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A Year in Review: The Current State of Clinical Interventional Oncology
Targeted therapies and precision medicine offer potential for enhanced treatments.

By Brenda Silva

g the gth Annual Symposium on Clinical In-

terventional Oneology gets underway, im-

portant sessions look at CIO and its approach
tor cancer management. Course Director Dr. Shaun
Samnuels, M.D. bagan the first session by welcom-
ing attendees, and offered a look at what's newin the
indostry such as precision medicine, and practice
building in interventional radiology (IR).

The first speaker, Dr. Daniel Brown, M.D., pro-
vided an overview of metatstatic liver cancer. He
reforenced the SIRFLOX study with its intant of pro-
gressior free survival, noting the next stap imvolves
additional data and FIREFOK results estimated for
Tt Vear.

Taking the podium next was Dr. BEobert Lewand-
cskd, MLDL, who discussed key hepatocalinlar car-
cinoma (HCC) data. He pointed out the MELD up-
grade, as well as industry excitement for immune
checkpoint inhibitors.

Addrassing renal call carcinoma (RCC) was Dr. Deb
Gorvais, M.D., who forused on emerging trends such
as microweave ablation, attitudes towand “sabvags sur-
gery,” and niche utilization in yvounger patients.

“Looking to recent data, there’s a growing trend
towards ablative therapy. In addition, comversations
are glzo changing when it comes to salvage surgery.”

Rounding out the first session, Dr. William A lago,
Jr., M., reported on lung cancer treatments and
therapies. He roviewed data supporting radiofre-
queney ablation (RFA) in non- small eell ung cancer.
He also noted updates on microwave ablation for pa-
tienit survival, aswell as erycablation.

“WeTe seaing microwave ablation and ervoabla-
tion emarge as ways of treating lung tumors. When
it comes Lo treatments, size matters with BFA best
for smaller lesions, microwsave for larger ones. But,
in my opinion, more data is need for ervo right now ™

Beginning & new session, Dr. Ziv Haskal, M.I.
forused on the benefits of drug-eluting and con-
ventional transarterial chemoembolization {TACE).

He raviewed studies on drug-eluting embolics, con-
giderations of size in single arm studies, ethiodized
oils, and the uptake corralation with necrosis.

The naxt speaker was Dr. Karen Brown, M.D., who
addressed the currant role of bland embolization.
She said, *When patients preserted with liver can-
cer in the past, they were usually at much later stag-
gsthan patients who prasent today.”

She added, “When considering meatment options;
howrever, there’s no avidencs that chemoembolization is
githar safor or more offective than bland ernbolization.™

Following & short break, the session contirmed
with Dr. Danigl Brown, M.D., who offored informa-
tion on how partiele size can affect the treatment of
liver tamors.

“Of three key randomized trials. none has shown
g superiority of one size over another with patient
outcornes. Ultimataly, we nead more data sats, then
wa can revisit the findings and go forward.”

The next speaker was Dr. Bradford Wood, M.I.,
who asserted boad technology can further optimize
drug delivery in liver-directad therapy, and acplored
available data asreferences.

Also addressing optimization, Dr. Nadine Abi-Jaom-
deh, M.I. spoke to the benefits of optimizing cone
beam computed tomography (CBCT) in practica

“Thevahe of CBCT can be seen with improved 1e-
sion detection, foeder dotection, and assossment of
legion coverage and area treated. Eventhough there's
g learning curve with CBCT, it's definitaly worth it”

The next speaker, Dr. Ricardo Lenecioni, M.D., of-
fored data on using ablation with embolization. He
summarized, “The combination therapy is becom-
ing mors popular, and is saperior to gither therapy
alone for local control and overall survival ™

Dr. Riad Salem, M.D. finished the liver-directad
therapy topic with tips for understanding the role
of portal vein embolization. He suggestad complate
alimination of PV thrombus is not necessary at the
time of TIPS placement, and said FVR TIPS should

The @ Annual Symiposiurm on Clinkal Interventional
Onoology baganwith sessions on the current stata
of Cl0, as wall year-In-revlaw reports from
distingulshed panal membears,

be considerad in patients eligible for transplants
with chronic PVT.

Speaking next, Dr. Marcelo Guimarass, M.Iv, prae-
sontod data on radial access for liver-directed thara-
py. He summarized patients prefer radial accass to
femoral access 401, and that it's a simple and safe tach-
nicue that may help with procedure cost recioction.

Beginning the last morning session, Dr. Alda Tam,
M.I., focused on understanding the role of tissus
bicpsy in 2017,

She assarted, “Histology is no longer sufficient,
tissue biopsy combined with genomie testing offers
an option basad on its predictive value. It helps us
create reatments that consider genstic susceptibil-
itles to specific cancars.”

