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Market Intel: Large Providers Focus On Hemodialysis Home 
Care; New Incentive By Presidential Executive Order

Executive Summary
Momentum is rising for patients with chronic 
kidney disease to be treated with hemodialysis 
in the comfort of their own home as opposed to 
traveling several days a week to a freestanding 
clinic. Manufacturers, government and payers 
are paving the way for a higher home-therapy 
adoption rate. That said, many patients remain 
unsuitable for home care and the large volume 
of water needed to operate hemodialysis can be 
logistically daunting.

 

The latest salvo to improve kidney care in the 
US is a 10 July executive order from the Trump 
administration, with one of the key goals being to 
raise the percentage of dialysis patients on home 
dialysis to 80% by 2025 from 12% today.

The initiative is being supported by five new 
proposed kidney-care models from the Centers 
for Medicare and Medicaid Services (CMS) to 
provide incentives for the use of home dialysis for 
beneficiaries with end-stage renal disease (ESRD) 
and encourage more kidney transplants. (Also see 
“CMS Proposes Dialysis Pay Models In Response 
To Executive Order On Kidney Health” - Medtech 
Insight, 15 Jul, 2019.)

“We strongly welcome the Trump administration’s 
commitment to early detection and treatment of 
chronic kidney disease (CKD) and to have up to 
80% of new patients receiving home dialysis or a 
transplant by 2025,” said John Milad, CEO of UK-
based Quanta Dialysis Technologies Ltd., which 
announced on 30 July it raised $48m in funding 
from investors including btov Partners, Wellington 

Partners and Seroba Life Sciences.

“Our personal hemodialysis system SC+ is a 
best-in-class, state of the art, small, simple and 
powerful device that enables patients to dialyse 
across the continuum of care from the clinic to 
home. With this, we want to bring greater choice, 
efficiency and patient empowerment to kidney 
care,” said Milad.

Quanta has continued its successful clinical 
piloting with the National Health Service (NHS) 
in the UK and completed its main pilot study at 
four centers, either in a clinic or at home, and 
with the device operated by either a health-care 
professional or the patient himself. Milad said 
that one of the major barriers to self-care and 
home dialysis is patients’ perception that dialysis 
systems are difficult to operate.

“SC+ was designed with patients specifically in 
mind and is easy to learn and operate,” Milad told 
Medtech Insight. “In our human-factors testing, 
patients were able to safely and effectively use 
SC+, even with just minimal training of no more 
than six hours.”

The CE-marked SC+ has recently been updated 
to include digital health connectivity and an even 
better user interface via a high-resolution, high-
definition capacitive touchscreen. The enclosure 
also now sports an industrial design for “a more 
slick, elegant and smooth look.” 

The personal dialysis system will be launched in 
the UK this fall.

“Not surprisingly, probably 99% of the global 
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market is still based around assisted delivery in 
hemodialysis dialysis centers,” Milad said. “But 
there are a lot of players who are seriously looking 
to transform an industry that has not changed 
much in several decades.”

With its device designed for patient operation, 
Quanta hopes to span the continuum of care 
from center-based treatments into home-based 
treatments, in particular by delivering high-dose 
dialysis and matching prescriptions that are 
commonly used in-center.

“Unfortunately, the industry as a whole has a built-
in bias toward in-center as being the appropriate 
care for most patients, whereas it is only the 
exceptional minority that is selected as an elite 
to be treated at home,” Milad said. “The reality, 
though, is that there are many more patients who 
could be suitable for home therapy. We just need 
to give them the tools and support.”

In-center patients will also be inspired to embrace 
home care if they visibly observe patients 
practicing self-care, “rather than institutionalizing 
them into helplessness and dependency at an 
assisted-care setting,” Milad said. 

Practice patterns and physicians’ beliefs are also 
key for increased home therapy. “If you go to a 
center where the clinical staff fully embraces the 
potential of self-care at home, you will typically 
find higher levels of home adoption,” Milad said. 

