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 STUDY INCLUSION / EXCLUSION FORM 
 

PATIENT ID#:   ____  ____  ____  Center:  ______________________________________ 

PATIENT INITIALS:   ____  ____  ____  Form completed by: ___________________________ 

  Date assessment completed: ___ ___/ ___ ___/ ___ ___  
 

 

INCLUSION CRITERIA (All responses must be YES (or NA for males - Q8) to be ELIGIBLE 
Yes No NA  

1� 2�  1.   Does the patient have a beta thalassemia intermedia syndrome with hemoglobin levels  less than or 
equal to 10 grams/dl? 

1� 2�  2.   Has the patient been splenectomized or does he/she have no palpable spleen? 

1� 2�  3.   Does the patient have normal renal and hepatic function? 
 

1� 2�  4.   Is the patient at least 3 years old? 

1� 2�  5.  Has the patient agreed to have appropriate vascular access placed or does the patient already have 
a port device or indwelling catheter? 

1� 2�  6.  Does the patient have a Southwest Oncology Group performance status of 0-3 as described on 
page 2? 

1� 2�  7.  Has the patient been informed of the investigational nature of the study and sign an informed 
consent written in accordance with institutional and federal guidelines? 

 
 

EXCLUSION CRITERIA  (All responses must be NO to be ELIGIBLE) 

1� 2�  8.  Does the patient have evidence of active hepatitis or other viral disease? 

1� 2�  9.  Does the patient have severe iron load, or a ferritin > 5000 ng/ml? 

1� 2� 3� 10. If the patient is female, is she pregnant?  Pregnant women may not participate since the effects of 
the study drug on the fetus are not known. 

1� 2� 
 11. Has the patient received red blood cell transfusions for 3 months prior to beginning the study? 

 
 
  
The responses to 1-7 must be YES and the responses to 8-11 must be NO (or NA for 10 if subject is male)  before the subject 
may be entered into the study. 
 
 
 
 
Investigator’s Signature: __________________________________________________Date: ___ ___/ ___ ___/ ___ ___ ___ ___ 
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Southwest Oncology Group 
 

GRADE SCALE 
0 Fully active; able to carry on all predisease activities 

without restriction (Karnosfsky 90-100) 
1 Restricted in physically strenuous activity but 

ambulatory and able to carry out work of a light or 
sedentary nature.  Eg., light-housework or office work. 
(Karnosfsky 70-80) 

2 Ambulatory and capable of self-care but unable to 
carry out any work activites. (Karnosfsky 50-60) 

3 Capable of only limited self-care; confined to bed or 
more than 50% of waking hours (Karnosfsky 30-40) 

4 Completely disabled.  Cannot perform any self-care.  
Totally confined to bed or chair.  (Karnosfsky 10-20) 

5 Dead 
 


