
net loss of $573 million, an increase 
of $166 million over the $407 mil-
lion losses in 2020, and it served al-
most 600,000 members, an increase 
of almost 50% during that time. In 
the company’s 2022 third-quarter 
earnings call, CEO Mario Schlosser 
said the focus for next year will be 
on pro� tability over growth. As 
part of that push, Oscar is pausing 
expansion of its +Oscar technology 
platform, which is designed to help 
healthcare clients improve growth, 
e�  ciency and engagement with 

CASSELS
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members and patients. “We got to 
solve the question of, how do we 
sell +Oscar in a more e� ective and 
e�  cient way. And how do we im-
plement +Oscar in a more e� ective 
and e�  cient way with third parties,” 
Schlosser said. 

While withdrawing from the MA 
market, Schlosser said, “� e indi-
vidualized ACA market looks to us 
much more like the future of a com-
petitive U.S. health care system than 
any other health insurance markets.” 
� e company expects to have about 
1 million members this year.

Not in clover
Clover Health, which was founded 
in 2014 and focuses on MA and 
Medicare markets, went public in 
2021 in a $3.7 billion deal with the 
special purpose acquisition compa-
ny (SPAC) Social Capital Hedoso-
phia Holdings Corp. III. It is one of 
six SPACs founded by billionaire 
Chamath Palihapitiya.

� e company, headquartered in 
Franklin, Tennessee, reported a net 
loss of $588 million for 2021. In early 
2022, CEO Vincent Garipalli made 
optimistic statements about health 
equity and Clover “enabling physi-
cians to provide great healthcare to 
all, especially those in underserved 
communities.” But in the third 
quarter of 2022, Clover announced 
it was slashing its participation in 
CMS’ Accountable Care Organiza-
tion Realizing Equity, Access and 
Community Health (ACO REACH) 
program by up to two-thirds in a 
bid to become pro� table. As of early 
December, its stock price was one-
� fth of what it was in early 2022. 

Senior leaders from other 
insurers were hired to run these 
insurtechs. In Manoogian’s view, 
that leadership choice could lead to 
“individuals who want to make their 
mark and drive their own strategy.” 

� at, he adds, could lead to diversi-
fying business models in too short a 
period. Some larger issues are also 
a� ecting the newcomers, Manoo-
gian says: “Because macro markets 
have become tighter, I think inves-
tors may be a little bit less patient.”

Insurtech is a relatively new 
coinage that may make these com-
panies seem exciting. Cassels is not 
persuaded; he says he views them as 
“just unpro� table health plans that 
happen to have technology. � ey 
were not built to be tech companies.” 
He contends they have given their 
core business of health insurance 
short shrift, in order “to enter their 
side business, which is technology.”

Newcomers to health insur-
ance may not anticipate some of 
the problems of being relatively 
small. For example, most health 
insurance companies outsource 
part of their claims process, but 
new plans “don’t have enough vol-
ume to get reasonable prices from 
outsourcers,” says Cassels.

� at can lead to shortcomings 
in claims processing issues. In 2022, 
Bright Health was � ned $1 million by 
the Colorado Division of Insurance 
for issues concerning paying pro-
vider claims, inaccurate processing 
consumer payments and failing to 
communicate with members. 

� ere have also been com-

plaints from providers and 
members about a lack of provider 
network adequacy, Manoogian 
says. Having “a lot of out-of-net-
work encounters hurts Bright.”

But Manoogian says Oscar has 
a good partnership with Cigna to 
o� er small group plans. “Scale is 
important to be able to compete 
against the entrenched.” Manoo-
gian also says the ACA, which is 
in Oscar’s wheelhouse, “is here to 
stay,” particularly after Congress 
extended increased marketplace 
subsidies, the number of people 
enrolling in ACA plans has climbed 
and enrollment is expected to reach 
new highs for 2023. 

Manoogian and Cassels are 
skeptical that the insurtechs will be 
acquisition targets any time soon.

“It wouldn’t be unreasonable to 
think these companies might spend 
more time trying to turn around 
their existing books of business to 
be more pro� table and scalable,” 
says Manoogian.

