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Open-Lsbel Trisl to Evaluate the Efficacy and Safety of the Use of
Argatraban in Patients With Heparin-Tnduced Thrombocytapenia
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The gurposs of Lhe study & to avakate efficacy and safety of argatroban ot
the patients with hepar n-induced thrombocytepenia I}/ HIT and
thrambosis syndrome (HITTS), This multi-center trial covers mainly the
pationts with cardiovassular disoases. Subjects ere chided in the trisl
when they are clinicatly diaanosed of HIT/HITTS, hitial dosa of argatroban
i 0.7pe/ke/min, which Is shout one-third of the approved doss in the US.
The reason of the lawer inilial dose is that the apiroved dose of arasiroban
in Japan Gor the treatment of ischemic stroke) is sbout 0.7pa/ke/min and
safaty of hisher dosas of the drus are not confirmed A sub-study of
phar inetics is si 1o revaal the relati
among the dose, aPTT, and blood drug cencentration.
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Inclucion Criteria

1.Thosa with the dissnasis of HIT or HITTS mada by tha foliowing disnostic
criteria, ar those wha hava pasitive results of HIT antibady

idissnostic criteria of HIT a fall in plateot count to kess than 100,000/l
or aB0X dacraasa in platelots after the nitixtion of heparin therapy with no
apparent explaation other than HIT

2Miacnastic eriteris of HITTS

thoes who med the diznosic criteria of HIT

ii} prasence of sn arterial or yanous thrambosis documented by appropriate
imaging techniqus &Rrasound, angiomraphy oto.) or supported by cinical
evidenee such as a myocerdial infarction, stroke, pulmanary embolism, or
other clinkal indications of vascular Gy of pulse, cold,
cyanolic exiromitios. s1c.)

3dpatiants with histary ot HIT/HITTS with positive lest results $HIT aniibody|
or platelet function test) cauld be enrolled withaut present
thrombacytopsnia

2.Patients willing and abls ta give informed consant

ﬂﬁii!:
IERRAE(H0) ERCLYIERAG SIS TRUL B AND B4
2) A REB S LA O~ LR\ R, BT, W, A(LE. H
HBEAZICLY, PAHIDDICLD HBRREHAEEL SXONL 84
3) ﬁﬁmlneﬁmliﬁ(a?ﬂ)h\ﬁiﬂitttﬂif“‘uJ;XTL EORERT

EDREHA
1:?.:|:Hsﬂhf§#l§(mﬁﬁ\ L2 TN

'E‘ZSS‘PEDREWJ@&!#

L2k A
101&%30 B EAPHC D ERRD & lﬁ S B
MEBoHTLARES REENHI A4
12RAFI U REDH B
INKEHICEICS I S
Exclusion Criteria
1.any conditinn which in the nvesticator's opnion, cantrandicated the use
of argatraban or endangered the patlant # he or sha participated in this teial

2.cinically sienificant or uncontralied sndocrine, renal, pulmonery,

gastrointestinal or psyohialrio disorder of sufficient savamy lhat the

investigator deemd h b 1herapy with arga

contraindicated

3 unaxplained uP'I'DZDﬂK Df cnniml at haselma
r or

blasding diathesis

anrelated to HIT

S.unbyr puncture within the past 7 days

G.knowa clinical site of blasdine. Patients with aknown site of clinical
blaeding could be enroliad i the nvestigater deemed the risk of continusd
thrombosis sutweiched the potential blzeding risk

2.sarious liver disfunction

| 8.fomales of knaw or suspacted preenancy

10.perticipation i other clinical drue trials within the past 30 days
11.history of hypersensitivity to arestroban

4 12.concomitent use of ¢imetidne
13 previous participation i this trial
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