Global Market
The global market for hemodialysis was $71.5bn 
in 2017, according to India-based Allied Analytics 
LLP. (Also see “Market Intel 2018: Hemodialysis, 
MIGs And Liquid Biopsy Make Waves” - Medtech 
Insight, 2 Jan, 2019.)

“An increase in the incidences of hypertension 

and diabetes, a rise in the number of patients 
with end-stage renal disorder (ESRD) and the 
shortage of available kidneys for transplants are 
the key factors that are fueling growth,” team 
leader Shreyashi Pajankar told Medtech Insight. 
Untapped markets among emerging regions like 
Asia-Pacific, Latin America, the Middle East and 
Africa are expected to provide new opportunities 
for the key players. “However, numerous product 
recalls and risks and complications associated 
with dialysis are major challenges to market 
growth,” Pajankar said.

Mitchell Rosner, chair of medicine at the University 
of Virginia Health System in Charlottesville, VA, 
treats about 95% of his hemodialysis patients 
at a freestanding dialysis center, three times a 
week. Each treatment lasts three to four hours.  
The remaining 5% of his patients are managed 
at home with a care partner conducting two- or- 
three-hour sessions five or more days per week 
with a home-use machine. The yearly cost for 
in-center treatment averages about $80,000 to 
$90,000, said Rosner, who is also a spokesperson 
for the National Kidney Foundation.

Rosner told Medtech Insight that the Trump 
administration’s call for 80% of new dialysis 
patients being on home dialysis or transplant 
by 2025 “is a great and much-needed goal that 
is audacious and will challenge the nephrology 
community to think differently about strategies 
to aid patients and their families in achieving this 
goal.” But he also foresees challenges. 

“I worry that given our demographics – the co-
morbidities of our dialysis patients – it is going 
to be challenging to meet that goal,” he said. At 
the same time, Rosner feels patients fare much 
better with home therapy as opposed to in-center 
treatment.  “They are able to maintain their 
independence and their quality of life,” he said.
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Challenges
The two biggest challenges of administrating 
hemodialysis in any setting are its highly technical, 
labor-intense nature, but especially for home use, 
water, which must be ultra-pure and available in 
large quantities per treatment.

In an effort to spur home-therapy adoption, 
CVS Health Corp. announced in mid-July that it 
has started a clinical trial of its new HemoCare 
home dialysis system. “This [the HemoCare home 
dialysis system] may be a big disruptor in the 
field,” Rosner said. “There is a lot of interest in 
making the machines simpler for patients to use 
in a home setting.”

Besides an increased uptake in home 
hemodialysis and technological improvements 
for easier home use, Rosner expects cost to 
decrease. That’s because home-use machines 
use less water, are slightly less expensive and 
require less technical support. The number 
of required treatment sessions, however, will 
remain the same. For more than 60 years now, 
Baxter International Inc. has partnered with the 
nephrology community in pioneering options for 
renal care.

“The prevalence of kidney disease impacts one in 
10 people, with an estimated 4 million end-stage 
renal disease (ESRD) patients globally and millions 
more going undiagnosed,” said Laura Angelini, 
general manager of Baxter’s global renal care 
business. “These patient numbers are expected 
to grow; however, time and cost resources to care 
for them have not advanced.”

The Deerfield, IL-based company believes 
innovation is the key to supporting its goals of 
expanded access to simplified care that improves 
outcomes, Angelini said.

Expanded HD (HDx), enabled by the Theranova 
dialyzer, is a new HD therapy being pursued by 
Baxter, whereby treatment targets the removal 
of large middle molecules, many of which are 
connected to the development of inflammation, 
cardiovascular disease and other co-morbidities in 
dialysis patients.

“By extending the range of molecules that can 
be filtered from the blood, HDx results in a 
clearance profile that more closely mimics the 
natural kidney,” Angelini told Medtech Insight. 
Recent studies indicate that some patients 
experience reduced predialysis levels of uremic 
toxins (toxin levels closer to those patients with 
functioning kidneys) after three and six months 
with Theranova, which is available in Canada, 
select European countries, Latin American and 
Asian markets, but still an investigational device in 
the US.

