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Beyond Thrombolytic Therapy:
A New Tool for Stroke Treatment

The FDA’s recent approval of the Merci Retriever represents a step forward in

stroke treatment, but unanswered questions remain.

By Nathan Hall, Associate Editor
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over the past decade,
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find themselves Fruscrated by their
in::||'-5|i1_'.' to treat wschemiie stroke
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tective treatments such as chrombaoly
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patient alike with noching o do bur
anxiously wair, hoping that the reat-
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now, 105 been a hope for many stroke
CEPETES B make use of 3 device cthar
could remove a clo quickly—a
mechanical method thar conld avoid
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priscd many expers, the FDA ap.
proved the tirst of such mechanical
rl.'l'llli:l".:ll l;i{"'.':ili.'l.'."i.. ||'I'i.' .hl."ll.'r('i: |{I.'|fi|."'-'|:']'
from Concentric Medical, Inc. This
carme alrer Ty O ber devices, such as
the angioger and  the ulirasound
catherer, have pracrically disappear
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stroke specialists remain concerned
about using the device in a clinical set-
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data supporting its efficacy in improv
mng the final clinmcal outcome of
patients, as well as the .".:|[IL'|:.' andl
:lp|'l|]-;.':1|'|i|iij.' of the device. And while
there have been some effusive anec-
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remiains unclear whether the deviee is
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The Turn of the Corkscrew
1A

Retriever o

The has given the Merci

techmcal mdicanon for
removing clots from stroke patients
based on an uncontrolled study with
techmical leasabihioy as a primary end-
point. Specifically, the study involved
approximarely 125 patients ar 25
major medhcal centers throughour che
United Stares. Inclusion oriteria were
a duranon of symproms of three o
erghe hours or <3h inon-
A

paticnts (Le., post surgi-

contraindicared
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a large vessel occlusion
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studv, the primary our-
come was based upon
rate of successtul recanal-
ization compared with
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ed i the PROACT tral
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kinase in acure stroke.

[1's in||1nrl.|n1 i
note  that the device,
which resemhlos a

corkscrew at the end of a
catherer, did noo hi;{nil]-
cantly  improve clinical
outcome,  although sie-
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ment was wdentihied i chose panents
whao were successfully recanalized. Tn-
werestingly, the approval does not limi
the treatment e a speahic nme win-
dow, and therelore the device could
potentially be used far bevond the
cight hours window evaluared in the
climcal trial.

The main theoretical advantage
of the Meror Retriever 1s 1ts use for
large-vessel sorokes, according o
interventional  neurelogist Wade
Smuch, MDY, PhLY, [hrecror of Stroke
Service  at the
Meurology  ar
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a high mortality rare, trequently have
['!ll_'ll'lr LA CRITI S .|[1[| - L||..|.L'|:| I.L'Hiﬁl-;lnl
to thrombaolytc therapy due o che
size of the clot,

Oine of the major ]Jm-.'l:ni:ﬂ USCS
of the Retriever, D Smith says, is that
ity be used o reat patienes who
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the time window or have other dis-
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story of one patient ineligible for
thrombolyiics who was successtully
rrearcd with the Retriever in only
seven minutes after it was first insert-

ed through the patient’s groin, " We've
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Wewve had some fast ones and weve
had some slow ones. The hope s thar,
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nigues, this will translace into berrer
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Although there hasn't been a
definitive study showing that the
Retriever vields beteer resules than
[i'|1'|;:||'|:'||_'|-|,]|:;'l_'i-:_':-:._ o, Smuch believes n
prnl},a]'.u]_v still offers some benehic.
probably does improve the ourcome
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it versus those who didn't those who
chied clearly have a berrer ourcome,”™ he
savs. He also notes that the researchers
often  administered  thrombolyrics
when applicable during the Retriever
cases if the clot moved further down
the vessel or in case anocher clor was
]'.I'I'l'."':l."['ll-

Wohile CONITOVETSY Coi ITIES OVET
the climcal efficacy of this trearment,
luture studics may help clarity the
question. The NIH i funding a ran-
domized tral. called the MR RS-
CUE Trial, comparing, the Rerriever
with current medical cherapy. The
[l]..'l_] LIsCs r"r1 ]';:.I l;liE.E.l.l"ii‘l:ll'l :il'H.j F}L'l"l-'ll.:'h-i.ﬂ'lll.
wetghted mmaging inan atempr 1o
derermine whether neuroimaging can
hl;_"l.'l_':l i[‘ll.,"l'l[;ll.":_r' F'I'i“il.'l'll.h '|-"¢"E||.|' Arc st
likely 1o respond o retriever therapy,
This study is planned to enroll 120
patients randomized o the Rerriever
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or conventional medical :]u'!'.lp}'. In
. Smuth

future studics might look ar combin-

addition, believes thar
ing the Rerriever with various types ol
thrembolvtics o determine the optl-

I'I1.I| treatment II'II_'lt'Il.I‘Li.

