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“D
isruption” gets bandied about a lot, especially in U.S. 
healthcare. Clayton Christensen, a Harvard Business 
School professor, is credited with developing the theory 
of disruption innovation, and his 1997 book, “The 
Innovator’s Dilemma: When New Technologies Cause 

Great Firms to Fail,” remains one of the most influential business 
books ever written. 

Christensen, who died in 2020, was concerned, though, that his 
carefully thought-out ideas were being applied way too casually. 
“Many researchers, writers and consultants use ‘disruptive inno-
vation’ to describe any situation in which an industry is shaken up 
and previously successful incumbents stumble,” he wrote in a 2015 
Harvard Business Review article. 

In Christensen’s theory of disruption innovation, incumbent busi-
nesses tend to focus products and services on their most demanding 
(and frequently most profitable) customers. Disruptors gain a foot-
hold by catering to neglected, low-end segments of a market, often at 
lower prices, before moving upmarket to take on the incumbents. 

In this issue of Managed Healthcare Executive® we are featuring 
a handful of companies, trends and ideas that are challenging the 
status quo in U.S. healthcare. We hesitate to call them disruptive 
innovators, out of deference to Christensen, but they are shaking 
things up in healthcare. 

The Mark Cuban Cost Plus Drug Company has undoubtedly 
benefited from Cuban putting his name on it. But the “Shark Tank” 
judge and basketball team owner, along with his co-founder, Alex 
Oshmyansky, M.D., Ph.D., have come up with a way of pricing drugs 
that is intelligible and makes them cheaper. Cuban is now talking 
about branching out from generics to biosimilars and possibly to 
brand-name drugs.  

Contract research organizations such as IQVIA and Parexel are 
large, successful businesses. But Ivan Jarry, CEO of ObvioHealth, talks 
about a decentralized  way of conducting clinical trials that he says 
has many advantages over the traditional study site model: faster 
recruitment, more accurate data, lower costs. Large pharmaceutical 
companies move cautiously, but Jarry says his company is getting a 
warm reception from smaller biotech companies. 

We also spoke with Suzanne Delbanco, Ph.D., M.P.H., executive 
director of the Catalyst for Payment Reform. Delbanco is a leading 
voice on value-based care and payment, but her suggestion for truly 
disrupting U.S. healthcare would be to flip payment so primary care 
physicians are paid more than specialists. 

Seem unrealistic? Definitely. But reality-challenged ideas can be 
the spark that starts the Clayton Christensen disruptive innovators 
on their upmarket journeys to toppling the mighty incumbents. 

Mike Hennessy Jr.
President and CEO

of MJH Life Sciences®

Shaking things up in healthcare
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By RODRIGO CERDÁ, M.D., M.P.H.

F
ew � elds have changed 
as signi� cantly as 
healthcare over the past 
50 years. Advances in 
medicine such as robotic 
surgery, gene therapy and 
lifesaving vaccines help 
millions of people live 
longer and healthier lives. 

But in many ways, healthcare lags 
when it comes to innovation.

New ways of practicing are often 
not supported by existing payment 
approaches, and health plans and 
providers can be averse to change, 
despite the general acceptance of 
the need for system improvements. 
So, what can we do to make sure 
healthcare keeps up with other 
highly innovative industries such 
as � nance, technology and con-
sumer goods?

As the leading health plan in 
southeastern Pennsylvania, we 
work with some of the best clini-
cians, academicians and health 
systems in the country, and we 
are well positioned to help spark 
innovation in healthcare delivery. 
We can — and should — help make 
it easier for our provider partners 
to deliver quality care in a way that 
makes healthcare more e�  cient 
and a� ordable.

In addition to the day-to-day 
collaboration on improving care 
for our members, we are investing 
in our network through clinical 
care innovation grants. � e grants 
support models that improve care 
quality, member and provider 
experience, and health equity. 
� e grants are designed to help 

o� set the initial investments of 
time, money and e� ort so the 
improvements happen faster and 
ultimately become scalable and 
sustainable. Recipients include Axia 
Women’s Health, Je� erson Health, 
Penn Medicine, Temple Health and 
Trinity Health Mid-Atlantic. � e 
issues run the gamut from arti� cial 
intelligence-based support for new 
mothers to treatment for opioid 
use disorder to palliative care for 
patients with dementia.

We are already seeing positive 
results. One of the grants we award-
ed helped support Penn Medicine’s 
CareConnect “warmline,” which 
uses telemedicine and provides nav-
igation services to guide patients 
through substance use treatment. It 
focuses on closing disparities in opi-
oid use disorder treatment, speci� -
cally with the use of buprenorphine 
for Black, Indigenous and other 
people of color in Philadelphia. 
Rather than having to meet patients 
in person, doctors can prescribe 
buprenorphine via a telehealth 
visit, making it faster and easier for 
patients to begin treatment.

A case study on this work was 
published in the NEJM Catalyst 
Innovations in Care Delivery, an o� -
shoot of the New England Journal of 
Medicine. � e study found that 55% 
of the program’s more than 350 pa-
tients stayed on buprenorphine for 
a month after their initial prescrip-
tion, almost 90% � lled at least their 
� rst buprenorphine prescription 
and 69% � lled at least two.

Early results from other grant 
recipients are similarly impres-

sive. Trinity Health Mid-Atlantic’s 
primary care model sought to 
improve patient engagement to 
control chronic kidney disease 
through nutritional counseling. 
Among patients who received 
counseling, there was a signi� cant 
decrease in body mass index when 
they had at least two measure-
ments. � e decrease was due to 
better nutrition, exercise, medica-
tion management and education 
about their disease.

� ese patient-driven approaches 
can help improve health outcomes, 
break down barriers to care and 
drive increased cost e�  ciency in 
the system. We look forward to 
continuing these grants and helping 
to move the healthcare innovation 
needle in the region.

Other health plans, especially 
those with signi� cant presence 
in a community and in collabo-
ration with network providers, 
should think about how to 
support innovation not only 
through vendors and invest-
ments but also through their 
own provider networks. Much 
of our members’ experience 
of healthcare is facilitated by 
the clinical teams who care for 
them. If we want that experi-
ence to continually improve, 
an investment in our networks’ 
capabilities can go a long way.   

Going beyond the day-to-day 

Rodrigo Cerdá, M.D., M.P.H., is senior 
vice president of health services and chief 
medical offi cer at Independence Blue Cross in 
Philadelphia, and a member of the Managed 
Healthcare Executive editorial advisory board. 
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On Medicaid, redetermination, social 
determinants of health, underinsurance 
and carving out drug bene� ts
Margaret Murray, M.P.A., who 
goes by Meg, is the founding CEO 
of the Association for Commu-
nity A�  liated Plans (ACAP) 
and a longtime member of the 
Managed Healthcare Executive
editorial advisory board. Murray 
is an expert on Medicaid and 
healthcare policies that a� ect 
people with low incomes, and 
she is a frequent speaker at 
national conferences and in the 
media. Prior to leading ACAP, 
she was the Medicaid director for 
New Jersey during the adminis-
tration of Gov. Christine Todd 
Whitman. She was also a senior 
budget analyst for the U.S. O�  ce 
of Management and Budget. She 
spoke with Managing Editor 
Peter Wehrwein.

� is transcript has been 
edited for clarity and length.

Can you to refl ect a bit about 
the fact that we are roughly a quarter of 
the way into the 21st century. What is 
on your mind these days, what are the 
challenges for you, your organization 
and your members?

Because of the (COVID-19) pan-
demic, ACAP was not able to o�  -
cially celebrate its 20th anniversary. 
We were founded in the � rst year of 

the century, in 2001, so we are now 
at year 22. But we are looking ahead 
to our 25th anniversary, so we’ve 
de� nitely been thinking about what 
ACAP has accomplished over the 
past 22 plus years.

We started o�  as a trade asso-
ciation for 17 community health 
center plans, and now we’re up 
to 68 of what we call safety net 
plans. Over that time period, we’ve 
had a couple major congressional 
wins that have a� ected the whole  
Medicaid and Medicaid managed 
care industry, starting with the 

inclusion of the Drug Rebate 
Equalization Act in the 
A� ordable Care Act. � at was 
really our � rst big legislative 
win. It enabled the states to 
get drug rebates for people 
who were in Medicaid man-
aged care plans. It resulted in 
many states deciding to carve 
drug (coverage) into managed 
care — as opposed to carving 
it out — to get the rebate. It 
had a bene� t for bene� ciaries 
because then the health plan 
really had control over the 
whole-person care.

� en in 2017, we fought to 
sustain the A� ordable Care 
Act, especially the Medicaid 
expansion, and we had a 
whole campaign called Med-
icaid Is Us.

Since then, we’ve had a cou-
ple other major wins, including 

helping to require that some of the 
quality measures be reported by the 
states to CMS. We think it’s really 
important that the feds know what 
they’re buying through Medicaid 
and Medicaid managed care. Now 
states, for the � rst time, will have to 
provide kids’ quality measures and 
behavioral health measures to the 
federal government.

Lastly, as part of the omnibus 
spending bill, states will have to 
cover children continuously in 
Medicaid for 12 months. � at was a 
huge win for ACAP.

A conversation with Margaret Murray, M.P.A.
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  Is there anything about 
representing nonprofits that creates  
a different set of issues?

Our plans always put the mission 
first. 

Of course margin is important. 
But mission is really the underlying 
piece. Some of our plans now go 
back 40 years and have been very 
focused on social determinants 
of health. Now we have a term for 
it, and ACAP just started a center 
related to social determinants of 
health. Oftentimes our plans were 
founded by community health 
centers, children’s hospitals, local 
governments and public hospitals, 
so the issues related to ensuring 
people are having their social de-
terminants of health addressed has 
been core to our plans since 
the beginning.

  I’m glad you mentioned 
the omnibus bill because, I believe, 
that bill ended something that was 
created during (the early part of the 
COVID-19 pandemic), which was 

continuous enrollment in Medicaid. 
Are your members concerned about 
the end of continuous enrollment and 
redetermination — deciding whether 
people are, in fact, eligible for benefits?

It will be a big challenge. It was one 
of the smartest things that the Con-
gress did way back in 2020, in one of 
those first bills, where they said to 
states that if you want the  
enhanced financial support, the 
states had to agree to keep people 
on Medicaid and not be redeter-
mined. Some people have been 
on (Medicaid) now for 2 1/2 years. 
Medicaid has grown tremendous-
ly; there are 90 million people on 
Medicaid.

But, yes, states could start, as of 
Feb. 1, to do outreach to people to 
tell them that they need to certify 
that they are still eligible for Med-
icaid. April 1 is when some people 
might lose eligibility. The plans and 
the states are working very closely 
together, along with CMS. Plans are 
being very creative in their outreach 
to people, reminding them they 
need to update their addresses,  
reminding them that redetermina-
tion is coming up.

One of the things we want to 
make sure about is that there’s not 

a bolus of people that are redeter-
mined at one point in the beginning 
of ’23, because then they’ll have this 
big number of people in the early 
part of the year (every year) being 
redetermined. Plans really want to 
make sure people are being redeter-
mined throughout the year.

 We’ve done a lot of stories about 
the Inflation Reduction Act and its 
healthcare provisions. Are there some 
healthcare provisions of the Inflation 
Reduction Act that are going to affect 
your organization, your members and, 
ultimately, Medicaid beneficiaries?