Baxter is also collaborating with the Mayo Clinic 
to develop a renal care center of excellence at 
Mayo’s Jacksonville, FL-based facility.

The collaboration began last November and 
focuses on three renal care modalities: chronic 
kidney disease (CKD) management or treating 
patients before they require dialysis, home care 
and in-center care.

“Although not commonly practiced today, CKD 
management shows promise in slowing the 
disease progression,” Angelini said. “This allows 
patients time to educate themselves about home 
and in-center dialysis care options.”

Baxter recently conducted a proactive CKD 
management study at their clinics in Colombia, 
comprising 2,445 patients, which tracked changes 
in creatinine levels, an indicator of kidney 
function.
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Within one year of enrollment, 25% of patients in 
the program began dialysis therapy, reflecting a 
low median rate of kidney disease progression. 
The partnership also calls for co-developing 
products and services.

Wells Fargo analyst Larry Biegelsen said in 
a 10 July “Flash Comment” about the Trump 
administration’s new kidney care initiative that an 
effort to move patients to home dialysis is positive 
news for companies like Baxter, which carries an 
outperform stock rating by Wells Fargo.

“We could see revived interest in home 
hemodialysis from Baxter, especially given some 
of the potential benefit of hemodialysis over 
peritoneal dialysis,” Biegelsen wrote. “Additionally, 
we believe the push for more home dialysis 
should be a positive for private companies like 
Outset Medical.”

Tablo, a rolling dialysis clinic on wheels, developed 
by San Jose, CA-based medtech company 
Outset Medical Inc., aims to lower the cost and 
complexity of hemodialysis in its US Food and 
Drug Administration-cleared acute- and chronic-
care settings.

“Tablo performs all the functions of a conventional 
dialysis machine and all the functions of a water 
treatment room,” Outset Medical’s CEO Leslie 
Trigg told Medtech Insight. “The system purifies 
water and it makes the dialysis on demand in real-
time. It is the only system currently on the market 
to do so, and its simplicity is driven by sensors and 
software.”

Outset launched the 36-inch tall device, which 
features cloud-based analytics and two-way 
wireless data transmission, in late 2018 and is 
gaining broad adoption within hospitals and 
large health systems, Trigg said. She noted that 

the majority of the units currently sold are being 
used in acute-care environments such as the ICU 
or hospital floor, but also in dialysis clinics. In 
addition, Outset is completing an investigational 
device exemption (IDE) trial that begun in May 
2016 and examines the use of Tablo in the home 
environment.

“So far, the patient’s experience in the home 
has been exceptional,” Trigg said. But Trigg is 
dismayed by the lack of equipment innovation 
in the dialysis market, noting that the last FDA 
clearance was in 2001 for a portable home-care 
dialysis machine from NxStage Medical Inc., now 
part of Fresenius SE & Co. KGaA. (Also see “US 
FTC Approves Fresenius And NxStage Merger” - 
Medtech Insight, 12 Apr, 2019.)

“Compare this stagnant picture with the number 
of new medical devices in cardiology and 
orthopedics and neurology; in fact, in almost 
every other arena of health care,” Trigg said.

Trigg attributes this lack of innovation in the 
renal space, in part, to a lack of historical venture 
financing. “Innovation requires capital,” she said. 
“Developing a truly new technology from the 
ground up is a very capital-intensive proposition.”

Similarly, the service model and the patient 
experience in the US have not changed materially 
since the 1980s. “The intent behind Outset is to 
use technology to enable new types of service 
models that create more flexibility and control for 
the patients, and at a lower cost for providers,” 
Trigg said. These new service models and care 
experiences for patients, including in-center self-
care, which is popular in Europe, are expected to 
lower hospitalization rates, ER visits, complications 
as well as reduce co-morbidities associated 
with dialysis. One promising service model 
envisioned by Outset is a walk-in clinic, urgent 
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care or physician’s office with two or three Tablo 
units, minus a water treatment room, whereby 
patients could schedule and set up the system 
in 10 to 15 minutes, independently. Traditional 
dialysis machines can only operate if connected 
to a 1,000- to 2,000-square-foot water-treatment 
room.