Following next was Dr. Daniel Sze, M.IL, who ex-
plorad the potantial role in IR for immunotharapy.
He =aid, “Wea need to identify unmet neads within
IR, and devise solutions for IR. Immunaotherapy is
not a threat to IO, it'sa huge opportunity for TR/107

Wrapping up the morning was Dr. Jian Zhang
M.Iv, who presented the Clis best abstract, entitiad,
“Transradial Versus Transfomoral Aceess in Radi-
cembolization for Hepatocsllilar Carcinoma with
¥ oo Microspheres” which echoed earlier data from
speakers that detailed thebenafits and preferencas of
radial access over transfomoral aceess in HCC.
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Interventional Oncology Looks to Enhance Outcomes with Focused Treatments
Disease management and palliative care offer potential for increased positive outcomes.

By Brenda Silva

& the CI0 ssssions contitme, physicians gath-
erad for further discussions on topics and treat-

inintarventional oneology (I0) technolo-
&y, Among the topies were treatments and ablation in
Iung eancer, tharapies for penercatic carcinoma and
thyroid, as well as MK palliation and imterventions

The first sassion fomused on lung cancer as Dr.
Kamran Ahrar, M.D, presented information on how
o nevigate wraatments. He said surgery remains the
gold standard for NSCLC, and additional data sug-
gosts sterectactic ablative therapy may be betier
than Iohactormy in some casas.

Dr. Alda Tam, M.D. cffered tips and tricks for
lung biopsies such as “go co-axial”™ which allows for
mmltiple samples with one pleural punchare; using
prong positioning to avoid prneumothorad and us-
ing ultrasound for real-time biopsy needle imaging.

Speaking on hang ablative therapy, Dr. William
Alago, Ir., M.D., pointed out radicfrequency ablation
(REA) hasa largs following and cryosblation is bacom-
ing a preferred modality, but irreversible electropora-
tion (IRE} is not ready for vse outside of clinieal trials.

Dr, KEamran Ahrar, M.I), returned with advics on
how to prepare for complications that oecur. “The
simplest complication wea can manage is pnaumo-
thorae, with othar complications requiring more
time and attention”

Dr. William Alago, Jr, M.IL discussed ablation in
metastatic disease, and offered tips for hmg ablation.
Hao mssartad that for ing metastasses, ablation sppears
to be safer. Among his tips for lung ablation ware im-
portance of location: increasing tidal volume to atpand
the lung, and the benefits of anesthasia techniques.

Finishing the session, Dr. Marcelo Guimsaraes,
M.I., presentad data on reconstructing the cantral
vein in patients with malignancy. “The strategies for
treating central vein occhision (CVO) in malignan-
oy inchade primary steniting, lytic therapy, and me-
chanieal thrombeetomy, with stenting offering the
quickest improvement of symptoms"

Starting a8 npew session, Dr. Govindarajan
Narayanan, M.D., explored therapies for pancreatic
carcinomas. "Only 10-20% of patients qualify for sur-
gery, sowe're performing more percutansous IRE of
the pancreas, which is minimally imvasive, allows for
precision placemeant, and has less morbidity”

Following next, Dr. Heung Kyu Ko, MLD. addrassad
10 therapies for the thyroid, noting the moving tip
technique of REA with real-time ultrasound guid-
ance can be a good alternative for benign tumors of
the thyroid.

Dr. Pater Littrup, M.D. contimued with focal breast
therapies. He said, “The best options visnally are
MEB-guided lasar and HIFL, and options with the
broadest compatibility and cost-efficacy are cryo,
lasar, and MEB-HIFU. In the future, I think we'll sea
more wlirasound tomography, which will keep the
cost down and is compatibla with surgical options.

Following next, Dr, Jinoo Kim, M.D. spoke about
Ivmphatic duet intervention, and managing chylous
affusions. He reportad, “We usad todo pedal Iymph-
angiography and now we do intrancdal Ivmphangi-
ography, which helps speed up procedures, and may
hawve a therapeutic effoct”

Dr. Patar Littrap, M.IL returned to address ablae-
tion of lymphadenopathy, and presentad studics
that showed tumors, their specific challanges, and
treatments that were most effective in each casa,

Finishing the session, Dr. John Sangjoon Park,
M.D. addressad expanding the limits of endovasou-
lar tharapy. “Palliativa treatmment is to improve qual-
ity of life, not to cure. In endovasculer therapy, wa
have to find the best treatment for disease, and for
the patient’s quality of lifo”