One of the big provisions of the 
Inflation Reduction Act extended 
what we call the enhanced ad-
vanced premium tax credits ( for the 
marketplace plans). During COVID, 
the federal government increased 
the subsidies for people who are 
on the marketplace plans, and they 
were going to go away this year. Our 
members had been up in Con-
gress, or at least virtually meeting 
people from Congress, to say, “We 
really need to make sure that those 
enhanced premium tax credits are 
extended.” They were, but unfortu-
nately, for only three years. We were 
hoping to make them permanent. 
But it will ensure nobody pays more 
than 8.5%, I think, of their income 
for healthcare.

 Moving back to the big picture, 
because of the ACA and Medicaid 
expansion, has the issue of health 
insurance coverage been settled and 
now we’re dealing with issues on the 
margins, the remaining nonexpansion 

A conversation with Margaret Murray, M.P.A.

Q. For people who aren’t familiar with the various insurance 
trade associations, are you the only health insurance group 
that focuses exclusively for Medicaid managed care?

We represent about 40% of the population that is in Medicaid 
managed care. There is another association called Medicaid 
Health Plans of America. They represent not just the nonprofit 
plans; our plans are all not-for-profit. But our plans also are in 
the Medicare program, serving low-income seniors and dual 
eligibles,  and they are in the marketplace plans. Medicaid Health 
Plans of America focuses solely on Medicaid. We have members 
in common and work very well and closely together.
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states, underinsurance and the social 
determinants of health? The center of 
gravity, and what gets talked about in 
healthcare, it seems to have changed.

I think that’s probably slightly true. 
Making sure people have true 

coverage is certainly important. 
At ACAP, we have actually led the 
charge against the Trump adminis-
tration’s promulgation of what we 
call junk insurance, known as short-
term limited-duration plans. We are 
concerned that a lot of the people 
who might be losing their Medic-
aid coverage might inadvertently 
buy some of these junk insurance 
products. Sometimes the people 
selling them are not that forth-
coming about the limitations. We 
are strongly encouraging the new 
administration to come out with a 
regulation. I believe it’s certainly on 
their list of things that they want to 
do, but we’re hoping they will get 
that regulation out sooner rather 
than later, particularly during this 
redetermination or unwinding 
process in Medicaid. We don’t want 
people falling into a trap of being 
underinsured.

I think your point is right that 
certainly in states that have done 
Medicaid expansion and have done 
a lot of outreach, insurance rates 
have fallen. In fact — who would 
have thought — during COVID-19, 
uninsurance rates fell even more.

 In a nutshell, would you say the 
issue has changed from being uninsured 
to being underinsured?

I think that is true, but there’s still 
a lot of people who are eligible for 
Medicaid who are not enrolled. 
Almost a third of people who are 

uninsured are actually eligible for ei-
ther Medicaid or (marketplace plan) 
subsidies. Getting people in the door 
who are eligible is also a piece of it.

 The conversation on SDOH has 
been ongoing for several years now. There’s 
some experience. Is there an SDOH issue 
to address that you think is going to have 
the biggest bang for your buck?

I think housing is the big issue. It’s 
such a big issue in the U.S. There’s 
just not enough low-income hous-
ing. It’s very hard to address any 
health issue if you don’t have per-
manent housing. Medicaid dollars 
typically cannot be used for housing, 
but they can be used for housing 
supports, respite care and things 
like that. That’s where our plans find 
the biggest bang for their buck.

One thing I wanted to discuss is 

high drug prices. You mentioned that 
there were some provisions of the ACA 
that folded drug coverage into some of 
the plans your group represents. How 
have high drug prices affected your 
members and the services they offer? 

We don’t typically work on 
state-level issues, but California 
recently did carve drug coverage 
out of the capitation, and New 
York is in the process of doing 
so. Our plans have fought hard 
against that. There is a lot of con-
cern that the states are looking 
at the rebates. We have funded 
studies showing it will cost states 
more to carve the drugs out; 
unfortunately, there are dueling 
actuaries. We’ll need to see what 
the results are in California. It’s 
only been in place for maybe a 
year now. 

We don’t think it’s good finan-
cially, but more importantly, we 
don’t think it’s good for the bene-
ficiary. It’s better when the health 
plan is responsible for as much of 
a person’s care as they can be.    

Q. We’ve talked about the omnibus bill, the Inflation Reduction 
Act and issues with the ACA. What other sort of regulatory or 
legislative developments do you anticipate this year that could 
be a challenge or maybe create some kind of inflection point 
for your organization and its members?

One of the things we are very focused on, as I mentioned, is 
social determinants of health. Many of our plans pay for food 
support, housing support and things like that out of their own 
administrative dollars. They’re actually being used to offset, 
ultimately, hospitalization costs. CMS has given more latitude to 
states to be able to pay for SDOH (social determinants of health). 
ACAP has come up with a proposal on the Medicare side that 
would allow plans that solely focus on dual eligibles to receive a 
higher rebate, so they then could use those dollars for SDOH. We 
hope to get that bill introduced this year.
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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™.
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MEDICAL ECONOMICS®

ON “INSIDE THE PRACTICE®”

Switching to concierge medicine

Ann Frekko Raffo, M.D., an internist in Gaithersburg, Maryland, and Bradley 
Adler, M.D., an internist in Armonk, New York, discussed the reasons they 
switched to concierge medicine and the benefi ts it has had for their patients 
and themselves, with Chris Mazzolini, editorial director of Medical Economics.®

https://www.medicalworldnews.com/view/medical-economics-inside-the-practice-inside-concierge-medicine

“WELLBEING CHECKUP™”

How to help a colleague in emotional distress

Rebekah Bernard, M.D., owner of Gulf Coast Direct Primary Care in Fort 
Myers, Florida, and a national speaker on physician wellness, spoke with 
Sydney Jennings, editor at Patient Care® Online, about physicians masking 
their emotional distress and how clinicians can be on the lookout for signs of 
distress in their colleagues and ways to start a dialogue about mental health.

https://www.medicalworldnews.com/view/wellbeing-checkup-how-to-help-a-colleague-in-emotional-distress

“MEDICAL WORLD NEWS DEEP DIVE™”

Early identifi cation of pediatric autism disorder

Colleen A. Kraft, M.D., senior medical director of clinical adoption at 
Cognoa, discussed the value of early identifi cation autism spectrum disorder 
with Celeste Krewson, assistant editor of Contemporary Pediatrics®. Kraft 
said that early diagnosis and treatment can help reduce symptoms and help 
children with the disorder thrive and fi nd success.

https://www.medicalworldnews.com/view/deep-dive-deep-dive-into-pediatric-autism-spectrum-disorder

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.
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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™.

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 .

The growth of specialty medications will challenge 
payers to improve patient access to treatment and ensure 
affordability, according to Dea Belazi, Pharm.D., M.P.H., 

president and CEO of AscellaHealth, 
a specialty pharmacy in suburban 
Philadelphia. Payers will have to have 
targeted programs and complete solutions 
that ensure medication access, Belazi said 
in an interview with Formulary Watch.

Specialty medicines will account for 
approximately 43% of spending on drugs worldwide and 56% 
of spending in developed markets such as the U.S., according 
to a recent IQVIA report. Cancer is expected to be one the 
biggest contributors to drug spending growth in the next 
fi ve years, with approximately 100 new oncology therapies 
expected to come on the market. 

Payers will fi nd a way to cover specialty medicines, but 
the question is how, Belazi said. “We will see variability in 
coverage. Medicaid and Medicare payers will cover these 
therapies in a very highly managed way. They will manage 
them tightly because of their costs and make sure those 
therapies are really the appropriate therapy for that individual.”

On the commercial side, there could be many models used, 
but there will likely be higher costs to the patients, according 
to Belazi. “Employers are asking for payer vendors to be much 
more diligent and use a more effi cient management approach 
to specialty therapies,” he said.

“We can’t, as a system, continue to pay for these 
medications without some form of an outcomes-based 
agreement or some type of value for that money,” he 

said. “Manufacturers need to look at how 
to guarantee outcomes and be able to 
demonstrate value for those expensive 
therapies.” 

Greater transparency into payer coverage policies 
can lead to positive change, according to the second 
Barriers to Fair Access report by the Institute for 
Clinical and Economic Review (ICER), a drug cost 
analysis organization in Boston. During ICER’s 
assessment, fi ve payers revised policies for 11 drugs 
in ways that bring coverage in line with the research 
institute’s fair access criteria, according to ICER. 
Most of the changes made refl ected tier placement 
but some refl ected clinical eligibility criteria. ICER 
used formulary coverage information from MMIT’s 
market access database to evaluate the insurance 
coverage policies of the largest formularies of 
leading payers against ICER’s fair access criteria for 
the 19 drugs reviewed by ICER in 2020.

The analysis found that overall major payer 
coverage policies for the 19 drugs that were reviewed 
demonstrated high concordance, with many fair access 
criteria related to cost sharing, clinical eligibility, step 
therapy and provider restrictions. However, ICER also 
found that many payers do not provide adequate 
transparency into clinical coverage criteria, and prior 
authorization forms can have dozens of questions, which 
puts additional burdens on physicians and their staff.

One example of a change prompted by the ICER 
report involved Anthem. The company updated its 
clinical eligibility criteria for Oxbryta (voxelotor) to treat 
patients with sickle cell disease to include patients 
ages 4 years and older to refl ect the therapy’s current 
indication. In December 2021, the FDA granted an 

accelerated approval to Oxbryta for 
pediatric patients ages 4 to 11 years. 
Previously, it had been approved for 
patients ages 12 years and older.  

Specialty pharmacy 
trends to watch

BELAZI

ICER review leads 
to formulary changes
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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 .

When thousands of nurses in New York 
City went on strike in January, Jennifer 
Mensik Kennedy, Ph.D., MBA, spoke 
out in support of them. Mensik Kennedy 
is president of the American Nurses 
Association, an advocacy organization, 
which represents more than 4 million 

registered nurses nationwide. She took the post Jan. 1. 
Although the association wasn’t involved in organizing the 
walkout, she sought to make sure she had the 
nurses’ backs.

After a three-day strike, the nurses announced they 
reached a deal with Montefi ore Medical Center and The 
Mount Sinai Hospital. The nurses received commitments 
to boost staffi ng, including specifi ed nurse-patient ratios, 
along with raises of about 19% over the next three years.

Mensik Kennedy tells Chief Healthcare Executive that 
she expects to see intense labor battles between nurses 
and hospitals and the potential for other strikes in the near 
future. For too long, nurses have tried to call attention to 
problems with their work environment and haven’t been 
heard, according to Mensik Kennedy. “We’ll see more 
nurses walk out if the systems do not listen,” she says. 
“Nurses don’t want to have to do that. They want to take 
care of patients.”

There’s also a greater need to address the well-being 
of nurses, according to Mensik Kennedy. “It’s not just an 
occasional pizza party,” she says. “It’s having managers 

and leaders respect them for their know-
ledge and value what they do. … To make 
signifi cant changes, it’s going to take 
managers and the C-suite to be leaders.” 

Christopher McCann, MBChB, says hospitals shouldn’t 
fi xate on the past. McCann is the co-founder and CEO of 
Current Health, a technology company in Boston that helps 
health systems provide healthcare at home, including 
hospital-at-home programs. The Scottish health tech 
leader sees a great deal of promise in offering acute care 
at home, but he understands why some healthcare leaders 
may be tempted to focus on care within the hospital.