Cassels sees the future di� erent-
ly: “Our bet is that they are going to 
need to have a completely di� erent 
business model than the one they 
have today.” 

Susan Ladika is an independent journalist
in Tampa, Florida, who covers healthcare 
and business.

“It wouldn’t be unreasonable to think these 
companies might spend more time 
trying to turn around their existing 
books of business to be more 
profi table and scalable.”
—PETER MANOOGIAN, ZS
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What to look for in health tech in 2023
Preventive care, health insurance literacy and a digital health 
shakeout are in the crystal ball. By JARED KALTWASSER

I
t’s been a weird few years for 
the healthcare technology 
sector. In 2020, COVID-19 
provided the push the 
industry needed to � nally 
integrate telemedicine 
into healthcare delivery 
in a meaningful way. � e 

pandemic-driven implementation 
of telehealth also came at a time 
when digital health proliferated, as 
more healthcare industry players 
realized that smartphones, watches 
and other devices could be used 
as legitimate medical tools and 
not just for information delivery 
or as self-a�  rming trackers for the 
worried well. 

Last year the digital health 
industry worked hard to put some 
daylight between itself and the 
“wellness” sector, pushing payers to 
begin embracing newer techno-
logical tools and attempting to 
raise the evidentiary standards for 
emerging products.

It was not, however, the year 
CMS began paying for prescription 
digital therapeutics. � e legislation 
that would create Medicare pay-
ment for such therapeutics remains 
in a holding pattern, although the 
Digital � erapeutics Alliance, an 
industry trade group, is optimistic 
that it will move forward in the 
coming year. � at legislation’s fate 
is one of many questions facing the 
healthcare technology sector this 
year. Many tech � rms are shedding 
employees, and in� ation and the 

ongoing e� ects of the pandem-
ic have stretched budgets and 
knocked many patients o�  their 
treatment plans.

Managed Healthcare Executive® 
spoke to leaders in healthcare 
technology about what they expect 
to see in 2023. � emes included 
tougher standards for digital tools, 
higher expectations from patients 
regarding healthcare technology, 
and a need for providers to be more 
creative as they seek to leverage 
new tools to help o� set di�  cult 
economic conditions.

‘Removing the noise’
Sam Glassenberg, M.S., founder and 
CEO of Level Ex, a Chicago-based 
company that uses video game 
technology to offer training and sim-
ulations for healthcare professionals, 
says he believes the new year will be 
one in which the wide world of digital 

health technology 
is sorted into those 
that provide true 
value and those that 
do not.

“Following all 
the metaverse hype 
in 2022, the 2023 

economy is going to serve as a great 
fi lter, removing the noise while driving 
greater adoption of the applications 
that provide real, enduring value,” he 
tells Managed Healthcare Executive®.

Glassenberg believes his company 
is well positioned to benefi t from such 

a shift, because it facilitates collab-
orative, remote clinical and surgical 
training in a format that reduces the 
time and travel burdens traditionally 
associated with continuing medical 
education. “The macroeconomic 
situation is constraining budgets for 
both medical device and pharmaceu-
tical companies, as well as hospitals,” 
he says. 

Resurgence of preventive care
The increasing emphasis on value in 
healthcare will translate into a resur-
gence in preventive care, predicts 
Alecia Pritchett, the chief growth 
offi cer at Ixlayer, a San Francisco com-
pany that facilitates remote medical 
testing. She says the pandemic took a 

major toll on preven-
tive care, as many 
people stopped 
making nonurgent 
healthcare visits or 
were preoccupied 
by more immediate  
concerns, such as a 

bout of COVID-19 or unemployment.
Pritchett points to a 2020 survey 

that showed more than one-third of 
patients with chronic conditions said 
their health was “noticeably worse” 
than at the start of the pandemic. 
Pritchett says the decline in health 
is related to many people missing 
important visits and checkups. When 
that happens, eventually something 
must give, she says.