After a short break, Dr. Sean Tutton, M.D. began the
final session of the morning, which foeused on MSK
izsues in intarventional cncology: He summarizad pa-
tient selection and plarming imaging, patient position-
ing and equipment preparafion, protection measires,
and perioperative pain must all be considerad
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Tha CI0 Syrmposium continuad Sunday with furthar
dizcusslons onh interventlional oncology treatments
for lung cancer, exotlcs and occaslonals, and MSK,

Contirming, Dr. Matthew Callstrom, M.I, pre-
santad information on cementoplasty in MSK palli-
gtion. He asserted, "Pain pallistion can be achieved
with cementoplasty, its an affective treatment for
metastatic spine diseasse”

Frosanting data on arterial embolization in bone
and soft tissue lesions, Dr. Alda Tam, M.D., listed
important rolas for arterial embolization, inchiding
pain palliation, local dissase control 85 an adjunet
to ablation, and pre-oparative ambolization for pre-
vention of intraoperative blood loss.

Mext, Dr. Matthew Callstrom, M.D. addressed
tachnical considerations in nerve monitoring
during MK interventions, pointing out common
areas that should have nerve monitoring: the sci-
gtic nerve, lnmbar plexus, 51 motor narve, fomoral
nerve, brachial plexus, and spinal cord.

The final speaker was Dr. Afshin Gangi, M.I., who
spoke about management of long bone lesions. “The
first thing to consider is the Mirel score, becausa a
seore higher than eight means there’s risk of frac-
fura. While comentoplasty may be good for pain re-
duction, it also presents the risk of fractire; it's not
an option for mmors”

When he finished, Dr. Gangi remained at the po-
dium and was joined by Dr. Sean Tation, M.IL, The
two physicians then presented dusling cases as the
final session of the morning ended.
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New Research on Critical Limb Ischemia Shows
Improved Results

The latest studies make progress in life expectancy and quality-of-life issues for CLI patients.

By Brenda Silva

ecent clinical studies and tri-

al data analyses show a contin:

wed focus on fnding safe and
offective treatment options for erit-
ical limb ischemia [(CLI), with ongo-
ing efforts to diagnose the disesse in
itz parly stages and slow its advence
in later ones.

In sddition, new rescarch also evi-
dences increased stiention to better
classification and treatment of infrap-
opliteal lesions, utilizing data from fol-
low-up stodies, and improving life ex-
pectancy and quality-oflife issues for
patients with critical limb ischemia,
a disease that often has a noticeable
impact on both a patient's outlock end
their cutward appearance.

INFRAPOPLITEAL LESIONS:
EXPANDED CLASSIFICATION
AND EFFECTIVE TREATMENTS

In 2015, thie TASC Steering Comimit-
tze introduced an important supple-
ment to the aoo7 TASC I puidelines.
It provides “en updated litersture re-
view of endovascular technigues and
prectice patterns, as woll 25 a complets
lower imb TASC lesion classification,
which includes the infrapopliteal seg-
ment” By offering complete lesion
classification, the supplement enhanc
es diagnostic sccuracy for patients
with CLL!

However, while the new TASC sup-
plement did not include any “for-
mal [resiment recommendations”
another 2mi5 study of infrapoplitoal
trogtment options did offer itz perfor-
manece results, which focused on the
use of drug-oluting balloons vs plain
balloon engioplasty for CLI patients.
Zoller ot al compared the safoty and
efficacy of 2 “novel paclitaxel-coated,
drug-eluting balloon (DEB) versus an
uncoaiad percutaneous transhomine
angioplasty (PTA) balloon catheter for
the trestment of stenotic, restenotic
or oecluded infrapopliteal arteries in
patientis experiencing claudication or
CLI" with results from its 72 patients
showing the DEB option was safe and
gffective, with outcomes comperable
to-existing PTA treatments.®

PATIENT STUDIES: TRIALS,
TESTING, RISKS, AND RESULTS

As any physician knows, the key to
edvancing treatment of a disease or
condition is patient trials, with long-
term trials providing the best data for
patient prognosis. A recent 2015 study
by lida et al focused on OLIVE registry
patients who roceived infrainguinal
endovascular therapy (EVT) for CLIL
and their results after 3 years. The
percentage of these patients who com-
pleted the 3 yearswas g5%, with 55.2%
being amputation free, 84% free from
major adverse limb events (MALE),
and 49.6% wound free after 3 years.
The study concluded the results were
“reasonable, despite the high reinter-
vention and moderate uleer recur-
rence rate.™*

