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Start-Up Spotlight: Paragonix Wants To Put ‘More Heart’ Into 
Transporting Organs

Executive Summary
Paragonix Technologies, which developed the 
first CE-marked and US FDA-cleared medical 
device system for transporting donor hearts, is 
ramping-up marketing in Europe and the US while 
continuing to expand its technology platform to 
kidney and lung transplants. 

 

A small Massachusetts-based company 
has developed the first US Food and Drug 
Administration-cleared and CE-marked medical 
device system for transporting donor hearts and 
wants to turn traditional organ transportation on 
its head.

This February, Paragonix Technologies raised 
$7m in a preferred Series A round, which 
allowed it to hire five sales representatives to 
market Paragonix’s SherpaPak Cardiac Transport 
System (CTS) in the US and expand its European 
sales team, said Bill Edelman, Paragonix’s CEO. 
Additional funds will be used to expand the 
technology platform for cardiac and lung use and 
to sell its SherpaPak Kidney system.

The SherpaPak CTS system was officially launched 
at this year’s International Society for Heart 
and Lung Transplantation meeting, held from 
April 3-6 in Orlando, FL. Edelman believes that 
having a direct sales force will accelerate market 
penetration, and thus, boost revenues, which 
remain undisclosed.

The organ transportation system becomes a 
critical aspect of the transplantation process after 
a doctor has determined that putting a patient 

on a transplant recipient waiting list is the best 
course of action.

When Lisa Anderson, Paragonix’s COO and 
president co-founded the Braintree, MA-based 
company in 2010, she wanted to improve upon 
the traditional cooler and crushed-ice method. 
Anderson was a researcher at Harvard Medical 
School before developing Paragonix’s flagship 
product, the Paragonix SherpaPak CTS device.

“Her insight was that the current method as 
it exists today [transport of a donor organ via 
the plastic bag and ice-cooler method] and 
continues to exist really is not optimized for the 
environment in which the organ finds itself as it 
is being transferred from a donor to a recipient,” 
Edelman told Medtech Insight.

Paragonix’s SherpaPak CTS is different from the 
traditional cooling method because it encases the 
organ in a disposable, leak-proof canister system, 
he said.

The device suspends the arrested heart by the 
aortic root and bathes it in preservation fluid 
to avoid contact with any surfaces that could 
cause contamination or compression injury. The 
chamber that holds the organ is temperature-
controlled between 4° C and 8° C and can be 
continuously monitored during transport by the 
transport team via a mobile app that Paragonix 
developed to ensure that the organ isn’t damaged 
during transport. This also allows hospitals to 
retain a permanent record to ensure that the 
environmental conditions were maintained during 
transport, which is not possible with traditional 
methods.
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“[With using the traditional method], the organ 
is actually compressed between two layers of 
crushed ice and is sometimes flattened out, and 
other times the heart muscle itself comes into 
very direct contact with the ice itself and that can 
freeze the muscle, so that ice-crystals can form 
inside the tissue, and that could adversely affect 
how the muscle recovers after it’s been implanted 
into the recipient,” Edelman said.

According to the US Department of Health and 
Human Services, there are more than 113,000 
people on the national transplant waiting list in 
the US. In 2018, there were 36,528 transplants 
performed, with 3,408 being heart, 2,530 being 
lung and 21,167 being kidney transplants.

There are about 150 cardiac transplant centers 
in the US; which is roughly the same number in 
Europe, Edelman said. Paragonix has trained more 
than 35 transplant centers in the US and Europe 
to use its system for donor heart transport, but 
just started introducing the Paragonix SherpaPak 
in both markets this July.

The US FDA first cleared Paragonix SherpaPak CTS 
via 510(k) in 2013. It has since received additional 
regulatory clearances, covering methods of 
communication, including the use of an app, data 
recording and transmission of data, and labeling 
that allows it to be used to transport kidneys.

In 2018, Paragonix also received FDA clearance for 
use of the SherpaPak CTS with pediatric and small 
hearts and gained the CE mark to commercialize 
the SherpaPak CTS and SherapaPak kidney 
systems in Europe.

An organ can only survive for a short time once 
it’s outside the body. The ischemic time for the 
heart is four hours and for kidneys it’s about 24-36 
hours, which makes regulating the environment 

before the organ is received by the donor a critical 
part of organ transport.

“Our objective is to improve the utilization of the 
hearts that are available, but are not donated, 
and to improve the quality of those that are 
implanted,” he said.

