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Minimally Invasive Surgery Plus rt-PA for ICH Evacuation Phase III  (MISTIE III) 
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Tel: SITE NUMBER

Minimally Invasive Surgery Plus rt-PA* for ICH Evacuation Phase III (MISTIE III)

A     phase     III,     randomized,     case-controlled, open-label, 500-subject clinical trial of minimally invasive surgery plus rt-PA in the treatment of intracerebral hemorrhage (ICH).

Experimental group: MIS plus rt-PA
management

[image: ]Subjects randomized to the minimally invasive  surgery (MIS) plus rt-PA management arm will undergo minimally
invasive  surgery	Surgical planning for MISTIE during which a catheter is placed directly into the intracerebral hemorrhage. This will be followed by up to nine doses of 1.0 mg of rt-PA (Alteplase) for intracerebral hemorrhage clot resolution.

Control/Comparator group: Medical management

Subjects randomized to medical management will receive the standard medical therapies for the treatment  of  intracerebral  hemorrhage,  which include ICU care only and no planned surgical intervention.





Primary Outcome Measures:


Efficacy: Demonstration that minimally invasive surgery  plus  recombinant  tissue  plasminogen activator for three days improves functional outcome, using the modified Rankin Scale (mRS), compared to medically  treated  subjects,  when  assessed  at  180 days.

Safety: Demonstration that use of minimally invasive surgery  plus  recombinant  tissue  plasminogen activator for three days is safe for the treatment of ICH relative to rates of mortality, rebleeding, and infection in the medically treated subject at 30 days.

Secondary Outcome Measure:

Efficacy: Demonstration that the end-of-treatment volume and percent of ICH reduction from MIS plus recombinant tissue plasminogen activator is related to improved functional outcome, as compared to medically-treated subjects.









Baseline	Post-Surgery	Post 3 doses	End of Treatment





Inclusion Criteria:

 Spontaneous   supratentorial   ICH   ≥   30   mL diagnosed using radiographic imaging (CT, CTA, etc.) & with a GCS ≤ 14 or a NIHSS ≥ 6.

 Six-hour clot size equal to the most previous clot size (within 5 mL) as determined by additional CT scans at least 6 hours apart using the ABC/2 method.

 Symptoms < 24 hours prior to diagnostic CT scan (an unknown time of onset is exclusion- ary).

 Intention to initiate surgery between 12 and 72 hours after diagnostic CT.

 SBP  <  180  mmHg  sustained  for  six  hours recorded closest to the time of randomization.

 Historical Rankin score of 0 or 1.

[bookmark: _GoBack] Age ≥ 18 .







*rt-PA=recombinant tissue plasminogen activator
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