Another 2015 study, by Bunte et al,
foruzad on the acouracy of ankle-bra-
chial index (AR and toe-brachiel in-
dex [TBI) in evaluating CLL In & study
lasting almost 2 years, Bg patients
underwent non-invasive testing for
“indications of rest pain, as well as mi-
nor and mejer ischemic tissee loss.”
Reszults showed thet neariy “one-third
of pationtz with ischemic tizssue loss
had a normal or mildly reduced ABL”
The researchers alzo concluded that
clinical severity assessment and: the
use of TBI "gre likely to enhance the
diagnostic evaluation of CLI over ABI
glone, especiglly among individusls
with tissues loss™s

In a study published in 2014, results
reported were from the IDEAS trial
that compared peclitaxel-costed bal
loons (PCB) with drug-eluting stents
(DES) in long infrapopliteal lesions
for the trestment of CLL This trial,
by Sigbliz et al, lasted just over a year
and included 50 patients who under-
went PCB angioplasty or primary DES
plecement. The authors concluded
that, “compared with PCB, DES are
associated with significantly bettor
immediate residual post-procedurs
stenosis, and reduced vessel resteno-
=ig at skx months” However, they also
gsserted thet larger trials are needed
to verify these results even further.

Also focusing on DES therapy, a sig-
nificant metaanalysis by Fusaro et al
evaluatod 61 patients from 5 trials
The patients — diegnosed with ath-
erosclerotic diseasze of infrapopiteal
grteries — were randomby assigned
to DES vs a control of plain balloon
angioplasty/ bare-metal stent (BEMS)
implantation. At a follow-up of 1 yoar,
results showed the “DES therapy
demonstrated reduced restenosis
and greater clinical efficacy com-
pared with plain balloon angioplasty
or BMS therapy, and redueed the risk
of reintervention end emputation
withoot any impact on mortality and
Rutherford class.™

LIFE EXPECTANCY: FINDINGS
AND FACTORS AFFECTING
PATIENT OUTCOMES

When fored with a disease as sorious
as CLI, physicians are foread to consid-
er-gll the factors that can potentially
have an impact on & patient’s medical
prognosis and mortaelity. A recent study
by Soga et al that focused on life expec-
tency in CLI patients included gos pa-
tients who wnderwent endovescular
therapy. The study authors used a "risk
seore based on predictors of all-canse
mortality within 2 years™?

The results of the study included
patient data from a follow-up period of
le=3 than 730 days, and coneludad that
7independent prognostic factors were
responsible for the o-year life expec-
tancy (2YLE) of CLI patients. Accord-
ing to the authors, the factors included
“age. body mass index, nonambulatory
status, hemodialysis, ceorebrovascu-
lar disease, left ventricular ejection
factor, and tissue loss.” The study re-
ported that & “2YLE score of less than
or equal to 8 points indicated & greater
than 5o% probability of 2-year surviv-
al, and seemed to be helpful in identi-
fving CLIwith B poor prognosis”

In g commentary to this study, Beck-
man et el agree the study's findings
have “helped improve the process of
patient selection for revaseulariza-
ticn” The same authors suggest that
additional factors should be induded

in the patient’s prognostic assessmernt,
such as “the impact of the procedure
on sustained functional recovery, in-
dependence, and quality of life.™

QUALITY OF LIFE: IMPROVING
OUTCOMES AND OUTLOOKS

When looking to heal a patient, phy-
gicians and surgeons also musl con-
gider how each treatment option and
surgical procedure will affoct the pa-
tionts quality of lifo. A amé study by
Katsanos et al focused on results from
the ACHILLES trial, which compared
g sirolimus-eluting stent (SES) with
PTA for the treatment of infrapoplite-
gl arterial peclusive lesions. The study
inpluded zoo patients, and results
showed that eomplete wound closure
was higher in the DES group — 72.9%
v 55.b% with PTA. In addition, the
DESwas also the winner in health-re-
lated, quality-of-life seores, as well as
with a trend of more quality-adjusted
life years up to1 year after randomize-
tion. Katzanos et al ultimately conelued-
ed that “infrapopliteal SES accelerates
wound healing, end mey improve gqual-
ity of life compared to PTA

However, a8 2omb editorial com-
ment by Hawkins on the study of the
ACHILLES trial ook issue with the
findings of the trial analysis and re-
port. The main point of the follow-up
comment asserted that, “although
ACHILLES demonstrated benefits in
restencsis and patency with SES in
infrapopliteal erteries, it remains un-
clear whether those results translate
into meaningful clinical benefits for
the patients.” As such, the comment
suggests further research is neces-
sary to ensure CLI patients receive
a treatment that best contributes to
their quality of life.