“I think hospitals are in a diffi cult spot right now,” 
McCann says. “They’ve seen their volumes and their 
revenue go down, (and) their costs are higher — a lot 
higher. I think a lot of leaders are saying, ‘We’re going to 
focus on what we know best, which is inpatient, heads
in beds.’”

But McCann says hospitals should invest in the future, 
which means looking at offering more care at home, 
including more acute care. “The future isn’t just going to 
be inpatient,” McCann says. “Everyone agrees that part of 
the future of care is going to be care in the home, so we 
have to think about that future.”

Best Buy, an electronics retailer, acquired Current 
Health in 2021 for $400 million. Current Health is working 
with more than 20 health systems to provide care at home, 
and McCann says the company is primed for more growth. 

“For me, it’s how we deliver — without 
being cliché — the right care in the right 
place at the right time for those individual 
populations,” McCann says. 

American Nurses Association president 
warns of potential for more labor battles

Care is coming home

KENNEDY



Drugs in the Pipeline

R
espiratory syncytial 
(pronounced sin-SISH 
-shul) virus (RSV) is a 
highly contagious virus 
that can a� ect the lower 
respiratory tract and 
is a leading cause of 
pneumonia and other 

respiratory tract infections. Many 
people experience symptoms that 
are similar to a cold, such as cough, 
fever, and runny nose. But RSV 
infection can be more serious for 
infants and older adults. Both age 
groups have an increased risk of 
developing severe disease that may 
warrant hospitalization and can 
be fatal. Worldwide, approximately 
118,000 children die annually due 
to RSV, and approximately 50% 
of these deaths occur in infants 
younger than 6 months.

In the United States, 58,000 to 
80,000 children younger than 5 
years are hospitalized yearly due to 
RSV. In adults 65 years and older, 
RSV is associated with 60,000 to 
160,000 hospitalizations per year. 
Children who are at high risk for se-
vere disease include those born pre-
maturely or infants 6 months of age 
or younger. Immunocompromised 
children and adults and individuals 
with neuromuscular disorders, such 
as muscular dystrophy, also have an 

increased risk of developing severe 
disease. Adults aged 65 years or 
older and those with heart or lung 
disease may also be at a higher risk 
of severe RSV disease.

In children, severe cases of RSV 
typically result in a hacking cough 
and bronchiolitis, which may 
worsen and become pneumonia 
or, in the worst cases, respiratory 
failure. In adults, RSV infection can 
worsen preexisting respiratory con-
ditions, such as asthma and chronic 
obstructive pulmonary disease, and 
can lead to complications such as 
stroke and myocardial infarction.

RSV, in� uenza and COVID-19 are 
a trio of respiratory viruses causing 
what has been dubbed the “tridem-
ic.” Of the three, RSV is the one for 
which there is no vaccine approved 
by the FDA.

Currently, ribavirin is the only 
antiviral approved to treat RSV in 
the United States. Its use is limited 
to infants and young children 
hospitalized for RSV-related lower 
respiratory tract infections.

Research for an e� ective RSV 
vaccine has stalled for decades after 
it was dealt a serious setback in 
the 1960s. A vaccine tested in the 
United States between 1966 and 
1968 resulted in more severe illness 
in vaccinated children than in those 

who did not receive the vaccine. 
Two infants who participated in the 
trial died. � e devastating results 
led researchers to divert their 
e� orts from developing a vaccine to 
determining what went wrong.

In 2013, Jason S. McLellan, Ph.D., 
and a team of researchers at the 
National Institutes of Health (NIH) 
discovered what would become 
the basis for RSV vaccines in the 
pipeline today. � ey found that the 
F protein, a molecule found on the 
surface of the virus that helps it fuse 
to host cells, comes in two varieties, 
the prefusion form and the form it 
takes after infection. � e prefusion 
form occurs before infection and is 
highly unstable but also produces 
the stronger immnune response. � e 
post-infection form 
of the F protein is 
more stable. 

McLellan 
and colleagues 
discovered how to 
stabilize the prefusion 
F protein and keep 
it in that state. For 
vaccine purposes, 
it is the best of 
both worlds,  a 
stable version of 
the prefusion F 
protein that is 

RSV vaccine development 
is on the comeback trail
Research stalled for decades after deaths in a 1960s trial. 
Now Pfi zer and other companies are reporting results for 
a vaccine against respiratory syncytial virus infections.

By ROSANNA SUTHERBY, PHARM.D.
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more immunogenic. This discovery 
has paved the way for several com-
panies to develop new RSV vaccine 
candidates and a long-acting pro-
phylactic monoclonal antibody.

Pfizer takes the lead
Pfizer Inc. became the leader in 
the race to develop an RSV vaccine 
for pregnant women after British 
drug manufacturer GSK plc halted 
the phase 3 trials evaluating its 
RSV maternal vaccine candidate in 
pregnant women in early 2022. The 
company stopped the studies due to 
safety concerns.

Pfizer has since proceeded 
with the development of a bivalent 
RSV prefusion vaccine candidate, 
called RSVpreF. Using discoveries 
made by the NIH research team, 
RSVpreF delivers synthetic forms of 
stabilized prefusion F protein. The 
maternal vaccine is meant to elicit 
an immune response in those who 
are pregnant, who should then pass 
antibodies to their infants.

The phase 3 MATISSE trial 

evaluated the safety and efficacy of 
RSVpreF against medically attended 
lower respiratory tract illness in 
infants born to women vaccinated 
between 24 and 36 weeks of preg- 

nancy. Results showed that the 
RSVpreF was 82% effective against 
severe illness through the first 
90 days of life and 70% effective 
through the first six months. En-
couraged by these positive results, 
the company has indicated that it 
plans to submit an application for 
FDA approval. 

If the FDA gives the green light, 
RSVpreF could be the first maternal 
vaccine that is FDA approved to 
protect newborns and young infants 
against RSV-related illness.

Vaccines to protect  
older adults
Pfizer may have the market for a 
potential maternal RSV vaccine to 
itself, but it has plenty of company 
when it comes to RSV vaccines for 
older adults. Pfizer, GSK, Moderna, 
Inc. and Johnson & Johnson all have 
RSV vaccine candidates in late-
stage development for older adults.

Pfizer’s RSVpreF was also tested 
in adults 60 years and older in the 
phase 3 RENOIR trial. Company- 
reported top-line results show an 
85.7% efficacy in preventing more 
severe disease in older adults. In 
December 2022, the FDA accepted 
for priority review an application 
from Pfizer for using RSVpreF to 
prevent RSV-related lower respi-
ratory tract disease in adults aged 
60 years and older. A decision is 
expected in May 2023.

GSK also announced prom-
ising results for its RSV vaccine 
candidate for older adults. GSK’s 
product contains a recombinant 
subunit RSV prefusion F protein 
in conjunction with a proprietary 
adjuvant. Vaccine adjuvants are 
ingredients added to the vaccine 
designed to further boost the 
immune response. In the phase 3 
AReSVi-006 trial, the investigation-
al vaccine demonstrated an overall 

efficacy of 82.6% against RSV-relat-
ed lower respiratory tract disease 
in participants 60 years and older 
and 94.1% efficacy against severe 
case in adults 70 to 79 years of age. 
As with Pfizer, the FDA accepted 
an application for priority review 
for GSK’s vaccine candidate and 
is expected to make a decision in 
May 2023.

Moderna used messenger 
RNA (mRNA) technology, similar 
to what it used in its COVID-19 
vaccine, to develop an RSV vaccine 
candidate for adults 60 years and 
older. The investigational vaccine, 
called mRNA-1345, stimulates 
the production of the stabilized 
version of the prefusion F protein 
against which the immune system 
can produce antibodies. 

In January 2023, Moderna 
announced results from the Con-
querRSV phase 3 trial, and mRNA-
1345 was 83.7% effective against 
RSV-related lower respiratory tract 
disease in adults 60 years and old-
er. Based on these strong results, 
the company plans to submit an 
application to the FDA sometime 
during the next  
few months.

Johnson & Johnson has initiat-
ed the EVERGREEN phase 3 trial, 
evaluating the safety and efficacy 
of its RSV vaccine candidate in 
adults 60 years and older. The 
phase 3 study follows positive 
results from the CYPRESS phase 
2b study, which showed vaccine 
efficacy of up to 80% in adults  
65 years or older. Completion of 
the EVERGREEN study is expected 
in late 2024. 

[RSVpreF] is meant to 
elicit an immune response 
in those who are pregnant, 
who should then pass 
antibodies to their infants.
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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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FDA=US Food and Drug Administration.

*“Brand-name biologic” refers to the reference biologic.

References: 1. US Food and Drug Administration. FAQs - Purple Book. Accessed February 13, 2023. https://purplebooksearch.fda.
gov/faqs 2. US Food and Drug Administration. Biological Products, Biosimilar Products, and Interchangeable Biosimilar Products. 
Accessed February 13, 2023. https://www.fda.gov/media/154911/download 3. Declerck P et al. Biosimilarity versus manufacturing 
change: two distinct concepts. Pharm Res. 2016;33(2):261-268.

BIOLOGIC OPTIONS IN THE 
MARKETPLACE ARE EVOLVING

Unbranded Biologics Are Another Option for Your Formulary

AN UNBRANDED BIOLOGIC IS1:

AN UNBRANDED BIOLOGIC IS NOT A BIOSIMILAR1

• An approved brand-name biologic being marketed under its approved biologics license† without the brand name 

• Considered by the FDA to be the same product as the brand-name biologic under the same biologics license‡

• The same in strength, dosage form, route of administration, and presentation as the brand-name biologic

†Biologics are FDA-approved through a biologics license application (BLA).
‡No diff erence in strength, dosage form and route of administration, and presentation vs its approved brand-name biologic.

Brand-Name 
Biologic2

Approved based on a 
full complement of safety 

and eff ectiveness data

Produced through 
biotechnology in a living 
system (ie, a “cell line”)

Unbranded 
Biologic1 Biosimilar2,3

The same as 
the brand-name 

biologic

Highly similar to 
brand-name biologic* with no 

clinically meaningful diff erences

Produced using the 
same cell line as the 

brand-name biologic

Produced using a 
diff erent cell line

To learn more about biologic innovations, visit https://www.janssen.com/us/biologic-innovation
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entrenched interests, healthcare is one 
of the most dynamic sectors of the U.S. 
economy. � ere is a drive among many 
people who work in healthcare — for 

improvement and innovation, for examining assumptions, 
for new ideas and ways to bring them about.

� e restlessness springs partly from healthcare’s 
altruism and high stakes but also from the abundance of 

resources in a sector that accounts for about one-� fth of 
the U.S. economy.

Over the next few pages, we are sketching some of the 
challengers to the status quo in U.S. healthcare: compa-
nies, trends and ideas that are reshaping the contours of 
the costs and delivery of healthcare. 

It is but a tiny sample — a mere taste — but should
o� er some insights and provoke some encouraging 
thoughts about the road ahead.

