
 

TN20 IMMUNE EFFECTS OF ORAL INSULIN TRIAL 
TREATMENT PHASE PARTICPANT CONTACT FORM 

Form IE06 
10SEP15 

Version 1.0 
Page 1 of 1 

 
Site Number:    ___ ___ ___ ___ Participant            

ID: ___ ___ ___ ___ ___ ___ Participant 
Letters:   ___  ___  ___ 

 
 
A.  VISIT INFORMATION 

 

1. Contact Date:* __ __ / __ __ __ / __ __ __ __ 
        DAY       MONTH            YEAR 

 

2.  Method of contact (check one)* 
 1 Phone Call  2 Text Message       3 Email  4 Letter  5 In person 

 6 
Other 
 

If Other, Specify: ___________________________________________ 
 

3. Information gathered from: (check one)* 
 1 Parent (Mother, Father)  2 Guardian       3 Participant 

 
B.  MEDICAL HISTORY 

  

1.  Have there been any changes in health since the last scheduled visit?* Y      N 
           If YES, refer to CTCAE criteria for grading definitions 

  If Grade 1 adverse event, record on source document.  
  If Grade 2 or greater, complete Adverse Event Report Form as well as source document. 

 

2.  Have there been any changes in concomitant medication since the last scheduled visit?* 
  If YES, complete a Concomitant Medication Form  

Y      N 

 
C.  COMPLIANCE (The Study Coordinator should assess the participant’s study drug compliance and   
      record on Source Document) 

 

1.   For subjects on daily treatment, how many doses has the participant missed since the last study 
visit?                                                    __ __ 

 

2.   Is the participant currently taking study drug? *  Y      N 
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