Among physicians and surgeons
who treat CLI patients, elinical trials
continue to be key for researchers,
with meny closely guarding their op-
timism for a better tomorrow because
of an inadequate today. These same
authors and medical professionals

continuedon page13
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look forward to new and emerging <
freatment options that address the
cansas of disease better than current
standards of care, which can only
sarve to benefit both patients and
physicians alike
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ISET 2017: Critical Limb Ischemia — An Epidemic Challenge

Interventionalists explore treatments and technologies to enhance current therapies.

By Brenda Silva

ported the status of critical imb ischemia

(CLI), a econdition that contimmes to chal-
lenge interventionalists and healtheare profession-
als alike. He reforenced topics for discussion in-
chiding bicdegradability and drug elution, and CLI
topics such as raizsing ewareness, reatment options,
improving quality, and reducing amputation ratas.

The Town Hall diseussion started with Dr. Mi-
chaal Jaff, 0.0, who focused on understanding the
CLI epidemic and its implications. He pointed out
the prognosis for CLI patients: one year after diag-
nosis, 25% hed died and 30% were alive, but had &
major amputation.

“CLI patients have a high risk of limb loss and
morbidity/mortality, and there neads to be an ur-
gont sense of revasculariz ation.”

Dr. Barry Katzen, M.D. then aiplained CLI pro-
grams, and focusad on their measuraes of suecass or
benafit. “Building a CLI program means data that
validates its nead. Currently, we nead a definition
of CLI wea can use that works for averyone in the
healtheare system.”

Following nextwas Dr. Alik Farber, M.IL, who also
addressed challenges in CLI diagnosis and tresat-
maent. He agread diagnosis of CLI remains a chal-
lenge due to a difference in nomenclature and defi-
nitions, and suggested “WIFI® (wound, ischemis,
foot infection) from the Society of Vascular Surgery
could help that challenga.

Dr. Sean Lyden, M.I. offered data onunderstanding
CLI costs from a Cleveland Clinic axperience. They

E 8 [SET 2017 began, Dr. Barry Katzen, M.D. re-

included costs to hospitals and reimbursements, as
well as cost differencas batween inpationt and outpa-
tient procaduras. He sugpested physicians work with
supply chains, and be flexible about swritching or re-
ducing supplies when data supportsit.

Looking at limb salvage, Dr. Thomas Zaller, M.I.
interpreted CLI data, and highlighted the impor-
tanes of pateney in limb salvage. “Patency is very
important to limb pressrvation, and we need mors
devices that provide afficient limb preservation.”

Up naxt, Dr. Richard Neville, M.D. gave a dafini-
tion of a8 multi-diseiplinary limb salvage program.
He reported there are o million diabetic patients
worldwide, and asserted a multi-disciplinary pro-
gram would increase ewsreness and success of limb
presarvation. streamline cars, and offer a forum for
CLI eduecation.

Following him. Dr. Jihad Mustapha, M.D. dis-
cussed the relaticnship betwesn amputation and
mortality, explaining their association.

"Amputation is associated with an inereasad mor-
tality risk,which increases mors when patients have
co-morbidities, and they should be treated aggres-
sively with therapy.”

Looking at availabla technologies for CLI, Dr.
William Gray, M.D. addressed the benefits and
pdvantages for certain patients. “Its unknown
whether long-term patency is needed for ulear
healing. In CLI patients and clinical outeomeas,
they have not been tightly linked, and there re-
mains 8 paucity of randomized, multi-centar
data available.”

ISET 2017 baganwith a Town Hall discusslon of
important toplcs In IR, and induded e casas from
the Miaml Cardlac and Vascular Insttuts (MO,

After a short break, live cases ware presaned with the
panel acsepting quastions as the cases wers presoritesd.

The sscond session focused on bioabsorbable de-
vices, andwhat benefits they can offer for the future
of interventions.

Dr. Juan Granada, M.D., discussed choosing
drugs and delivery method based on available data,
noting, "Sustainability over time isvery important
in drug delivery methods, and as the industry con-
tinues to evolve, further investigations are neadad
and will be imraluable

Addressing bicabsorbable scaffolds for pariphoral
applications, D Michael Daks, WMIL reported encour-
aging data from the ESPIRITT trial including three-year
rasultsthat demonstrated its safoty and feasibility:

Wrapping up the session, Dr. Juan Granada, M.D.,
forused on bicabsorbable devices for coronary in-
tarventions. He assartad, “With bioresorbabla scaf-
folds (BRS), even though it feels like a stent, it also
hasto be as safoas g traditional stent.
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Latest Research Looks to Enhance Treatment Options
for CLI Patients

Recent Technology and New Products Offer Potential for Improved Prognoses

By Brenda Siva

mong the latest data and de-
A!.‘E]upnmnts for treating crit-

ical limb izchemia (CLI) are
options with clinical results worthy
of consideration as potential ther-
apies for advanced peripheral arte-
rial dizease [PAD) patients. Hecent
data analyses from studies and elin-
ical trials, as well a3 new stent pro-
codures and products, evidenced re-
sults that zuggest more optimistic
patient outcomes.