The water-treatment room contains industrial 
water processing equipment that purifies 
water and makes dialysate, the solution used 
in dialysis, which is then distributed through 
pipes in the walls and sent into the back of the 
dialysis machine, thereby feeding the machine 
the purified dialysate. By contrast, Tablo purifies 
the water and makes dialysate on demand, in real 
time, on its own. Therefore, it does not require 
connection to a water treatment room. Starting 
treatment on Tablo requires only an electrical 
outlet and tap water. A first-of-its kind device, 
Tablo performs all the functions of a traditional 
dialysis machine and all the functions of a water 
treatment room.

“Patients would be able to schedule their dialysis 
around their lives, whereas today they have to 
schedule their life around dialysis,” Trigg said.

Fresenius, headquartered in Bad Homburg, 
Germany, with US operations in Waltham, MA, 
“remains the world’s leading provider of products 
and services for people with kidney failure,” said 
Frank Maddux, Fresenius’s global chief medical 
officer.

He said that of the 97,000 hemodialysis machines 
installed in 2018 worldwide, roughly 50,000 were 
made by Fresenius. In addition, as of 31 March, 
Fresenius owned, operated or managed 3,971 
global clinics, representing an increase of 317 
clinics since 31 March 2017.

Specifically, US-owned or operated centers 
were 2,559 as of 31 March 2019, up from 236 
centers two years ago. Also, Fresenius now treats 
about 336,716 patients worldwide of whom 
205,775 reside in the US In February, Fresenius 
successfully completed the acquisition of NxStage 
Medical, which produces the System One home 
hemodialysis machine.

“This integration will help us significantly increase 
the share of home dialysis treatments in the US,” 
Maddux told Medtech Insight. “We know that 
many patients would rather be treated at home 
and live as normal a life as possible while treating 
their kidney failure. Studies have also shown the 
benefits of tailoring treatment to specific patient 
needs, including options for more frequent 
dialysis at home, thus yielding more flexibility, 
satisfaction and better patient outcomes.”

Furthermore, this February, Fresenius launched 
an upgrade to its US dialysis machines, with the 
2008T BlueStar system, designed to provide 
simpler operation and maintenance, along with 
greater user control, leading to potential labor and 
cost savings, improved accuracy, and enhanced 
data stream and additional treatment options, 
according to the company. 

“The BlueStar also integrates directly with our CliC 
fluid monitoring device,” Maddux said. “CliC is the 
miniaturized evolution of our Crit-Line diagnostic 
platform that has seen increasing adoption in 
the US, as studies show the benefits of better 
fluid monitoring and its connection to patient 
outcomes and reduced episodes of volume 
overload in people on hemodialysis.”

In March, the FDA granted breakthrough device 
designation to Fresenius’s new computer-assisted 
ultra-filtration control system, still in development. 
This system will eventually operate in tandem with 
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the new BlueStar machine and the CliC device 
to provide embedded intelligent diagnostics for 
achieving target levels of blood volume.

Finally, in January, Fresenius launched the 4008A 
dialysis machine internationally, which is tailored 
for emerging markets.

“The new machine incorporates our high therapy 
standard,” Maddux said. “It is being primarily 
deployed in India, with other countries following 
soon.”

Fresenius is actively working to improve its home 
machines through better connected health 
technologies, including new telehealth options, 
“which will be critical to our effort to grow the 
home dialysis market in the US,” Maddux said. 
“The patient population with ESRD continues 
to climb worldwide and the demand for more 
options for our patients will only grow.”