Bumps in the Rollout

nterest 1w the Berriever is like
Interest in the Retriever is il

v 1o be
very high. Hlowever, D Sch savs
the company is planning a gradual
roll-out of the Rewiever, Ac brst, i
will likely only be sold to the invesu-
pational sites. Over tme, he helieves it
will allow inrerventonal neuroradiol-
ogists to “hang our their shingle”™ and
advertise thar ther 1:|:'i]i1}' ollers this
T, .'EJ:IJ:Il'I.I'\'ﬂ.'I.l (NSRRI N :.1"'..{ 1.'|':||-|-:i|-.|1.-|;."
their treatment options, “Now  that
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people to improve their programs,” he
says, noting thar although other
thrombaolyvric intervennonal methods
{except A are used off-label l]‘n.‘j-.'
cannot be used in advertsing, Such
might not be the case warh this deviee,

However, he notes there will be
two big bumps in the road, First, he
h.;]_'.':‘h..._ [l']':_']":_' Are U'lll:-." | h'['l'la'l.” ]ll!rnhf.'] li:ll-
sites in the United States capable of
using this therapy in an acure stroke
patient. Second, there are only a few
|"||_]r'||;,‘|'|'l:_'l:,| ]l'll;l,,"r"r'('ll‘lil:l'il:ll. TR LI fﬂ.L{j‘l]l -
ogists potentially available woouse this
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Iven though o may he a while
hetore the Retriever is commonly wsed
Ly CIMCTECICY NS, D, Smath v
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current clinical uses. It financially and
medically successtul, the Retnever
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on the shelf soon,” he says, “le will
usher in a new era, and hu[rvl-uH_',' lead
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Still Some Reservations
Although Do Smith and the other
investigators express excirement about

the Rerriever -;.:n'niltg FloA :i|‘.||:||'m'.'LJ.
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many experts in the stroke trearment
community are concerned abour the
potentizl overuse of the device, "A
number of my colleagues have voiced
strong concern about the possible
mappropriate use of this device, par-
vcularly since the precise indications
for irs etfective use have not been
completely  delined,”  savs  David
Tong, MDD, PhID, Associate Professor
of Meurology, Stanford  University
Medical

properly evaluared and used, rhere 15

Center. “MNevertheless, af
I.:L'l'l;,'ljl'll:\' 1L'|Tl;_';,'|[ I,'lﬂ:l1{"||.|i.||. I.:I:ll' ||'|5."'\- ||'|L'|'i.:|
'|_'.ll;,"|.||iL' ||E?E:l'|1:li.||. |'|.'l.

One major concern, D Tong
says, 15 the lack of a hpq'fiﬁ{' EIETE WLIY-
dow for use in the FDDA approval.
Because the time window for treat-
Ment iﬁl'lm'[ I,,ll,_"'f'll'll._'l:,l.. |_E'|'i."; I.'ll:lllll.l I'.'.'l.".l. [gn
the device being used in situarions
r'l].'l.l:l-:r' |'|‘|..||.J['f"\- :1|.H.'I' i|T'L“‘.'-L'|'!‘;iE3I{" ri.";:'-l]-:.'
injury has occurred. “Certainly, new-
I'Irltﬁlﬂiﬁl_.'i ',,'I"Il'll':l. .|:||.':i :‘Chﬂllld |':|Ii:|_'|-" a |‘|i'|-"'
otal role in defining the best use of

this new rechnology,” Dir, Tong says.

Open Doors for Headway

[ despite these I'|'|i:x1|-_’|1‘.'ilt__ﬂ.'-:, the Merc
Retriever soll offers an L':-.n.'ilift;_‘; oW
era Tor stroke therapy, Whar's more, it
also apens up the possibalicy for a slew
[}E- TS I_‘IL"'r'iI,_'i._':'l i'l['ll:l LECal s 'l-'la'i||"|
TRy '||.'|I.'{'.|L|.|]|:i:1[|]."| |..|[. 11'..'[]‘.:'”-\. lI-"r'].l.iL'l'l
could improve our crearment of
stroke, It may even lead 1o a revival as
some ol the older mechanical throm-
bolytic devices ger re-evaluated and
restudied ro determine if they can be
useful for physicians and profitable
for the manufacturers.

HL'I_]I'Hl.HgthH r1].‘l].' WAL Lo 1““L ar
taking part in these wials, if only o
have the oprion for patients who
missed the (PA window or otherwise
are incligible for the drug. If the ex-
perimental devices can ofler pacents

hope for treating acute stroke parients

when the conventional methods, thev
may be worth considering in a diffi-

cult case. PN
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