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No.| Data ltem | Data Value

Questions 1-3 must be ‘no’ in order for the subject to be eligible for randomization.

Annotated Form for [ Subject Randomization (unblinded) ]

If the subject is not eligible for randomization, do not data enter this CRF. Notify the blinded study coordinator who will delete the

randomization visit and will move the subject directly to End Of Study.

Did the subject 0-No 1-Yes 2 - Unknown
fail pancreatic | Data Source: [ zCodeltem ]
manometry? [ Data Field: [ zitemNb ]
DB Name: [ | Label Field: [ zZitemNm ]
QO01] | Filter: [ zGrouplD=112 ]
Does the
SUszCI:CP:Z\:; 0-No 1-Yes 2 - Unknown
P divisum Data Source: [ zCodeltem ]
Data Field: [ zltemNb ]
(complete or s
partial)? Lfibel Field: [ zitemNm ]
DB Name: [ Filter: [ zGroupID=112 ]
Q02 ]
Was any
pathology 0-No 1-Yes 2 - Unknown
found at ERCP
Data Source: [ zCodeltem ]
(except .
. Data Field: [ zltemNb ]
sphincter )
. Label Field: [ zZitemNm ]
hypertension)? Filter [ 2G D=112
DB Name: [ ilter: [ zGroupD=112]
Q03]
Does the
subject have 0-No 1-Yes 2 - Unknown
pancreatic | Data Source: [ zCodeltem ]
sphincter | Data Field: [ zitemNb ]
hypertension? | Label Field: [ zitemNm ]
DB Name: [ | Filter: [ zGrouplD=112 ]
Q04 ]
General
Comments
DB Name: [
zNotes ]
250 char.