The company wants to deliver value-based care 
solutions for US patients, primarily in response 
to the government’s new push to expand value-
based care to CKD patients.

But Fresenius will need to execute more ethically.

The company has agreed to pay roughly $231 
million to resolve investigations of bribery to 
public health and government officials in multiple 
companies to secure or retain business, according 
to a March press release from the US Justice 
Department.

DrugDangers.com also reports that “Fresenius 
dialysis has faced some problems during the 
course of its operation. Several patients have 
encountered serious health problems as a result 
of their services. Some patients have also died 
from drugs that were administered and from 

failure to follow protocol.”

New Approach
Cricket Health Inc., a San Francisco, CA-based 
start-up, has taken a new approach to treating 
kidney disease by intervening before kidney 
failure.

“For the last 30 years, the entire focus of renal 
disease has been on dialysis – intervening 
with patients after their kidneys have failed,” 
Robert Sepucha, chief administrative officer and 
former Fresenius Medical Care executive, told 
Medtech Insight. “Most observers would say 
that the current system is in shambles. We are 
spending way too much money, tens of billions 
of dollars annually, on half a million patients 
across the country who are very sick and are very 
complicated care cases. But their health outcomes 
are not what anyone would hope for. The quality 
of life is not high and we lag in significant quality 
metrics compared to other countries.”

Cricket is engaging with payers and health 
systems to identify patients in later-stage kidney 
disease, but before kidney failure. A multi-
disciplinary care team is then employed with 
the intent of slowing progression of disease and 
managing transition to dialysis or to other care 
modules. These strategies include preemptive 
transplant, palliative care and home dialysis, with 
in-center dialysis as the treatment of last resort.

The company’s first in-center dialysis facility 
is scheduled to open in 2020, in the Pacific 
Northwest. The clinic will likely be half the size 
of traditional clinics, between 6,000 and 7,000 
square feet, with far fewer chairs. “The center will 
primarily support home patients,” Sepucha said.

U.S. in-center dialysis is dominated by Fresenius 
and DaVita Inc. Together, they care for more than 
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two-thirds of all patients. What’s more, Fresenius 
makes virtually all of the machines used in US 
centers, he said. The home machine market has 
more competition, but represents only 12% of the 
total dialysis market.

“The hope of CMS and the regulators over the 
past 10 years has been that a greater percentage 
of patients can be successfully treated at home,” 
Sepucha said. “Everyone has known for decades 
that it is better for patients to be treated at home 
because they achieve better outcomes and a 
higher quality of life.”

For the last two years, Cricket has been working 
primarily with a health system on the West Coast 
to provide care for about 250 patients. Cricket 
has seen 40% to 45% of the patients on its care 
platform initiate dialysis at home, a four-fold 
improvement over the national average.

“We think by intervening early and deploying 
aggressive care management and multidisciplinary 
care teams to each patient, you can empower 
patients and help them understand the value of 
treatments delivered at home,” Sepucha said. “It 
is far easier to treat yourself at home when you 
understand how to connect yourself to the dialysis 
machine, when your hemoglobin is already 
managed and your drugs are in line with what you 
need, as opposed to crashing into dialysis, when 
the only option is to be treated in-center.”

Today, over 60% of patients “crash” into dialysis, 
meaning they start dialysis in a hospital without 
any advance planning. Tragically, many of these 
people do not even know they have kidney 
disease until their kidneys fail, according to 
Sepucha.
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CMS Proposes Dialysis Pay Models In Response To Executive 
Order On Kidney Health

Executive Summary
Prompted by a presidential executive order on 
advancing kidney health, the US Medicare agency 
has proposed five new end-stage renal disease 
(ESRD) payment models to encourage greater 
use of home dialysis and kidney transplants to 
Medicare and Medicaid beneficiaries.

 

The US Centers for Medicare and Medicaid 
Services (CMS) has introduced a slate of new 
payment models to incentivize more use of home 
dialysis for beneficiaries with end-stage renal 
disease and encourage more kidney transplants.