COMPANIES, TRENDS AND IDEAS DISRUPTING U.S. HEALTHCARE

Challengers
status quo

of the
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Challengers of the Status Quo

In January, the Mark Cuban Cost Plus 
Drug Company celebrated its one year 
in the generic drug business. Over 
those fi rst 12 months, the company 
has signed up 1.8 million individual 
members seeking low-cost generic 

medications. “The 
number of new 
members has been 
going up at a pretty 
steady clip month 
over month,” says Al-
exander Oshmyansky, 
M.D., Ph.D, CEO and 

co-founder of Cost Plus Drug.
In addition to shaking up the con-

sumer market for generics, Cost Plus 
Drug is making headway in signing up 
large customers, including a health in-
surer in Pennsylvania and a pharmacy 
benefi t manager (PBM) in New York. 

Generic drugs may not be the 
most glitzy business, but Oshmyansky 
does have a high-wattage celebrity 

co-founder in Mark Cuban, the owner 
of the NBA’s Dallas Mavericks, who 
became even more famous as a judge 
on the television series “Shark Tank.” 

Cost Plus Drug pitches itself as a 
source of inexpensive generic drugs 
that are priced in a way that is under-
standable. The company says its pric-
es are based on the cost to make the 
drug, a 15% markup, a $3 dispensing 
fee and the cost of shipping. It doesn’t 
accept payment from insurers, so 
although the pricing may be low and 
transparent, the cost to the individual 
consumer is all out of pocket.

However, Cost Plus Drug has 
started to work with PBMs and health 
insurers. In September 2022, the com-
pany announced a partnership with 
Rightway, one of several small upstart 
PBMs that are challenging the status 
quo. Cost Plus Drug has also signed 
deals with Capital Blue Cross, a health 
insurer in Harrisburg, Pennsylvania, 

and EmsanaRx, another one of the 
upstart PBMs (see page 18).

“In general, we can save employ-
ers somewhere between 50% and 
60% off what they would pay for 
generic drugs,” says Oshmyansky, a 
radiologist who continues to practice. 
“We’re open to working with anyone 
who is open to work with us on our 
terms, which is transparent pricing.”

Successfully selling to consumers, 
employers, health plans and PBMs 
raises the question of what Cost Plus 
Drug could do for the federal Medicare 
program. In June, researchers from 
the Harvard T.H. Chan School of Public 
Health published an analysis in the 
Annals of Internal Medicine, in which 
researchers showed that if the Medi-
care program had purchased some of 
the generic drugs from Cost Plus Drug 
for Medicare members in 2020, the 
program could have saved as much as 
$3.6 billion, an amount equal to about 
37% of what it paid that year for 
those medications.

—Joseph Burns

In billing and claims

More accurate 
and fairer payment
When Sohail Djariri, chief growth o�  cer at the business 
process management � rm Sagility, thinks about the future, 
he sees the potential for dramatic change in an area that’s 
long been a problem. “Payment integrity is an area where 
we think we’ll see exponentially more growth, both prepaid 
and postpaid, and in training to help organizations keep the 
fraud from happening,” he says.

Payment integrity, which is a relatively new coinage in 
jargon-loving American healthcare, involves not only fraud 
detection but also coding corrections and error � nding. 
It is a thriving niche in U.S. healthcare, where payers and 
providers not only constantly � ght over bills and claims but 
also dream of a day when the trillions of dollars circulating 
through the system will � ow frictionlessly. 

Djariri says payment integrity businesses are poised to 
solve a problem that many view as beyond solving. One 

reason is technology. “I think we have more tools,” he says. 
“We have a lot more capabilities as an industry.”

� ose tools include data mining and automated payment 
reviews that can provide insights alongside the more tradi-
tional, human-led clinical and coding audits. Powerful data 
analysis can be used to build models that forecast collections 
and overpayment, heading o�  problems before they happen.

Like many other areas in healthcare, payment integrity 
owes some of its ascendancy to the COVID-19 pandemic, 

which spawned a new generation of habits 
and ways of delivering healthcare. Sagility 
reported a spike in issues such as extended 
healthcare visit durations and early re� lls 
and disbursement of prescriptions during 
the pandemic. Telehealth led to new med-
ical coding at a time when labor shortages 
and the shift toward remote work have also 

made it di�  cult for payers to keep up with the changes.
“� ere’s a demand and a huge need in the marketplace 

for this. � e accuracy of payment — of what’s getting paid 
(and) what shouldn’t be getting paid — and doing it in such 

OSHMYANSKY

DJARIRI
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a way where you’re not 
alienating some of your 
constituents,” Djariri says.

Sagility says it handles 
approximately 8.78 million 
claim validations each year. 
� e company works with 
both payers and providers, 
Djariri says, so company 
executives understand both 
sides of the claims coin: the 
frustrations of payers when 
they are denied or disputed 
and the frustrations of pay-
ers when they are in� ated, 
coded inaccurately or 
outright fraudulent.

In its work with provid-
ers, Sagility has reversed 
8 million zero-paid denials, 
resulting in payments of 
$950 million to providers. 
Djariri says the point is not 
that payers are trying to 
evade paying for covered 
care, but merely that 
antiquated and inaccurate 
systems create confusion 
that costs money. “It’s not 
that they don’t want to pay,” 
he says. “� ey just want to 
make sure they’re paying 
the accurate amount 
the � rst time instead of 
running around, chasing all 
that money.”

One � nal reason pay-
ment integrity is becoming 
an even more pressing 
issue is that consumers 
have increasingly high 
expectations for plans and 
providers, which means 
payment hiccups can 
quickly damage the brands 
of payers and providers. 
Djariri says payers have 
begun spending signi� cant-
ly to improve the consumer 
experience and bring 
transparency to claims and 
payments. 

—Jared Kaltwasser

First, private equity came for hospitals 
and long-term care facilities, then it came 
for specialty practices such as anesthesia, 
emergency medicine, gastroenterology 
and dermatology. And now it’s coming 
for primary care. At the lower end of the 
physician pay scale, primary care prac-
tices have generally become targets for 
private equity investors eyeing value-care 
optimization and referral patterns. 

From 2010 to 2019, 
private equity health-
care deals totaled 
about $750 billion, 
according to the 
Nicholas C. Petris Cen-

ter on Health Care Markets and Consum-
er Welfare at the University of California 
Berkeley School of Public Health, rising 
from $41.5 billion in 2010 to $119.9 billion 
in 2019. Industry tracker PitchBook re-
corded $206 billion in healthcare deals in 
2021, with 1,400 acquisitions. Petris Cen-
ter researchers expect the rising trend 
to continue due to increased healthcare 

In pharmacy benefi t management

Less wasteful 
formularies 
Since the 1990s, the nation’s largest 
employers have been asking pharmacy 
benefi t managers (PBMs) for lower drug 
costs and more transparency into how 
pharmaceutical costs are set. Despite 
being among the largest purchasers of 
health insurance — covering an esti-
mated 55% of all Americans — employ-
ers have had only modest success in 
getting answers. 

In October, the Purchaser Business 
Group on Health (PBGH), a San Fran-
cisco–based coalition of some of the 
nation’s largest employers, started its 

own PBM, according 
to Elizabeth Mitchell, 
president and CEO of 
PBGH. “Our members 
have spent decades try-
ing to get the industry 
to be more responsive, 
but when that doesn’t 

happen, they’re ready to create their 
own solutions, which is the idea behind 
starting EmsanaRx,” Mitchell says.

EmsanaRx differs from other PBMs 

by using what PBGH calls a waste-
free formulary, replacing high-priced 
medications with cheaper ones that 
provide the same health benefi ts. This 
means putting generic medications on a 
formulary instead of brand-name ones. 
For example, the monthly cost of the 
brand-name Nexium (esomeprazole) is 
$270 at a pharmacy, whereas the generic 
version costs $30.

“PBGH did some early work to devel-
op a waste-free formulary, which led to 
our decision to create a PBM,” Mitchell 
says. “When our members took that 
idea back to their PBMs, those PBMs 
were unwilling to make those changes.” 

Another difference between Em-
sanaRx and other PBMs is its corporate 
structure, according to Greg Baker, CEO 
and co-founder of EmsanaRx along with 
Steve Michurski, MBA, the chief operat-
ing offi cer of EmsanaRx. The large PBMs 
— CVS Caremark, Express Scripts and 
Optum Rx — are part of for-profi t, public-
ly traded companies, whereas PBGH and 
EmsanaRx are public benefi t corpora-
tions that must generate a social and 
public good, operate in a responsible 
and sustainable manner and undergo 
auditing to assess their progress toward 
delivering a public benefi t. 

—Joseph Burns

MITCHELL
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In primary care

More consolidation and 
private equity ownership



Challengers of the status quo

Some say that the clinical trial ranks 
among healthcare’s greatest inven-
tions, replacing opinion, dogma 
and superstition with evidence as a 
way to judge medical interventions. 
The prowess of the clinical trial to 
arrive at medical answers was on full 
display in 2020, with the testing of the 
COVID-19 vaccines and the proof the 
trials yielded that the vaccines were 
safe and effective.

But 21st century version of the 
clinical trial is also enormously expen-
sive, administratively complex and a 
contributing factor to the soaring cost 
of developing new drugs. Drug devel-
opers are conducting an increasing 
number of clinical trials in developing 
countries, a trend that raises trou-
bling ethical questions as well as the 

practical obstacles 
poised by regula-
tory, language and 
cultural differences.

Ivan Jarry is not 
waving a magic wand. But the CEO of 
Obviohealth says that companies like 
his that run decentralized clinical trials 
can solve many of the problems that 
bedevil clinical trials, making them 
cheaper, faster and more inclusive 
and their results more reliable.  At 
the same time, Jarry doesn’t want to 
be seen as a sower of mass disrup-
tion. “We’re looking at processes and 
just trying to improve them using 
technology,” he says. ObvioHealth 
works with the large contract research 
organizations (CROs), such as Icon 
plc and IQVIA Holdings Inc., and is in 
discussion with CVS and Walmart, who 
have been getting into the clinical trials 
business, according to Jarry.

“It’s not that we’re going to change 
from one day to another and suddenly 

everybody’s going to go decentral-
ized,” says Jarry, who has been CEO 
of ObvioHealth for three years after 
spending two decades at SPRIM, a 
life sciences consulting fi rm head-
quartered in Singapore. SPRIM is an 
investor in ObvioHealth.

Clinical trials today typically 
involve setting up study sites at 
physician offi ces, hospitals and other 
providers. The trial’s sponsor, often 
working through a CRO, pays the pro-
viders to recruit patents, administer 
the intervention, follow protocols and 

collect data. The study 
volunteers travel to 
the sites for tests to 
answer questions and 
to get the experi-
mental treatment 
or, if they are in the 
comparison group, 

a placebo or another treatment. Clini-
cal trial work can be lucrative for pro-
viders but also burdensome. “They 

JARRY

spending projections, available private equity capital and the 
disruption to healthcare that the COVID-19 pandemic caused.

Earlier this year, the National Institute for Health Care 
Management published research showing that private equity 

acquisition of independent practices led to 
changes in workforce composition. � ese 
practice changes “may a� ect physician 
day-to-day work� ow burden and feeling of 
autonomy and satisfaction,” says Jane Zhu, 
M.D., M.P.P., the study’s co-author, assistant 
professor of medicine at Oregon Health & 
Science University and practicing primary 

care physician. 
� e research found that after acquisition, these practices 

hired more advanced practice providers (APPs), such as nurse 
practitioners and physician assistants, “suggesting that private 
equity is potentially changing sta�  ng structures,” Zhu says. 
� e � ndings do not show that APPs were replacing physicians, 
only that practices were hiring more of them.