RECOMMENDATIONS AND
RESEARCH HIGHLIGHT
BENEFITS FOR PATIENTS

The latest guidelines for treating
PAD include recommendations on the
use of antiplatelet therapy to reduce
the risk of blood clots as well s the
use of statin drugs to lower choles-
terol. The recommendsations also in-
clude sdvising patients to participate
in an exercise program as part of their
mediecal therepy. These new guide-
lines, publizhed in Circulotior and in
the Journal gf the American College of
Cardiology, ere intended to replace
guidelines last updated in 201,

In sddition, the new guidolines of-
fered recommondstions for when
vascular procedures such &3 angio-
plasty and stent placement should
be considerad for patients who have
less severe PAD, but who continue to
heve limitations in walking despite
tregiment with medication and ex-
ercise. However, in a separate study,
researchers found that restoration of
leg bipod flow is better than exercise
for PAD pationts, and maey stop the
progression of scarring in their leg
muzscles. For the stody, resesrchers
looked at the levels of trensforming
growth factor-bota and the amount of
collagen in calf muscle biopsies from
pationts with PAD severe enough to be
considered for surpery.

After 6 months, researchors com-
pared changes inbiopsy results, which
showed that scarring factors increased
in the exercise and control groups, but
not in the petients who underwent re-
vascularization. Additional findings

showed that while patients in both the
revascularization and exercise groups
increasad theirwalking on a treadmill,
only the revaseularization group im-
proved the distance they could walk
for a set period of time.

Alzo focused on blood flow resto-
ration, the A kesys PRAVA scaffold sys-
tem from Akesys Medical is designed
for the treatment of blocksge in the
superficial fomoral artery (SFA). The
product, which recently had its first
clinical trial and successful implant,
restores blood flow to the leg and then
is resorbed into the body, leaving no
permanent implant behind.

Along with monitoring the blood
flow and exercise rogimen of PAD
patients, one compeny is advancing
treatment of PAD by way of measuring
meygen. Profusa has received & f1.75
million grant from the National Tnsti-
tutes of Health {NIH), which will allow
for the support of fast-tracked phasze
[ and I studies of the company’s Lo-
mee tissuo-integrated biosensors for
continuous oxyZfen monitoring, The
reaults of the studies are intended to
improve the clinicel outcomes of pe-
tionta suffering with PAD.

PROCEDURE SAFETY AND
EFFICACY DETAILED IN
CLINICAL TRIAL DATA

Inan attempt to reduee the risk
of stroke, 8 new surveillance project
will evaluate the safety end efficacy of
irensearotid artery revascularization
(TCAR) in a comparison with carotid
endarterectomy (CEA). Leunched by
the Society for Vascular Surgery Pa-
tient Safety Organization (SVS-PSO),
the project is designed to obtein eddi-
tional deta about real-world outcomes
of TCAR va CEA, as performed by
centers participating in the Vascular
Quality Initiative (VQI).

Another stody recently introduced
was the ECLIPSE cliniesl trial, which
will compare the Dismondback 360
Coronary Orbitel Atherectomy Sys-
tem (Cardioveascular Systems, Ine
|CS1]) egrinst conventional angioples-
ty — including specialty balloons, for

vessel preparation prior o drug-elut-
ing stent (DES) implantation.. The
randomized trial will include up to
2000 subjects in ap to 6o sites in the
United Statez. The trial is expected to
begin recruiting in the spring of 27

One study that hes already complet
ed its enrollment is the LIBERTY 3607,
which will eveluste seute and long-
term clinical and economic ouleomes
of endovascular dovice interventions,
incheding CSIs-orbital atheroetomy svs-
temn, in treating PAD, The study enrolled
OV er 1200 pationts at 53 sites across the
United States, with pationts followed for
5 yoars and a risk score developed as &
clinical predictor of outcomes to pro-
vide guidance for interventions.