“As healthcare systems and plans 

GLASSENBERG
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are being pushed to the limits and are 
faced with the fi nancial and health 
consequences of these worsening 
and chronic conditions, they will 
need to seek preventive methods to 
get ahead of disease progression,” 
Pritchett adds.

Ixlayer hopes to capitalize on the 
preventive hiatus by making it easier 
for medical testing to be done at home, 
and at a lower cost. “At-home screen-
ing and diagnostic testing allows indi-
viduals to complete the test where and 
when it’s convenient and comfortable 
for them,” Pritchett says.

More direct-to-consumer 
health analytics
Victor Brown, MBA, the CEO and 
founder of the health and wellness 
software maker Xcellent Life, says 
he thinks 2023 will be a year in which 
healthcare insights generated by the 
copious amounts of personal health 
data become more widely available in 
a direct-to-consumer format. “Specifi -
cally,” says Brown, “I am expecting the 
market for health analytics, health risk 
management, health education and 
personalized health solutions that are 
sold directly to the consumer to see an 
increased growth rate.”

As Brown sees it, the pandemic 
brought about a new comfort level and 
increased consumer demand for mo-
bile health technologies. The econom-

ics of healthcare are 
also forcing change, 
in his opinion. “The 
gap between how 
we access other ser-
vices versus how we 
receive healthcare 
is causing growing 

discontent with traditional high-cost, 
low-value services,” he says.

Brown thinks a new regulatory 
framework is on its way that will make 
it easier and quicker for new technolo-

gies to get into the hands of consum-
ers — and that, in his view, is only the 
beginning: “I believe it will usher in 
a new era of increasing longevity in 
human life and an improved quality of 
life given the capabilities of protecting 
human health with technology.” 

Patient health insurance literacy
Ryan Bullock, chief operating offi cer 
at the medical device maker Aero-
fl ow Healthcare, which is headquar-
tered in Asheville, North Carolina, 

says patient 
empowerment also 
means enabling 
patients to be more 
informed when 
choosing health 
plans. 

In a landscape 
in which a new wave of digital health 
devices is joining the stable of more es-
tablished durable medical devices, he 
says patients shopping for insurance 
will need to know which plan provides 
the best coverage for the devices and 
tools upon which they rely.

“They should determine whether 
their equipment is covered under 
each potential health plan and how 
the associated costs are managed,” 
he says. “Just because a health plan 
includes coverage for medical equip-
ment doesn’t mean the provider will 
completely cover the costs.”

One way patients might get 
answers is to contact their healthcare 
provider and ask them to explain which 
costs would be passed on to con-
sumers, although providers often are 
not familiar with the details of health 
insurance. However, Bullock also said 
patients can — and should — expect 
their insurers to provide transparent 
information on their websites or apps.

“Many health plans also have 
online tools where you can research 
the providers by the plan types,” he 

says. “Carefully evaluate their tools 
online and check for ease of use. It 
can be a great indicator of the value 
system of the health plan.”

Fine-tuned marketing
But it is not only health plans 
that need to step up their online 
marketing games. Rob Dreussi, 
chief information offi cer at HCTec, 
a healthcare IT fi rm in Brentwood, 
Tennessee, says health systems 
need to improve their “digital front 
doors.” He expects health systems 
to increase their use of digital mar-
keting strategies and tools to boost 
patient adherence.

“We anticipate accelerated 
adoption of cam-
paign-based out-
reach to consum-
ers and patients,” 
he says. “These 
campaigns span 
email reminders 
for preventive 

screening and the use of web-based 
health risk assessments to identify 
consumers that could benefi t from 
interventions like a knee replace-
ment, for example.”

Dreussi said many health 
systems have traditionally relied 
on customer relationship manage-
ment (CRM) software provided 
by their electronic health records 
provider. He expects that more 
health systems will start to consider 
CRM programs from outside the 
healthcare industry, such as 
Salesforce, although he added that 
such systems would need to adopt 
privacy-protection strategies due 
to the privacy requirements of the 
healthcare industry. 
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Jared Kaltwasser, a regular contributor 
to Managed Healthcare Executive ®, is a 
healthcare writer in Iowa.
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