Private equity works by using the “� rst mover advantage,” 
Zhu says, which means coming into a region or specialty and 
rapidly consolidating practices within a healthcare system 
that has traditionally been fragmented. “� ey take advantage 
of economies of scale to make things more streamlined, then 

they move onto the next market or specialty,” she says. � e 
acquisition pace is growing, and private equity � rms have 
already consolidated in multiple specialties, including those 
with high procedure volumes, according to Zhu. “Now they’re 
moving into primary care. � ere is no stone is being left 
unturned,” she says.

One appeal of primary care for investors is the money that 
can be made by coding patients to show how sick or complex 
their needs are. “Aggressive” coding can mean higher pay-
ment. Primary care ownership also means control of referrals, 
including to private equity–owned multispecialty practices. 
� ere are also the economies of scale that Zhu mentioned; 
coding, billing and managing patients at the population level 
can yield e�  ciency — and pro� ts — with scale.

Zhu’s study adds to a body of literature that shows “when 
practices consolidate, prices go up,” she says. Other research 
she has done has shown that charges per claim go up after 
private equity buys a practice. “It could be because they’re 
doing a better job billing appropriately or they negotiated bet-
ter rates with payers,” she says. Payers will pay more initially, 
but the higher prices but will eventually get passed down to 
consumers, according to Zhu.

—Deborah Abrams Kaplan

ZHU
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In clinical trials

Faster, more accurate studies 
using a decentralized approach



Challengers of the status quo

are usually not happy to have dozens 
of new kinds of software to learn and 
be trained on, because every single 
sponsor, every single CRO, will have a 
new way to enter data,” Jarry says.

ObvioHealth and other decen-
tralized clinical trial companies say 
they can streamline the work using 
apps and cell phone and laptop video 
cameras to gather data and enable 
communication between study coordi-
nators and study volunteers. The med-
ications or devices can be delivered to 
people’s homes. All that convenience 
speeds up recruitment and lowers 
dropout rates, and the app and cam-
eras make data collection easier, more 
thorough and more accurate, in Jarry’s 
telling: “You can get people at home 

taking the medicines the way they do 
it normally, not rushing to a study site.” 

Faster and easier recruitment can 
mean studies with greater statistical 
power, Jarry says. Collecting data 
from home devices can mean more 
precise end points. Jarry gets excited 
talking about recent discussions 
with a potential client about research 
involving autistic children. Language 
improvement is a common way to 
measure the effect of autism interven-
tions. In a traditional trial, that would 
involve periodic testing of the child at 
a study site, a situation that is likely 
to be stressful and therefore affect 
speech. Instead, Jarry has proposed 
collecting data through microphones 
in smart speaker technology, such as 

Alexa. A trial that might take a year 
would be done in three months, and 
the speech improvement would be 
more accurate, he says.

Large pharmaceutical companies 
are risk averse, so they tend to stick 
with the established CROs. Jarry  
says ObvioHealth has worked mainly 
with smaller biotech companies. The 
company has signed contracts to 
conduct approximately 60 studies, 
and approximately 18 are completed. 
The company has approximately 130 
employees and 40 people who work 
as independent contractors. In 2012, it 
raised $31 million in its second round 
of funding, and Jarry says it is gearing 
up for a third.

—Peter Wehrwein

In physician payment 

Paying primary care 
physicians more 
than specialists
Value-based care was supposed to upend U.S. healthcare. 
Changing incentives and how the massive amounts of money 
circulating through the system � owed so providers were 
rewarded more for prevention and good outcomes and less 
for volume and intensity would be nothing if not disruptive. 

Has it played out that way? “It depends on what you mean 
by disruption,” says Suzanne Delbanco, 
Ph.D., M.P.H., executive director of the Cata-
lyst for Payment Reform, a nonpro� t group 
founded in 2010 that has large employers 
such as Walmart and Home Depot as its 
members. “If the question is, has it disrupted 
providers and payers, I think the answer is 
yes. Has it disrupted the outcomes we were 

hoping for, meaning has it signi� cantly improved quality or 
saved money? � e answer is no.” 

Quality measurement alone has become a “massive indus-
try,” continues Delbanco. “� e amount of e� ort to measure 
performance and outcomes to tie it back to payments has 
taken on a life of its own and has not necessarily led to better 
outcomes.”

One reason value-based care has fallen short, in Del-
banco’s view, is the consolidation of providers and rising 

prices: “Payment reform, value-based payment, value-based 
care — whatever you call it — does not address prices.” And 
although payment reform may be making providers more 
e�  cient, if prices are high, those who use and pay for health-
care are not going to experience the bene� ts, she says.

If you are looking to truly disrupt healthcare, Delbanco 
has the provocative suggestion of � ipping physician payment 
so primary care physicians are paid more, not less, than 
specialists. “We spend so much more on specialists than we 
do on primary care. While a specialist can help people who 
are already ill, primary care doctors can help people from  
becoming ill,” she says.

Accountable care organizations have been billed as a way 
to channel more healthcare dollars into primary care, but 
Delbanco says they leave intact the wide gap in payments 
between primary care physicians and specialists.  Boosting 
payment to primary care physicians might start to � x Amer-
ican medicine’s turn away from primary care, says Delbanco, 
who mentions that her father, Tom Delbanco, is a primary 
care physician and an internist and professor at Harvard 
Medical School. 

“It used to be that the best and the brightest went into 
primary care because it was the most challenging,” Delbanco 
says. “I don’t mean because you have to see a patient every 
� ve minutes. I mean that every time a patient walks through 
the door, you don’t know what’s going to come at you, and 
you have to be prepared for anything.” 

—Peter Wehrwein

DELBANCO
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Understanding ALS:  
Its Complexities and Burdens

A
myotrophic lateral sclerosis (ALS) is a 
progressive neuro- 
degenerative disease that affects the 
motor neurons in the brain and spinal 
cord responsible for muscle control 
and that ultimately results in death.1,2 

Patients with ALS experience the progressive and 
irreversible paralysis of muscles throughout the 
body, including respiratory muscles, which is a 
driver of ALS-related mortality.1,2 

The average life expectancy for patients with 
ALS is 3 to 5 years from symptom onset, and there 
currently is no cure.2 However, genetic testing 
in patients with ALS can identify a targetable 
genetic mutation linked to the development of 
ALS and potentially confirm patients’ eligibility 
for receiving investigational agents being tested 
in active clinical trials or FDA-approved gene- 
targeted therapy.3

Economic Burden of ALS
The economic burden of ALS is substantial, 
with high direct and indirect costs of care that 
affect patients and their families, employers, US 
healthcare systems, and payers. In 2015, the total 
annual cost of care related to ALS was $69,475 
per patient. This expenditure largely was driven 
by direct costs ($53,459 per patient) that involved 
such services and devices as hospital and provider 
visits, physical or occupational therapy, durable 
medical equipment (eg, wheelchairs, walkers, and 
ventilators), and household or vehicle modifica-
tions.4 As ALS is marked by functional impair-
ments and progressive worsening of symptoms, 
its indirect costs include losses of productivity in 
the workplace (presenteeism and absenteeism) 
and caregiver burdens.4 Limited economic studies 
are available; however, it is estimated that the 
number of ALS cases will increase as the US pop-

ulation ages, and the total cost of care of ALS will 
increase proportionally.5

Clinical Presentation and Symptoms 
ALS is defined as having limb onset (arms or legs) 
or bulbar onset (speech and swallowing) when  
patients first present with symptoms; the symptoms 
may involve 1 specific area ( focal) or multiple 
areas (multifocal).6 ALS may present with 1 of the 
following early hallmark signs and symptoms7:

	❚ muscle twitching in the extremities, 
shoulder, or tongue;

	❚ muscle cramps or stiffness;

	❚ muscle weakness affecting the arm,  
leg, neck, or diaphragm;

	❚ slurred speech; or

	❚ difficulty chewing or swallowing.

Due to the progressive disease course, muscle 
weakness and atrophy continue to spread through-
out the body to cause worsening symptoms.7

Diagnosis
An ALS diagnosis is typically one of exclusion; 
thus, diagnosis may be delayed by over 1 year 
from initial symptom onset.8,9 Criteria for an ALS 
diagnosis include signs of motor neuron degener-
ation of both the brain and spinal cord, progres-
sive muscle weakness throughout the body, and 
the absence of other disease processes that could 
explain such signs and symptoms.8 

The majority of patients have no family history 
of disease; these individuals receive a diagnosis 
of sporadic ALS (sALS). However, 5% to 15% of 
patients have at least 2 first- or second-degree 
relatives with ALS; such cases are categorized as 
familial ALS (fALS).2,3 
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Potential risk factors for devel-
oping ALS include family history, 
age, gender, race or ethnicity, and 
environmental exposures (eg, to 
pesticides and lead).2,7 Symptoms 
usually present in patients aged 
55 to 70 years, with men having a 
slightly higher risk than do women; 
however, the risk di� erence between 
genders disappears with increasing 
age. Patients of any racial or ethnic 
background can develop ALS, yet 
White and non-Hispanic patients 
have the greatest risk of developing 
this disease.7 

Genetic Risk Factors 
Approximately 2:3 patients with fALS 
and 1:10 patients with sALS have a 
known ALS-associated genetic muta-
tion.3 More than 40 gene mutations—
including alterations of C9ORF72, 
SOD1, TRDBP, NEK1, FUS, UBQLN2, 
and KIF5A—have been linked to ALS. 

Mutations in C9ORF72, the most 
common genetic cause of ALS, are 
most frequently associated with 
cases in Europe and North America.10

Such mutations are noted in 25% to 
40% of fALS cases and roughly 7% of 
sALS cases.3 Mutations in C9ORF72
are also responsible for the devel-
opment of other neurodegenerative 
diseases (eg, frontotemporal demen-
tia, Parkinson disease, progressive 
supranuclear palsy); they have been 
linked to the inclusion of RNA-
binding protein TDP-43 in ALS.10

Mutations in TRDBP are reported in 
approximately 5% of fALS cases and 
1% of sALS cases.10

Mutations in SOD1 are associated 
with 10% to 20% of fALS cases and 
1% to 5% of sALS cases; however, 
whether mutations in SOD1 cause or 
accompany ALS remains unknown.3,11

Particular mutations of SOD1 impact 
the severity of symptoms and speed 

To view the interview with Jennifer Roggenbuck, MS, CGC; 
and Laynie Dratch, ScM, CGC; as well as other videos, 
please visit:
https://www.managedhealthcareexecutive.com/population-health-
perspectives/increasing-awareness-around-the-genetic-components-of-als

Increasing Awareness Around 
the Genetic Components of ALS

V I D E O  I N S I G H T S
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of disease progression.11 Further, patients with the 
Ala4Val mutation variant in this gene may experi-
ence more rapid disease progression.1-3 

FUS mutations are seen in 4% of fALS and 
1% of sALS cases; moreover, such mutations are 
associated with younger disease onset, clear 
bulbar involvement, and rapid disease progres-
sion.3 Other mutations occur less frequently; 
identification of the ALS-associated gene and the 
specific mutation present, however, may inform 
effective treatment decisions for patients.12 Thus, 
genetic research continues to be a driver of better 
treatment and care for patients with ALS.12 

Payer Considerations Regarding  
ALS Genetic Testing 
Many ALS cases develop without a known cause. 
Coverage of genetic testing and counseling for 
newly diagnosed patients with ALS and their 
families helps to identify clinically relevant 
genetic variants; this information can inform 

therapeutic decisions and promote enrollment 
in clinical trials investigating targeted therapies. 
As research continues and new genetic links 
and potential treatment targets for ALS are 
discovered, there may be an increasing benefit 
for genetic testing in all ALS patients, regardless 
of family history.12

Conclusion
Damage to the motor neurons in the brain and 
spinal cord is irreversible. Early intervention is 
pivotal for slowing the progression of ALS and 
reducing its overall associated costs. Genetic 
testing for patients with newly diagnosed ALS 
promotes identification of genetic variants 
responsible for the disease, and it may aid in the 
selection of effective treatment. With gene- 
targeted therapies to treat ALS on the horizon, 
patients who receive this diagnosis should have 
access to genetic testing to ease and hasten early 
intervention.12  
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Formulary Development

PBM law and regulation:
The action is in the statehouses
In 2022, 12 states enacted 19 pieces of legislation that put a variety of 
restrictions and requirements on pharmacy benefi t managers.

