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Start-Up Spotlight: Elixir Works To ‘Uncage’ 
The Coronary After Intervention
 By Reed Miller

THE COMPANY IS SPONSORING INFINITY 

SWEDEHEART, a randomized trial of its 

DynamX Bioadaptor, a unique metallic 

coronary artery implant that adapts to 

vessel physiology. 

Elixir Medical’s DynamX Bioadaptor represents a new 
approach to treating coronary disease, combining 
the best features of metallic drug-eluting stents and 
bioresorbable scaffolds.

Despite the enormous progress in drug-eluting stent 
technology over the last two decades, metallic drug-
eluting stents still create a risk for major adverse events 
long after they have been implanted. A recent study 
of over 25,000 patients led by New York Presbyterian 
Hospital showed that about 2% of patients with a stent 
suffer a stent-related adverse event – including death or 
myocardial infarction – each year between one and five 
years after the stent was implanted. The study found 
that the risk persists, regardless of the type of stent 
implanted, with no evidence that this risk will “plateau.”

“Clinical studies have shown that drug-eluting stents 
inhibit several key functions of the artery, including 
positive adaptive remodeling, compliance and dilation, 
and response to the body’s changing blood-flow needs,“ 
Elixir Medical CEO Motasim Sirhan told Medtech 
Insight. “[The stent] causes vessel straightening, which 
puts stress on the artery and is associated with major 
adverse events.”

To reduce the long-term risks associated with 
permanent stents, many companies have developed 
fully bioabsorbable stents. Abbott’s Absorb 
bioresorbable vascular scaffold became the first of 
these devices to reach the US market in mid-2016, but 
the company discontinued Absorb about a year later; 
Absorb was a commercial disappointment and it failed 
to match the performance of Abbott’s Xience market-
leading everolimus-eluting metallic stent in clinical trials. 
(Also see “Abbott Pulls Absorb Stent Off The Market, 
Citing Low Sales” - Medtech Insight, 8 Sep, 2017.)

Elixir is one of the companies that developed a thin-strut 
bioresorbable stent, believing it could succeed where 
Abbott failed. (Also see “EuroPCR 2018: New Stents 
Show Way Forward Post-Absorb” - Medtech Insight, 29 
May, 2018.)

Prospective registry data showed Elixir’s DESolve 
novolimus-eluting bioresorbable coronary scaffold 
was rapidly resorbed by the body while preventing 
adverse events for at least four years. But the company 
eventually determined that a fully resorbable scaffold 
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did not represent its best chance to address the risks 
created by metal stents. (Also see “Robert Byrne: 
Absorb, Synergy, And The Future Of Coronary Stents” - 
Medtech Insight, 21 Sep, 2016.)

“Although the DESolve platform showed excellent 
clinical results due to its unique short resorption profile, 
the acute performance remained suboptimal [relative 
to metallic drug-eluting stents],” Sirhan said. “It was a 
good attempt, but it was not really something that could 
address the limitations of [drug-eluting stents] – not 
only acutely but in the long term.”

He said that existing bioabsorbable polymers are not 
strong enough to match the performance of the metal 
alloys, so bioabsorbable stents are prone to suboptimal 
deployment and chronic stent recoil that can create 
thromboses in the vessel.

In 2017, Elixir “pivoted” to focus on the 
development of its DynamX Bioadaptor, which 
“uniquely... accommodates the vessel function by 

allowing the vessel to positively adapt over time,” Sirhan 
said.

DynamX is a metal coronary scaffold coated with a 
sirolimus-eluting bioresorbable polymer. Once it is 
deployed in the coronary artery, the polymer coating 
resorbs, delivering the sirolimus to the vessel wall 
to prevent restenosis while also releasing “uncaging 
elements” located at low-stress parts of the device’s 
structure.

The resorption of the coating on the uncaging elements 
allows the rest of the structure to contract and expand 
along with natural contraction and expansion of the 
vessel while still maintaining radial strength to keep the 
vessel open, Sirhan explained.

Clinical Evidence Shows Benefit Of ‘Uncaging’
“During the healing phase, [a stent] needs strength 
and support. But then, after that, those [qualities] 
can become a liability because [the stent] cages the 
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vessel and degrades the vessel function,” Sirhan said. 
“Uncaging that after six months frees the vessel to 
resume its normal function and dynamics.”

DynamX’s ability to maintain radial strength while 
uncaging the vessel was demonstrated in a 50-patient 
clinical study. Results of the study, recently published 
in EuroIntervention, showed the average acute lumen 
gain – the expansion of the open space inside the vessel 
after DynamX was deployed – was 1.61 mm, with a 
100% procedure success. These results are “on par with 
second-generation drug-eluting stents’ ability to open 
up a vessel,” Sirhan said.

The company is sponsoring the 444-patient 
BIOADAPTOR randomized trial in Japan, Germany, and 
Belgium. The trial is comparing DynamX to Medtronic’s 
Resolute Onyx zotarolimus-eluting composite metal 
alloy stent. The primary endpoint of the trial is target-
lesion failure one year after the device is implanted. The 
company expects the primary results of the study to be 
available in 2021.

In March, the company announced the launch of 
INFINITY SWEDEHEART a 2,400-patient prospective, 
multi-center, single-blind, randomized clinical trial 
comparing DynamX to Resolute Onyx.

The trial is part of the ongoing SWEDEHEART registry 
program in Sweden, a national collaborative research 
program launched in 2009 to support the evidence-
based development of therapies for coronary heart 
disease.

INFINITY SWEDEHEART is led by David Erlinge of Skane 
University Hospital in Lund and Stefan James of Uppsala 
University.

In a press release, Erlinge explained that INFINITY 
SWEDEHEART will include difficult-to-treat patients with 

both chronic and acute coronary syndromes. “DynamX 
[is] the first metallic device treating coronary artery 
disease that has been shown to restore pulsatility and 
positive adaptive remodeling of coronary arteries [and] 
the benefits of restored vessel function may provide 
greater benefit in patients with complex disease.”

“It is appropriate that a unique 
device such as the DynamX device 
would be evaluated in a large 
number of patients using [the 
SWEDEHEART] infrastructure.” 
– Stefan James 

James said that his team has already found DynamX to 
“be as easy to deliver as a stent, but with the potential 
to reduce long-term [drug-eluting stent]-associated risks 
and improve upon patient outcomes over time.”

He pointed out that the SWEDEHEART registry has 
already contributed to several “groundbreaking” 
cardiovascular trials. For example, in 2018, results 
from 3,005-patient VALIDATE SWEDEHEART registry 
showed that coronary interventions using radial access 
were associated with a lower risk of adverse events. 
“It is appropriate that a unique device such as the 
DynamX device would be evaluated in a large number of 
patients using [the SWEDEHEART] infrastructure,” James 
explained.  (Also see “EuroPCR 2018: New Stents Show 
Way Forward Post-Absorb” - Medtech Insight, 29 May, 
2018.)

Sirhan said the company is currently engaging with the 
US Food and Drug Administration to plan a US pivotal 
trial of DynamX. The company hopes to submit a formal 
application for an investigational device exemption later 
this year.


