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Background: 

According to ICH-GCP chapter 8.3.21, a list of all patients enrolled in the study must be available. The list 
must contain information that enables complete identification of each participating patient, usually via social 
security number. The list must not be disclosed to unauthorized persons and must be kept by the examiner 
in charge in a safe place.Instruktioner: 

Centre Enter assigned center number or name/city 
 

Full name Enter the patient's full name 
 

Subject identification Ange personnummer (10 siffror) eller motsvarande vid utländskt 
medborgarskap. 

Date when randomised Enter social security number (10 digits) or equivalent. 
 

Subject Number/ 
Randomisation Number 

Enter randomization number 

Randomisation Arm Enter Arm Intervention or Arm Control 
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