A 19-donor heart preservation and transport 
case study using the SherpaPak CTS presented by 
David D’Alessandro, of the Massachusetts General 
Hospital in Boston, at the CTS 2019 International 
Heart Summit, showed normal perioperative 
function even including an organ with more than 
five hours of total ischemic time.

In addition, the study found that this system may 
decrease cold injury during organ transportation 
and increase the safe interval of tolerable cold 
ischemia, Paragonix said. The study appeared in 
the April issue of the Journal of Heart and Lung 
Transplantation.

Massachusetts General Hospital has used the 
Paragonix SherpaPak in 19 heart transplantations; 
in total the company has done 100 SherpaPak CTS 
transports to date in the US and Europe, Edelman 
said.

This month, Paragonix is also planning to 
launch its SherpaPak kidney system via “another 
distribution channel” that remains unnamed, 
targeting organ procurement organizations, which 
are non-profits that administer the matching 
between donation and implantation, Edelman 
said.

The company is working on a lung device that 
can preserve the lung while also avoiding 
over-inflation, a common problem during jet 
transports.
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“Our (lung) device is designed to normalize the 
pressure inside and outside of the lung so that 
overinflation does not take place,” Edelman said. 
He hopes to launch this system in the US and 
Europe in 2020.

Paragonix Technologies, Inc.
•  Address: 639 Granite Street, Suite 408, Braintree, 

MA 02184
•  Contact: Bill Edelman – Chief Executive Office
•  Founded: 2010
•  Founders: Lisa M. Anderson, Ph.D. – Co-Founder, 

President and Chief Operating Officer
•  Number of Employees: 8
•  Financing Total To Date: $11m
•  Investors: Private
•  Board of Directors: Bill Edelman – COB/CEO, 

Paragonix Technologies, Inc.; Carl Rickenbaugh 
– VP Business Development, Paragonix 
Technologies, Inc.; Lisa Anderson – Co-Founder, 
President and Chief Operating Officer, Paragonix 
Technologies, Inc.; Richard Burtt – VP Investor 
Relations, Paragonix Technologies, Inc.; Charles 
Hanor – IP litigation and patent trademark 
prosecution in Texas; DeWitt Davenport – 
President and Trustee of Davenport Realty 
Trust; John Cammett - Founding Partner and 
Chief Executive Officer of Aeroterm, LLC

Competition
Another competitor, Andover, MA-based 
TransMedics Inc., which also sells a disposable 
device, won pre-market approval from the US FDA 
for its Organ Care System (OCS) Lung, based on 
data from the 316-patient INSPIRE trial comparing 
the safety and effectiveness of the OCS Lung 
System to the current cold storage standard of 
care for preserving donor lungs.

TransMedics already markets OCS Heart and OCS 
Lung devices in Europe and currently has OCS 
Heart under review by the FDA.

The company announced final results of the OCS 
EXPANDHeart trial at last month’s International 
Society for Heart and Lung Transplantation, 
showing that OCS Heart resulted in successful 
transplantation of 81% of donor hearts that 
may not be used with routinely cold storage 
with patient survival of 95% at 30 days after 
transplantation.

The company registered for an initial public 
offering worth $75m per in an amended 22 April 
regulatory filing.

Edelman noted that TransMedics’ system uses an 
entirely different approach than Paragonix in that 
the heart is stopped and placed on a circulatory 
support circuit, which beats the heart and is 
being actively managed by a perfusionist during 
transport.

By contrast, the SherpaPak system is entirely 
passive and doesn’t require any management of 
the organ. According to Edelman, TransMedics’ 
system costs about $50,000 per unit versus less 
than $20,000 for the SherpaPak CTS.

Edelman said the biggest challenge to expanding 
adoption of SherpaPac CTS is explaining 
to physicians the benefit of temperature 
management as well as the structure benefits 
of the SherpaPak system compared to the 
traditional cooling system. The economic benefits 
of having a healthier organ for implantation is 
very obvious for the centers that are doing organ 
implantations, he said.

“Heart transplantation is a very expensive process 
and the idea of providing therapeutic benefit by 
preserving the heart in a more controlled way is I 
think of great interest to the centers who perform 
these procedures,” he said.
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This month, Paragonix also established a new 
registry (guardianheartregistery.com) that aims 
to collect data from when the organ is implanted 
to post-implementation from centers using the 

SherpaPak technology.

“We believe that data will be incredibly useful in 
highlighting the value proposition,” he said.

Find out more

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

