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I. WHAT IS BEING STUDIED?  

 

RECOMBINANT FACTOR 7A IN THE  

TREATMENT OF ICH VS PLACEBO 

 

1. Study Objective   To determine if factor VIIA can reduce 
hematoma growth in ICH and thus Improve 
outcomes 

 

2. Study Design  Double blind placebo controlled                           
73 hospitals in 20 countries                             
399 patients from Aug 2002 to Mar 2004 
Authors wrote protocol, sponsor collected 
data 

3. Inclusion Criteria Age 18 or greater 

Documented ICH on CT scan within 3hrs of 
symptom onset (defined as headache) 

 

 

4. Exclusion Criteria GCS of 3-5 (deep coma)                                    
Pre-existing disability >2 on Rankin scale.  
Planned surgical evacuation within 24hrs   
Secondary ICH---aneurysm, A-V 
malformation, trauma, anticoagulant use,  

h/o coagulopathy, sepsis, crush injury, DIC, 
pregnant,  

h/o vaso-occlusive disease within 30 days (MI 



or ischemic CVA) then changed half way 
through study to include any h/o regardless of 
timeframe  

5. Interventions Compared Single dose I.V. factor VIIA at 40, 80, 
160ug/Kg versus placebo given within 1hr of 
CT result and with 4 hrs of symptom onset 

Medical management to conform to AHA 
guidelines 

6. Outcomes Evaluated  

 

Primary: percent increase  in volume of ICH 
at 24hrs  

Secondary: Clinical outcomes, based on GCS, 
NIHSS, Rankin, and Barthal scales  

Measured at enrollment, time drug given, 
1hr, 24hrs, day 2,3,15 (or less if d/c’d earlier) 
and 90 days 

Secondary: Safety: All serious adverse events 
reported including  specifically 
thromboembolic events 

  II.    Are the results of the study valid? 

  

 

1. Was the assignment of patients 
randomized?  

 

Yes, sequentially numbered identical 
containers 

2. Were all patients who entered the trial 
properly accounted for and attributed at its 
conclusions?  

No, 396 initial CT scans were done (out of 
399) 

384 CT scans at 24hrs were done 

Some scans not done at appropriate time 

3. Was follow-up complete?   Some were lost to follow-up (unclear exactly 
how many) For these patients, their last 
known clinical evaluation was carried forward 

4. Were patients, health workers and study 
personnel “blind” to treatment?   

 

Yes,  it was an “unknown” white powder 



5. Were study groups similar at the start of 
the trial?  

Yes, please see Table 1 and the top of table 2 

6. Aside from the experimental intervention, 
were the groups treated equally 

Supposedly yes, treatment was to adhere to 
the AHA guidelines with the only difference 
being Factor VIIA vs placebo 

III. What were the results?  

1. How large was the treatment effect? 
(difference between treatment and control 
group).  

Primary outcome: Placebo had a 29% 
increase in ICH size vs 11% for the 160ug/kg 
dose which was the only dose that met 
statistical significance 

Rankin Scale: 69% of placebo had 
unfavorable outcome vs.  55%,49%,and 54% 
in the treatment arms all of which were 
significant 

Please see table 2 and table 3 for details on 
all treatment effects.    

2. What was the estimated treatment effect 
at a 95% confidence interval?  

 

See above, authors used 98.3% confidence 
intervals 

IV. Will the results help me in caring for my 
patients?  (applicable ?)   

 

Doesn’t seem so. Not currently part of the 
AHA guidelines except for continued clinical 
trials 

Large number of people excluded from the 
study who are just the people at highest risk 
for ICH 

Can’t use if greater than 4hrs from symptom 
onset.  

 

1. Were all clinically important outcomes 
considered?  

 

No, how about events past 90 days? 

 

2. Are treatment outcomes worth the 
potential harms?  

 

It seems yes, the analysis showed a slightly 
increased risk of adverse thromboembolic 
events in return for better outcomes on the 
whole. 



 In addition, the rates of “significant” 
thromboembolic events, i.e. events that were 
fatal or non-recoverable from did not differ 
significantly 

 

 

 



 



 