By DENISE MYSHKO

T
he politics and policies 
of high drug prices 
have been swirling 
around for years, but 
attention has recently 
shifted to pharmacy 
bene� t managers 
(PBMs), which used 

to reside in an obscure corner of 
the U.S. healthcare system. At the 
federal level, the Federal Trade 
Commission has launched a 
study of the industry and possible 
anticompetitive practices. A 
bipartisan bill has been introduced 
in the Senate that its sponsors say 
would force needed transparency 
and fairness on PBMs.

But much of the real action in 
PBM legislation and regulation 
is taking place in the Albanys, 
Topekas and Harrisburgs of the 
country — not in Washington. Last 
year alone, 12 states enacted 19 
pieces of legislation that o� ered a 
variety of restrictions and require-
ments for PBMs, according to the 
National Academy for State Health 
Policy (NASHP), a nonpartisan 
organization that tracks healthcare 
developments at the state level. � e 
organization began keeping tabs on 
PBM legislation in 2017. � e wave of 
new legislation includes new licens-
ing and reporting requirements, 
prohibitions on spread pricing and 

rules that are aimed to make costs 
more transparent to enrollees. 

“� ere is a greater e� ort and 
willingness to look into the conduct 
of PBMs and adopt legislation,” 
Jesse C. Dresser, an attorney with 
Frier Levitt, a law � rm in New 
Jersey and New York that has � led 
lawsuits against PBMs, told Formu-
lary Watch.

� e appetite for regulating 
PBMs is part of an increased focus 
on curbing the high out-of-pocket 
costs that many patients are facing, 
says Cynthia J. Borrelli, principal 
at Bressler, Amery & Ross, P.C., a 
law � rm in New York. “We are more 
than 12 years past the A� ordable 
Care Act (ACA), and the cost of 

healthcare has not 
come down, as was 
anticipated when 
the bill was put in 
place,” she said. 
“� e ACA regulat-
ed carriers and the 
provision of care. 

But so much of care today is being 
provided not by carriers but by 
other providers, including (PBMs) 
and intermediary entities. � ese 
entities have become an integral 
part in the delivery of healthcare. 
It’s taken time for the government 
to realize those entities need to be 
regulated as well.”

PBMs used to be niche business-
es that were relatively small and 
mainly just processed claims. Most 
were independent of health plans. 
Now the major ones are sophisti-
cated parts of the large, vertically 
integrated healthcare companies 
that dominate the � ow of the tril-
lions of dollars spent on American 
healthcare every year, including the 
hundreds of billions that are spent 
on pharmaceuticals. � ey have  
say-so over which drugs get covered 
through lists called formularies and 
manage distribution through their 
own pharmacies. CVS Caremark is 
part of CVS Health, Express Scripts 
is owned by Cigna and Optum Rx 
is part of UnitedHealth Group. 
Together, they control about 80% 
of the PBM market. In the PBM 
industry, they are often referred to 
as “the big three.”

� e PBMs and their trade asso-
ciation, the Pharmaceutical Care 
Management Association, say they 
use their buying power to combat 
the high prices set by drug manu-
facturers and that the rebates and 
discounts they collect ultimately 
translate into lower premiums. 

But PBMs, and especially the big 
three, have come under a great deal 
of criticism from drug manufactur-
ers, patient groups, independent 
pharmacists, consumer groups 

BORRELLI
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and quite a few lawmakers. � ese 
and other critics say PBM business 
practices are opaque and anticom-
petitive and that the PBMs extract 
unduly large pro� ts as middlemen 
in the complicated U.S. drug 
supply chain. 

At the federal level, Sens. Chuck 
Grassley, an Iowa Republican, and 
Maria Cantwell, a Washington 
Democrat, introduced legislation 
last year that would require PBMs 
to report to the Federal Trade 
Commission how much money they 
make through spread pricing and 
pharmacy fees. � e senators have 
reintroduced two pieces of legisla-
tion: the Pharmacy Bene� t Manager 
Transparency Act and the Prescrip-
tion Pricing for the People Act. 

At a Commerce Committee 
meeting in February chaired by 
Cantwell, senators and witnesses 
were unsparing in their criticism of 
the PBMs. Sens. Jon Tester, a Mon-
tana Democrat, and Peter Welch, a 
Vermont Democrat, said the PBMs 

were putting independent pharma-
cies in small towns out of business. 

Legislative action on PBMs has 
devolved to the states partly be-
cause of a 2020 U.S. Supreme Court 
decision, according to NASHP. 
In Rutledge v. Pharmaceutical Care 
Management Association, the court 
upheld an Arkansas law that re-
quired PBMs to pay pharmacies no 
less than their acquisition costs for 
prescription drugs. � e court ruled 
the state’s law was not preempt-
ed by the Employee Retirement 
Income Security Act — commonly 
known by its acronym, ERISA —  a 
federal law that sets standards for 
retirement and health bene� ts 
that has in other contexts limited 
state-level laws and regulation.  

In 2022, 135 bills concerning 
PBMs were introduced in state leg-
islatures, according to the NASHP’s 
tracker. Most are still working 
their way through various commit-
tees, and some have fallen by the 
wayside. � e 19 bills that have been 

signed into law provide a starting 
point to address the undue in� u-
ence that PBMs have over pharma-
cies and drug pricing, according to 
the industry’s critics.

“One of the most positive things 
coming out of the state-level activ-
ity and engagement is the aware-

ness and education 
of the market,” says 
Chris Blackley, J.D., 
co-founder and 
CEO of Prescryp-
tive Health, a drug 
bene� ts technol-
ogy company. “It’s 

only recently within the (past) few 
years that people even know what 
a PBM is.”

New state laws
Licensing and registration of 
PBMs is not new. But a new batch 
of licensing and registration laws 
provide states with authority to 
penalize PBMs for noncompli-
ance, according to Jessin Joseph, 

BLACKLEY

CVS Caremark, Express Scripts 
and Optum Rx control about

80%
of the PBM market and in that 
context are often referred to as 

“the big three.”
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Pharm.D., senior director of PBA 
services at Capital Rx.

PBMs have been notorious for 
being di�  cult to work with for pa-
tients, pharmacies and states, says 
Joseph. “� e industry is perceived 
in a negative light,” he observes. 
“And in an attempt to control these 
practices, the licensing and regis-
tration of the PBM is something 
PBMs will be comfortable pro-
ceeding with, as smaller or midsize 
PBMs often use larger PBMs as 
their back-end processor to meet 
such requirements.”

� e removal of gag clauses has 
become another area of focus 
across the states. � e gag clauses, 
which are written into pharmacy 
contracts with PBMs, prohibit 
pharmacists from telling a patient 
when paying by cash may be less 
expensive than using insurance. 
“Gag orders are another tactic 
to put the pharmacy in jeopardy 
when they’re not being reimbursed 
at a fair price,” Blackley says. “� is 
is an important consideration that 
may not be immediately obvious. 
Pharmacies are dependent on 
these major companies for as 

much as 25%, 30% 
or 40% of their 
revenue. � is is 
another way to 
put pressure on 
the pharmacies to 
continue to play 
ball and accept 

reimbursement rates that often 
don’t sustain their business.”

Dresser, the Frier Levitt attorney, 
said Michigan and New York have 
been trendsetters in the state-level 
e� orts to regulate PBMs. In Michi-
gan, several new laws were signed 
last year by Gov. Gretchen Whit-
mer, a Democrat. One law requires 
licensing of PBMs and prohibits 
spread pricing and pharmacist 

gag clauses. Another law prohibits 
PBMs from requiring a patient to 
pay a copay that is higher than the 
selling cost of the drug dispensed 
or from discriminating against 
340B program entities. A third law 
addresses pharmacists’ rights.

In New York, PBMs are now 
required to register with the state 
insurance department and pay a 
$4,000 fee. PBMs in New York must 
obtain licenses and comply with 
state regulations. � ey will also 
have to report pricing discounts 
and rebates and are restricted from 
using spread pricing and prescrip-
tion drug substitutions.

Three states to 
keep an eye on
States that have passed PBM legis-
lation are likely to continue to do so, 
Joseph says, pointing out that law-

makers in Illinois, Massachusetts 
and Minnesota are moving ahead 
with laws targeting PBM practic-
es. Last year, for example, Illinois 
enacted a law that requires PBMs 
to update maximum allowable cost 
(MAC) — a payment model PBMs 
use to control costs — pricing 
information weekly. � e measure 
also prohibits PBMs from limiting 
a pharmacist from sharing with 
patients the availability of a more 
a� ordable alternative drug. Other 
bills introduced in Illinois would 
require a PBM to disclose any value 
provided by a pharmaceutical 
manufacturer to the PBM, as well 
as actual amounts paid by the PBM 
to a pharmacy, and require PBMs to 
publish MAC pricing information 
and set up appeal procedures.

In Massachusetts, several 
PBM-related bills have been 
referred to state committees. One 
law would establish a committee 
to study MACs, another would 
require PBMs to make available 
all sources used to determine the 
MACs for drugs, and a third would 
require PBMs to submit transpar-
ency reports detailing rebates and 
administrative fees. In Minnesota, 
home to Prime � erapeutics, a 
PBM owned by Blues plans, several 
pieces of legislation have been re-
ferred to committees, including one 
that would require PBMs to make 
available their formulary and other 
information related to coverage. JOSEPH

States that have passed 
PBM legislation are 
likely to continue to 
do so, Jessin Joseph, 
Pharm.D., of Capital Rx 
says, pointing out that 
lawmakers in Illinois, 
Massachusetts and 
Minnesota are moving 
ahead with laws targeting 
PBM practices.

Like what you’re reading?
Subscribe to our 
newsletters! 

Using your smartphone camera, 
hover over the QR code.  

Denise Myshko is senior editor of Formulary 
Watch, a website affi liated with Managed 
Healthcare Executive. This article was 
previously published on Formulary Watch.
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The list of PBM formulary 
exclusions got longer in 2023
Pharmacy benefi t managers say they exclude high-cost drugs and have 
alternatives on their formularies. Critics say exclusions narrow patient 
options and may put effective medication fi nancially out of reach.