The models were spurred by an “Executive Order 
on Advancing American Kidney Health,” signed 
by President Trump on 10 July. The order called 
for “increasing patient choice through affordable 
alternative treatments for ESRD, encouraging 
higher-value care, educating patients on 
treatment alternatives, and steps to encourage 
faster development of artificial kidneys.”

While the current Medicare payment system 
encourages in-center hemodialysis as the default 
treatment for patients with ESRD, many of these 
patients suffer from poor health outcomes, such 
as higher hospitalizations and mortality rates, 
Verma stated.

“The way we currently pay for chronic kidney 
disease and kidney failure isn’t working well for 
patients,” CMS Administrator Seema Verma said. 
“We have unveiled initiatives aimed at improving 
the quality of life for kidney disease patients by 
preventing disease progression, encouraging 

transplants over dialysis, and if dialysis is need, 
establishing more convenient home-based 
dialysis.”

In ETC Model, Payment Adjustment Made For 
Use of Home Dialysis, Transplant Rates
One of the models being offered by the CMS is the 
proposed ESRD Treatment Choices (ETC) Model, 
which would adjust certain Medicare payments 
to ESRD facilities and clinicians managing 
beneficiaries who are selected for participation 
in the model, through upward or downward 
payment adjustments, depending on home-
dialysis use and transplant rates.

The model would give a patient with kidney 
disease the freedom and choice of ESRD 
treatments that work best with their lifestyles, 
whether they choose home dialysis or dialysis at 
a clinic, and would aid in providing other dialysis-
related services.

Under the ETC Model, payment adjustments 
would begin on 1 January 2020 and end on 30 
June 2026.

Comprehensive Kidney Care Contracting  
(CKCC) Models
The models will have three distinct accountability 
frameworks:

CKCC Graduated Model: This model is based on 
the existing CEC Model One-Sided Risk Track – 
allowing certain participants to begin under a 
lower-reward one-sided model and incrementally 
phase in to greater risk and greater potential 
reward.
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CKCC Professional Model: This payment 
arrangement is based on the Professional 
Population-Based Payment option of the Direct 
Contracting Model – with an opportunity to earn 
50% of shared savings or be liable for 50% of 
shared losses based on  the total cost of care for 
Part A and B services.

CKCC Global Model: This payment arrangement is 
based on the Global Population-Based Payment 
option of the Direct Contracting Model – with risk 
for 100% of the total cost of care for all Part A and 
B services for aligned beneficiaries.

Four Optional Models For Kidney Care 
Described
The CMS also unveiled four optional kidney-
disease models, including the Kidney Care First 
(KCF) Model, and the Comprehensive Kidney 
Care Contracting (CKCC) Graduated Model, 
CKCC Professional Model, and the CKCC Global 
Model. (See box, “Comprehensive Kidney Care 
Contracting  (CKCC) Models.”)

In the KCF Model, participating nephrology 
practices would receive adjusted fixed payments 
on a per-patient basis for managing the care of 

patients with late-stage chronic kidney disease, 
and patients with ESRD.

The payments would be adjusted based on health 
outcomes and utilization in comparison to the 
practices’ own experience and national standards. 
Participants could receive a bonus payment for 
every patient assigned to them who receives a 
kidney transplant, as long as the transplanted 
patient stayed healthy for three years post-
surgery.

Meanwhile, the CKCC Graduated, Professional 
and Global Models would be similar the KCF 
Model but would permit all professionals involved 
in treatment of ESRD patients – nephrologists, 
transplant providers, and dialysis facility operators 
– to take responsibility for the total cost and 
quality of the care of their patients. In exchange, 
CKCC model providers can receive a portion of the 
Medicare savings they achieve.

The KCF and CKCC Models are expected to run 
from 1 January 2020 to 31 December 2023, with 
the option of one or two additional performance 
years.

Find out more

https://pages.pharmaintelligence.informa.com/RequestYourFreetTrialNow