Shockweve Medical esnnounced
positive clinical results from the DIS-
RUPT PAD study, 8 multicenter study
that evoluated the safety and perfor-
mance of lithoplasty to treat PAD. Re-
sults from g5 patients with caleified
vascular stenosis of the superficial
femoral and popliteal arteries enrolled
gt & sites demonstrated that lithoplas-
ty technology provides a safe and suc
cessful treatment option.

Alzo announcing positive results of
itz Tack Optimized Balloon Angioplas-
ty - Below-the-Knee 12-month clinical
stutdy was Intact Vaseular. The study
indicated that of 35 subjects enrolled
at G sites in Europe and New Zealand,
87.1% had freedom from major ampu-
ation. All the subjects suffered from
CLIin one or both legs, and 32 patients
were tregied with the 4 Fr Tack Endo-
vascular System following standard
balloon angioplasty in the tbial and
percneal arteries. Patients in the study
demonstrated an improvement after
the procedurs, and results suggest an
increasing number of patients contin-
ug Lo improve as more thme passas.

PRODUCT-SPECIFIC
CLINICAL STUDIES OFFER
GLOBAL IMPORTANCE

Alopg with clipical studies that
sook to validate the safety and effica-
oy of an emerging vascular procedure
bazed on pationt outeomes; the samae

iz ofton true with new products intro-
dueced to the medical industry that ate
alzo seeking tovalidate their usage in
patients with PAD and-CLIL Ong such
product is the Stellarex drug-coated
balloon (DHCE), an engioplasty balloon
that was the subject of the ILLUME-
MATE multicenter, single-arm study
degigned to assess its clinical perfor-
mance in the superficial femoral and
popliteal arteries. Twelve-month in-
terim data showed that the first 153
of 371 patients enrolled demonstrated
a primary patency rate of B4.7% at 12
maonths.

In the HEROES-DCE olinical trial,
the Lutonix {Bard Peripheral Vascular)
and IMN.PACT {(Medtronic) DCE tech-
nologies will be evaluated for their effl-
cacy with respect Lo patient oulcomes.
The multicenter, randomized trial will
enroll a7 patients, and is intended to
determine if there is any difference
in patient outcomes between the two
similar Food and Drug Administration
(FDA}approved DCBs to treat PAD,

Also from Medtronic, new data from
twostudiesimvolving thecompany's [N-
JPACT Admiral DCR found that it main-
tgins duwrable, consistent, and safe
puteomes in trisls imwolving chronic
total oeclusion when studying gender
and disbetes subgroups. Deta includ-
ed 1-year results from the chronic to-
tal peclusion imaging echort from the
IM.PACT Global Study, and the a-vear
pender and disbetic subgroup analyses
from the IN.PACT SFA trial.

On a larger scale, enrollment hes
been completed on the BIOFLOW-Y
clinical trigl, with 1334 patients en-
rolled at g1 sites in the United States,
Cengda, Europe, Israel, and the
Asia-Pacific region in Iess than 1 year.
Thestudy is designed to determine the
safety and efficacy of BIOTRONIK'S
Orziro hybrid DES system. Patients
with coronary artery dizesse were as-
signed to receive either the Orsiro or
another currently availabie DES, with
the primary goal as target-lesion fail-
uro at12 months post index procedurs.

Ccorttimued o page 13
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PRODUCT LAUNCHES LOOK
TO ADVANCE CLI TREATMENT
New product introductions are often
viewod s either an immediate asset
for the medical industry, or as an im-
mediate lability until its proven indis-
pensable by the industry. One compa-
ny looking to prove the import of its
products is Asahi Intece, whose new

peripheral guidowires fosture diam-
eters of oo14” and o.08”, along with
precizion breiding ACT ONE dual-coil
technology, which improves torgus
tranamizsion and durability. The wires
als0 offer tapered micro-tips to better
eross complex lesions, and hydrophilie
coating inthe spring coil with uncoatad
distal tips for better tactile foedback.
Looking to expand treatment op-
tions for patients with end-stage CLI,

LimFlow hes received the CE mark
for its LimFlow System, designed for
venous arterialization of the lower
limbs in end-stage patients at risk of
limb amputation for CLL. The system
iz for patients who have exhausted
gll current revesculerization op-
tions, and it is intended to bypass
dizeased arteries and divert blood
flow into the tibial vein to success-
fully vascularize the ischemic foot,

thus promoting chronic wound heal-
ing and avoid major amputation.

For as muech research that is complet-
ed in & lab, and a3 many new products
that are born of necessity, therewill nev-
ar bo a substitute for clinical trialswith
real petients to evidence the results.
It's this method that allows physicians
and surgeons to see firsthand the kind
of treatment that can become a lifo and
limb saver for patients with CLL
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Endograft Treatments: Current Therapies and Future Improvements
Patient and device selection remain key issues for enhanced patient outcomes.