By TONY HAGEN

T
he number of drugs 
excluded from the 
three largest pharmacy 
bene� t manager (PBM) 
formularies reached an 
all-time high in 2023, 
despite concerns that 
pro� ts are being put 

ahead of patient access. � is year, 
CVS Caremark, Optum Rx and 
Express Scripts — which together 
handle 80% of all prescriptions 
in the United States — each have 
roughly 600 medications on their 
standard formulary exclusion lists, 
according to Adam Fein, Ph.D., 
CEO of Drug Channels Institute. 
Fein said the 600 level is a high 
water mark, although there is some 
leveling o�  in the upward trend in 
the number of drugs that are not 
on formularies.

Exclusions leave patients with 
fewer options for treatment unless 
they can a� ord the out-of-pocket 
costs of buying drugs that are not 
covered by the insurer. What is 
even more disturbing are the trends 
within the trend of formulary exclu-
sions, critics say.

“Now PBMs are often excluding 
medicines for conditions where 
it is particularly important for 
patients and physicians to have 

multiple treatment options, such 
as oncology and autoimmune 
disorders,” said a 2022 report from 
Xcenda, a consulting � rm owned by 
AmerisourceBergen. In 2016, each 
of the big three PBMs excluded only 
two oncology medicines. In 2022, 
CVS Caremark, Express Scripts and 
Optum Rx excluded 30, 38 and 
29 cancer medications, respectively.

Many of the excluded products 
may be generics or biosimilars with 
lower list prices, which the PBMs 
push aside in favor of the brand 
medicines. Observers state that 

rebates o� ered by brand manufac-
turers are often to blame for this 
practice, although patients may get 
stuck with higher copays in the end.

“� ese formularies have im-
portant real-world consequences 
for patients,” Fein wrote in a blog 
post. He pointed to the restricted 
availability of rapid-acting insulin 
products. � is year, the big three 
PBMs have settled on a favorable 
formulary placement for Eli Lilly 
and Company’s Humalog (insulin 
lispro injection) and Humulin 
(human insulin injection) or Novo 
Nordisk’s NovoLog (insulin aspart 
injection) and Novolin (human 
insulin injection), but “no major 
formulary prefers the low list-price 
versions of the branded products.”

In the long-acting insulin 
category, Viatris Inc has launched 
the biosimilar Semglee (insulin 
glargine-yfgn) and a lower-priced 
identical unbranded biosimilar. 
Still, the majority (52%) of new-to-
brand commercial prescriptions 
(patients taking the drug for the 
� rst time) in 2022 were written for 
the reference product, Sano� ’s Lan-
tus (insulin glargine), according to 
Fein. “Presumably, Sano� ’s rebating 
practices have slowed biosimilar 
adoption,” Fein said. 

 “Now PBMs are often 
excluding medicines for 
conditions where it is 
particularly important for 
patients and physicians 
to have multiple treatment 
options, such as oncology 
and autoimmune disorders.”

— XCENDA

MANAGED HEALTHCARE EXECUTIVE®  ❚  MARCH 2023 Managed Healthcare Executive.com28

Formulary Development



This is the year that biosimilars of Humira (adalimumab) finally ar-
rive on market, and the medical community will be watching closely to 
see how many of these get on the PBMs’ preferred formularies. Amgen 
launched Amjevita (adalimumab-atto) in late January at two list pric-
es. CVS Caremark said Humira will remain the preferred product on 
its formulary, with Amjevita on the nonpreferred brand tier. Express 
Scripts and Optum Rx spokespeople said the companies were still 
weighing their options.

In an analysis of drug formulary exclusions published last year 
in Health Science Journal, the authors noted that individuals with 
drug coverage governed by Express Scripts 2022 National Preferred 
Formulary were often left without access to any version of an excluded 
drug. “Overall, 42% of Express Scripts’ 2022 formulary exclusions man-
date(d) a non–therapeutically equivalent medicine based on differenc-
es in active ingredient (and) formulation or no therapeutic alternative,” 
wrote lead author Robert Popovian, M.S., Pharm.D., a consultant and 
senior health policy fellow at the Progressive Policy Institute.

Such exclusions can force patients and their providers into thera-
peutic choices that may have harmful clinical or financial consequenc-
es, wrote Popovian and his colleagues. Roughly half of the 2022 exclu-
sions by the big three offered no clear economic or medical benefit to 
patients, their report stated. 

Express Scripts’ formulary decisions are based on “clinical appro-
priateness, not drug cost,” according to their website. “The national 
preferred formulary has excluded medications that don’t provide 
greater clinical value than lower-cost alternatives,” the PBM wrote.

Major PBMs began the practice of formulary exclusions in 2011. 
The exclusions were initially applied to just the pharmacy benefit but 
have been creeping over to the medical benefit side, partly through the 

practice of white bagging, in 
which payers refuse to cover 
physician-administered drugs 
unless they are delivered 
(white bagged) to the physi-
cians by an authorized phar-
macy. Many states are moving 
to bring white bagging under 
control via legislation. Louisi-
ana now does not allow plans 
to refuse to pay providers for 
supplying clinician- 
administered drugs. Addi-
tionally, Arkansas’ anti–white 
bagging law applies only to 

hematology and oncology and dictates that plans must cover medical 
and pharmacy benefit pathways. Patients and providers can choose 
whichever pathway they prefer.  

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

2023 preferred formulary 
exclusions

PBM Medicines

CVS Caremark 598

Express Scripts 623

Optum Rx 615

Source: Drug Channels Institute

Amjevita, other Humira biosimilars 
could get off to a slow start

As result of a 2017 legal settlement, Amgen got a jump 
on its Humira (adalimumab) biosimilar competitors when 
it launched Amjevita (adalimumab-atto) in January. The 
long, tortuous patent litigation over AbbVie’s top-selling 
drug resulted in Amgen getting a six-month head start 
on Pfizer, Boehringer Ingelheim, Teva and several other 
companies that are scheduled to launch their Humira 
biosimilars in July. 

But it is far from clear how soon patients will reap the 
benefit of having Amjevita and the other biosimilars on 
the market. 

Formulary placement looks to be something of an 
obstacle course. AbbVie CEO Richard Gonzalez indicated 
at a conference in January that the company had secured 
Humira a spot on the formularies of the large pharmacy 
benefit managers (PBMs). When Amgen announced the 
launch of Amjevita, CVS Caremark said it was keeping 
Humira in a preferred position on its formulary and that 
Amjevita will be placed on a non-preferred brand tier. 
A Prime Therapeutics spokesperson said in an email 
to Managed Healthcare Executive in late February that 
the company was “not adding Amjevita coverage at 
this time.” Cigna officials have said its PBM, Express 
Scripts, and Cigna Pharmacy, which manages drugs for 
some Cigna health plans, will put “select biosimilars” as 
preferred products on its commercial formularies at the 
same position as Humira, but so far have not indicated 
whether Amjevita will be among them.

Amjevita is making some headway with some of the 
smaller PBMs. Navitus Health Solutions, which is partly 
owned Costco Wholesale Corp., announced in February 
that it was putting Amgen’s biosimilar on its formulary 
but also keeping Humira coverage.

Matrix Global Advisors, a Washington, D.C., 
consulting firm, released a report in February about the 
near-term prospects for the Humira biosimilars. The 
report notes that Amjevita is a low-concentration version 
of adalimumab and that low-concentration forms of the 
drug make up only 15% of the current Humira market. 

The report also points out that Humira is prescribed 
for chronic conditions such as rheumatoid arthritis, 
Crohn’s disease and ulcerative colitis. The number of 
patients newly starting treatment is a relatively small 
fraction of the patient population, and “new starts” are 
those most likely to be prescribed a biosimilar.

—Peter Wehrwein
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No prescription needed. But will 
insurers cover OTC hearing aids?
Commercial plans haven’t traditionally covered hearing aids. 

By DEBORAH ABRAMS KAPLAN

A
bout 48.1 million 
people in the U.S. 
over age 12 have 
some hearing loss. Yet 
insurance coverage 
for hearing aids is 
often nonexistent or 
minimal. Medicare 

speci� cally excludes coverage. 
Many private health and Medicare 
Advantage plans also leave 
payment to patients, with costs of 
$1,000 to $4,000 per prescription 
per hearing aid (one for each ear 
will be double the cost). � ere 
is now a less expensive option, 
thanks to the FDA’s � nal rule 
issued in August 2022 that allows 
the devices to be sold over the 
counter (OTC). � ey can be 
purchased with no prescription, 
no hearing examination and no 
audiologist � tting. 

� is move could save individuals 
up to $1,438 per hearing aid, almost 
$2,900 a pair, according to the FDA. 
With OTC options starting at $200 a 
pair, will insurance plans step up to 
add coverage?

Almost all Medicare Advantage 
individual plans have some cov-
erage of hearing exams or hearing 
aids. Medicare Advantage, enrollees 
pay 79% of the hearing aid cost on 
average, according to ValuePenguin, 
an insurance comparison website 
for consumers. 

Hearing aid coverage by large 
employers who are self-insured 
runs the gamut, says Kim Buckey, 
vice president of client services at 
Optavise, a bene� t plan adminis-
tration and support company. Most 
companies she works with in this 
category typically provide some 
coverage, ranging from a hearing 
exam if the person is ill or injured 
to hearing aids for any age. � e 
few that cover hearing aids cap the 
amount provided. Small to midsize 
companies typically have hearing 
aid discounts for their employees 
as an add-on bene� t to their vision 
bene� t programs. 

“One reason they weren’t really 
covered by many plans is that 
they’re considered elective,” says 
Buckey, joking that “just like glasses 
are elective unless you really want 
to see.” Yet there can be medical 
costs associated with untreated 
hearing loss. A JAMA Otolaryn-
gology-Head & Neck Surgery study 
showed that untreated hearing loss 
was associated with $22,434 higher 
total health care costs over a 
10-year period compared with costs 
for those without hearing loss.

Some states mandate hearing 
aid coverage, including 19 states 
requiring coverage for children and 
another � ve requiring coverage for 
children and adults. A few require 
that insurers with policies in those 

states o� er employers the option to 
add hearing coverage.

It remains unclear how insurers 
will handle OTC hearing aid cov-
erage. Buckey believes the price of 
OTC hearing aids will drop. Insurers 
are likely to take a wait-and-see 
approach to coverage as they gauge 
consumer demand.

UnitedHealthcare is evaluating 
how to best incorporate OTC hear-
ing aids into commercial medical 
plans, potentially as early as mid-
2023, said David Falda, CEO of Unit-
edHealthcare Hearing, in an email. 
“� e goal is to build on existing 
discounts that may be available for 
prescription hearing aids, including 

through employer-
sponsored and 
Medicare Advan-
tage plans,” he said. 
UnitedHealthcare 
commercial plans 
o� er enrollees up 
to 50% o�  cus-

tom-programmed hearing aids. 
Members in most UnitedHealthcare 
Medicare Advantage plans in 2023 
won’t have to pay for a hearing 
exam. Hearing aid coverage ranges 
from no out-of-pocket costs or to a 
per-device copay starting at $175. 