By Brenda Silva

[ AT

ISET 2017 continuead on Tuasday
with a panal discusslon on patlant
selection and endograft options.

pening the sassion on endog-
raft therapy, Dr. Frank Arko,
MLIL began with the current
state-of the-art in fenestrated endo-
grafts, and where it’s headed “When
considering endograft therapy, chim-
neys are more ralavant for urgent cas-
as, and feVAR is batter for alective pro-
eoduras, but results ere good for both.”
Speaking on patient and devicasalae-
tion with snorkelswas Dr. John Angle,
M.D. He raferencad the PROTAGORAS
Ragistry, and said choice of BESvarsus
SES remains the operators decision
Mext, Dr. Robert Bersin, M.D. ad-
dressed options for venting and snor-
keling. “Venting visceral vessals can
be performed in short necks reliably
with the Ovation endograft *
Dr. Jason Lee, M.D., referenced the
PERICLES ragistry, and detailad initial

data on patients, along with follow-up
data, which showed excellent rasults
when compared to the usa of fonas
trated endografts

Mext, Dr. Michal Makaroun, M.IL
gpoke aboul managing complex AAA
(type 3 or 4), and noted, “Treatment
choime depends on physiologic risk
and life expectancy, but fonestrated
and chimneys offer some advantages.”

Ending the session, Dr. Frank Cris
do, M.IL, assertad no repair and open
surgical repair should be eonsidered
in complex AAA snatomiss. “Patient
evaluation is no longer about age, it's
all about anatomy.”

Following Dr. Criado, the Charles J.
Tegimever, M.D. Anraal Lecturs was
presantad by Dr. Gary Ansal M.IL, with
liva casas prasantod after from the Miami
Cardiae and Vasoular Instinate (MCVI)L

Tha second session focrusad on dis-
gartion menagement. Dr. Michasl
Dake, M.D. offered data on indice-
tions for endovascular therapy in
type B dissections, and said, “Increas-
ingly, data is focusing on physiologi-
cal features, which allow for better
treatments and outcomes.”

Dr. John Angle, M.I. detailed tech-
niques of endovascular therapy with
chronie type B dissections. The data

showead considerations for using
TEVAER, and suggested an octopus
approach may be seen in the future.

Mext, Dr. Goetz Richter, M.D re-
ported on sscondary interventions
following endografts for dissection.
*Challenges exist, and discussions
with patients are essential about why
wenead touse complex procedures”

Dr. Dakereturned to address tech-
nology for dissection treatment,
with an emphasis on branched en-
dografts. “We're poised to enter the
naxt frontier with purposs-filled en-
dograft solutions”

Addressing management of the falsa
lumen in chironic dissection, Dr. Fabrizio

The Charles J. Tegtmeyer, M.D.

Annual Lecture

Lecture questions the role of physicians
and the future of heathcare in the LS.

By Brenda Siva

Fanealli, M.D. pointad out TEVAR has
been increasingly usad in chronic type
B dissaction despite controversial re-
sults that have been reportad.

Exploring spinal drainags and re-
vascularization in preventing compli-
cations was Dr. Jon Matsumura, M.
who said, "We've beon able to reduce
complications and paraplegia, but we
nead mors RCT and risk pravention

Finishing the session, Dr. Thomeas
Forbes, M.I. spoke about iatrogonic
type A dissections with thoracie en-
dovasoular repair. He reported 1-3%
of TEVARSs are responsible RTADs,
and remain an important complica-
tion of TEVAR.

Charles I, Tegtmeyer, M.IL Annual Lecturewas presentad by Dr, Gary
Angal, M.D. who explorad the topic =“Svstem Health Care Managament:
Iz the Sun Bising or Sstting on Healtheare Delivery in the United Statas?”

Dr. Ansal began by asserting that there is a change oeourring from indepen-
demnt hospitals to systemnic healthears, and reportad the eurrent cost of medical
axpanses in 1.5, is 20% over the GDP, accounting for the biggest outlay in the fed-
aral budget. “Healthears in the L5 is undergoing an unprecedented change, as
hospitals sre consclidating to combat growing stratagic and economic factors”

He contimued, “There’s also a trend for physicians to be emploved, and in-
creasingly, physicians are playving arole asa medical assistant. Some things
wo fundamentally need to address include duplication of services. and we
nead to move toward outcome reinforeement.”

Ending the lectura, Dr. Ansel said, “No one can afford the current system,
and we have to lead the effort sthically so it stays focused. This crisis may
push us to optimal affordable care”