BUCKEY

Deborah Abrams Kaplan writes about medical 
and practice management topics for Managed 
Healthcare Executive and other publications.
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By SUSAN LADIKA

Nontraditional players are 
getting into healthcare game
As ideas about what constitutes healthcare have expanded, 
so has the involvement of newcomers such as Best Buy.

A 
wide range of factors 
— from the money to 
be made in healthcare 
to a focus on social 
determinants of health 
to a demand for more 
consumer-driven care 
— are drawing more 

nontraditional players into the 
healthcare business. Consumer 
electronics giant Best Buy is 
investing in healthcare companies 
and sending its team members 
to patients’ homes to set up 
equipment for hospitals and health 
systems. And Lyft is providing 
transportation for patients in need 
of a ride to a medical appointment. 

By partnering with such com-
panies, payers and providers are 
“all looking to do one thing: meet 
patients that are members where 
they are,” says Tom Cassels, M.P.P., 
president and chief executive o�  cer 
of Rock Health, a company head-
quartered in San Francisco that 
helps fund digital startups.

Such pair-ups can help tradition-
al healthcare organizations build 
relationships and deepen under-
standing of their patients as they 
work with companies that have a 
consumer-� rst focus, Cassels says.

“It starts with appreciating that 
we need to rede� ne what we mean 
by health,” says Simon Gisby, life 

sciences and healthcare group lead-
er at Deloitte. � e COVID-19 pan-
demic ramped up recognition that 
an individual’s social and emotional 
circumstances can a� ect their 
physical health, Gisby says, and 
the “explosion in virtual care” that 
accompanied the pandemic made 
it easier for consumers to access 
care and “facilitate more continu-
ous engagement.” Coincidentally, 
Medicaid, Medicare Advantage and 
some commercial health plans are 
now covering nonclinical services 
that are delivered in people’s homes, 
notes Cassels. � at tech-enabled, 
in-home care could potentially 
help providers stay ahead of health 
issues that might arise, says Gisby, 
improving outcomes and reducing 
costs in the process. 

With healthcare, retail, con-
sumer products and technology 
companies all working together, “an 
ecosystem could be created,” Gisby 
says. “All bring di� erent technology 
and expertise.”

Best Buy spent $400 million in 
2021 to acquire Current Health, a 
technology platform for at-home 
care that brings together remote 
patient monitoring, telehealth and 
patient engagement. � e company 
has also invested an undisclosed 
sum in Coeus.health, a remote pa-
tient monitoring company. Having 

a role in setting up remote patient 
monitoring equipment is “some-
thing that is within the skill set of 
Best Buy,” Cassels says. 

Playing in the sandbox
 “You’ll see some surprising names” 
at med-tech conferences these days, 
says Cassels, mentioning LG Elec-
tronics and Cox Communications. 
Late last year, LG Electronics and 
telehealth company Amwell 
announced they were going to be-
gin adapting the LG television sets 
used in hospitals and healthcare 
facilities so they could be used by 
providers to remotely engage with, 
monitor and discharge patients. 

Cox Communications is o� ering 
such services as remote patient 
monitoring of patients who have 
been discharged from a healthcare 
facility. “All look at healthcare as an 
opportunity,” Cassels says. Federal 
actuaries say the healthcare sector 
accounted for 18.3% of the U.S. 
economy in 2021. 

“� e open question,” says Cas-
sels, “is how well will the nontradi-
tional players play in the sandbox 
with the traditional, entrepreneurial 
healthcare companies?” 

Susan Ladika is an independent journalist in 
Tampa, Florida, who writes about healthcare 
and business.
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Digital health took off. 
How to keep it fl ying
The start of the COVID-19 pandemic was marked by a regulatory 
rush to enable digital health delivery. Now the industry wants those 
changes made permanent. By JARED KALTWASSER

W
hen telling the 
story of telehealth 
in the United 
States, you could 
start a century ago.

In a history of 
telehealth written 
for the National

Academy of Sciences in 2012, 
� omas S. Nesbitt, M.D., M.P.H., of 
the University of California, Davis, 
described how the land-based 
healthcare providers would use 
radios to provide clinical advice to 
medical sta�  aboard ships in the 
1920s. However, the history of when 
telehealth became an everyday fact 
of life in U.S. healthcare is much 
shorter. It started in 2020, when a 
then-unidenti� ed spiky virus began 
ripping its way across the planet.

Tom Leary, M.A., senior vice 
president and head of 
government relations at 
the Healthcare Information 
and Management Systems 
Society (HIMSS), says that 
in the months before the 
beginning of the COVID-19 
pandemic, many health 
information technology 
(IT) � rms were pessimistic 
about the near-term prospects for 
telehealth. “Several of our members 
were talking about either pulling 

back on telehealth or not launching 
remote patient monitoring e� orts,” 
he says. Once COVID-19 started 
spreading, doubt and misgivings 
receded almost as fast. Telehealth 
increased 10- to 12-fold during the 
� rst year of the pandemic and into 
2021, notes Leary. 

Leary says that although the 
pandemic was a turning point for 
telehealth, it was not immediately 
clear whether the surge would last. 
A survey of HIMSS members and 
other stakeholders conducted in 
late 2020 found that most respon-
dents expected the sharp increase 
in the use of telehealth to be a 
passing phase. But then the delta 
and omicron variants started to cir-
culate. Health leaders in all camps 
began to believe that telehealth — 
like COVID-19 — was here to stay. 

“We’ve seen telehealth really 
cement itself, or be cement-
ed in, as part of the o� erings 
by the healthcare communi-
ty,” Leary says.

Telehealth may have 
won over hearts and minds, 
but its practical future very 
much hinges on whether 
regulations and payment 

policies are accommodating. Regu-
lators and lawmakers have taken a 
mix of full and half steps, building 

an impromptu net of temporary 
and permanent regulatory changes 
that have helped spur growth in 
digital health but that could also 
hinder the industry if they are not 
replaced by permanent, more com-
prehensive legislation, according 
to Leary. 

In December 2022, HIMSS 
sent members of Congress a wish 
list of several items it said were 
necessary to bolster the country’s 
health IT infrastructure, protect 
patient data and ensure access to 
digital care. � eir requests included 
making permanent a set of waivers 
that made it easier for Medicare 
patients, among others, to access 
telehealth services. 

LEARY
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Some wins
At the time, Congress was debat-
ing an omnibus spending bill, 
and it was unclear what the � nal 
legislation would look like. When 
Congress � nally passed the Consol-
idated Appropriations Act, 2023, it 
contained several of the industry’s 
priorities. Among the most import-
ant was a two-year extension of 
the Medicare telehealth rules that, 
among other things, waived geo-
graphic and provider limitations on 
providing telehealth care and made 
it easier for people with high-
deductible health plans to tele-
health coverage without having to 
� rst meet their deductibles.

Congress also included a 
requirement that the Department 
of Veterans A� airs (VA) obtain 
an independent cybersecurity 
assessment and develop a timeline 
to implement any necessary � xes. 
Leary says the recent push to en-
able veterans to seek care at non-VA 
clinics has led to a need to ensure 
data can be shared e�  ciently and 
securely with outside providers. In 
addition, the VA has been working 
to modernize its electronic health 
record (EHR) system, partnering 
with Oracle Cerner.  

“Congress wants to have an in-
dependent assessment and baseline 
of where the VA is on cybersecurity 
so they can more properly direct re-
sources to the VA as more interop-
erability comes online,” Leary says.

� e spending bill included fund-
ing for the O�  ce of the National 
Coordinator for Health Information 
Technology, the agency charged 
with helping to implement a stable 
and secure healthcare data interop-
erability system. � e agency has 
seen its portfolio grow signi� cantly 
in recent years, even as its budget 
has not.

� ere is some worry that the 

liberalization of the telehealth 
rules has a set term rather than 
being permanent. In a statement 
following the passage of the bill, 
Kyle Zebley, senior vice president 
of public policy at the American 
Telemedicine Association, said 
the legislation was a signi� cant 
milestone but added that “(the) 
hard work continues as we persist 
in pressing telehealth permanency 
and creating a lasting roadblock to 
the ‘telehealth cli� .’ ”

Leary says another item on the 
minds of the health IT industry 
is how the O�  ce of the Inspector 
General (OIG) at the Department 
of Health and Human Services will 
enforce rules against information 
blocking, which is the practice of 
interfering with access to or ex-
change of healthcare data between 
healthcare entities. “Where’s the 
OIG going to come out?” Leary 
says. “How will you be penalized for 
information blocking, and what will 
be the dollar value that you’ll have 
to be concerned about?”

HIMSS has also been pushing 
for legislation to improve maternal 
health by addressing social deter-
minants of health and integrating 
digital health tools more robustly 
into routine maternal healthcare. 
Another priority for the digital 
health industry is the Access to Pre-
scription Digital � erapeutics Act of 

2022, which would 
direct CMS to cover 
prescription digital 
therapeutics.

Andy Molnar, 
CEO of the Digital 
� erapeutics Al-
liance (DTA), and 

Sara Elalamy, M.A., director of U.S. 
government a� airs for the DTA, 
tells Managed Healthcare Executive
that the bill would have an indus-
try-wide impact. “If passed, the 

legislation would have a massive 
trickle-down e� ect,” they wrote 
in an email. “CMS making federal 
funds available for new technolo-
gies in Medicare would impact the 

way state Med-
icaid programs 
and commercial 
payers view these 
products and 
ultimately develop 
medical policies 
to cover digital 

therapeutics.”
Leary says there is also a need 

to modernize the data systems 
that public health agencies rely 
on. A report HIMSS published in 
April 2022 suggested that it would 
take approximately $36 billion in 
investment over the next decade to 
modernize the health IT infrastruc-
ture that serves state, territorial, 
local and tribal health agencies. Yet, 
even as industry lobbyists push for 
legislation to boost digital health, 
they are also keeping an eye on the 
past, when telehealth was seen as a 
gimmick — or a relic from a mari-
time medicine past. Harold F. Wolf 
III, president and CEO of HIMSS, 
made that clear when he briefed 
congressional subcommittees on 
his concerns in December 2022. 
“� ere is a risk, in a post–COVID-19 
world, where governments could 
retreat to the protection of their 
local data and create regulations 
that prohibit access beyond their 
borders,” Wolf says. “Without 
proper access to health data for the 
treatment of a named patient and 
de-identi� ed data for population 
health status, and to allow vital 
health research, we will fail at one 
of our most critical moments.” 

MOLNAR

ELALAMY

Jared Kaltwasser is a freelance writer in 
Iowa and a regular contributor to Managed 
Healthcare Executive.
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Respiratory syncytial virus (RSV) is a common and contagious virus that typically produces 
mild, cold-like symptoms but can put older adults at risk for severe outcomes.1,2,*

Each year in the US, approximately 177,000 older adults are hospitalized and 
an estimated 14,000 of them die due to RSV infection.2 

*The CDC states that adults at highest risk for severe RSV infection include older adults, 
especially those 65 years and older, adults with chronic heart or lung disease, and adults

with weakened immune systems. Data are limited in assessing the risk of severe outcomes 
due to RSV infection in adults 60-64 years of age.3,4

CDC=Centers for Disease Control and Prevention; 
CHF=congestive heart failure; COPD=chronic obstructive pulmonary disease.

RSV MAY RAISE THE 
STAKES FOR OLDER ADULTS
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Learn about the risks of RSV at RSVinAdults.com
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