WebDCU™ EPISOD

Annotated Form for [ Liver/Pancreas Test (Follow Up) ]

No.| Data ltem Data Value
Data collected? 0-No 1-ves
DB Name: [ Data Source: [ zCodeltem ]
a * ;| Data Field: [ zitemNb ]

zDataCollected

]

Label Field: [ zitemNm ]
Filter: [ zGrouplD=58 and zltemNb>=0 ]

Any value that is abnormal AND clinically significant must be reported as an adverse event on the Adverse Event CRF.

Liver Function Tests (LFT)

Date of blood

draw for
Liver/Pancreas
1 Function Test Complete Date
DB Name: [
QO1]
Total Bilirubin
2 DB Name: | mg/dL
Q02]
Is this value
abnormal and 0-No 1-Yes
clinically | Data Source: [ zCodeltem ]
3 significant? | Data Field: [ zitemNb ]
(Total Bilirubin) | Label Field: [ zitemNm ]
DB Name: [ | Filter: [ zGroupID=51 ]
Q03]
Direct Bilirubin
4 DB Name: [ mg/dL
Q04]
1 - < upper limit of normal 2-1-1.5xULN 3->1.5-2xULN 4->2-3xULN 5->3x
Direct Bilirubin | ULN
18 range | Data Source: [ zCodeltem ]
DB Name: [ | Data Field: [ zitemNb ]
Q18] | Label Field: [ zitemNm ]
Filter: [ zGroupID=386 ]
Is this value
ab“"rcrl‘i‘;‘]‘i'caaﬁ‘ld 0-No © 1-Yes
L y Data Source: [ zCodeltem ]
significant? .
5 . Data Field: [ zitemNb ]
(Direct -
g Label Field: [ zZitemNm ]
Bilirubin) Filter- [ 7G ID=51
DB Name: [ ilter: [ zGroupID=51 ]
Q05 ]
Alkaline
Phosphatase .
6 DB Name: [ units/L
Q06 |
Alkaline 1 - < upper limit of normal 2-1-15xULN 3->15-2xULN 4->2-3xULN 5->3x
Phosphatase ULN .
19 range Data Source: [ zCodeltem ]
- 1 | Data Field: [ zitemNb ]
DB Name: [ .
019] Label Field: [ zitemNm ]
Filter: [ zGrouplD=386 ]
Is this value
abnormal and 0-No 1-Yes
clinically [ Data Source: [ zCodeltem |
7 significant? | Data Field: [ zltemNb ]
(Alkaline | Label Field: [ zitemNm ]
Phosphatase) | Filter: [ zGrouplD=51 ]

DB Name: [




Q07 ]

Aspartate
transaminase
8 (AST/SGOT) units/L
DB Name: [
Q08 |
1 - < upper limit of normal 2-1-15xULN 3->15-2xULN 4->2-3xULN 5->3x
Aspartate ULN
20 transamrlgssg Data Source: [ zCodeltem ]
DB Name: [ Data Field: [ zitemNb ]
020 ] Label Field: [ zitemNm ]
Filter: [ zGrouplD=386 ]
Is this value
abnormal and 0-No 1-Yes
clinicall
significant})/ Data Source: [ zCodeltem ]
9 (Aspartaté Data Field: [ zitemNb ]
fransaminase) Label Field: [ zitemNm ]
DB Name: [ Filter: [ zGroupID=51 ]
Q09 ]
Alanine
transaminase
10 (ALT/SGPT) units/L
DB Name: [
Q10]
Alanine 1 - < upper limit of normal 2-1-1.5xULN 3->15-2xULN 4->2-3xULN 5->3x
; ULN
21 transamrlggsg Data Source: [ zCodeltem ]
DB Name: [ Data Field: [ zitemNb ]
Q21j Label Field: [ zitemNm ]
Filter: [ zGroupID=386 ]
Is this value
abnormal and 0-No 1 - Yes
clinicall
significant})/ Data Source: [ zCodeltem ]
11 (Alaniné Data Field: [ zltemNb ]
fransaminase) Label Field: [ zitemNm ]
DB Name: [ Filter: [ zGroupID=51 ]
Qi1]
Amylase & Lipase
Date of blood
draw for
Plasma
13 Amylase and Complete Date
Plasma Lipase
DB Name: [
Qi3]
Plasma
Amylase :
ts/L
14 DB Name: [ units
Q14]
1 - < upper limit of normal 2-1-15xULN 3->15-2xULN 4->2-3xULN 5->3x
Plasma | ULN
22 Amylase range | Data Source: [ zCodeltem ]
DB Name: [| Data Field: [ zitemNb ]
Q22] | Label Field: [ zitemNm ]

Filter: [ zGrouplD=386 ]




Is this value
abnormal and

0-No 1-Yes

linicall
_ cinicaly Data Source: [ zCodeltem ]
significant? .
15 (Plasma Data Field: [ zitemNb ]
Label Field: [ zitemNm ]
AMYIase) | i [ 2GrouplD=51
DB Name: [ ilter: [ zGroupID=51 ]
Q15]
Plasma Lipase
16 DB Name: [ units/L
Q16]
1 - < upper limit of normal 2-1-1.5xULN 3->15-2xULN 4->2-3xULN 5->3x
Plasma Lipase | ULN
23 range | Data Source: [ zCodeltem ]
DB Name: [ | Data Field: [ zitemNb ]
Q23] | Label Field: [ zitemNm ]
Filter: [ zGroupID=386 ]
Is this value
abnormal and 0 - No 1-Yes
. cl_mlcally Data Source: [ zCodeltem ]
significant? .
17 Data Field: [ zitemNb ]
(Plasma -
Li Label Field: [ zitemNm ]
Ipase) | Cijter: [ 2GroupiD=51
DB Name: [ ilter: [ zGroupID=51 ]
Q17]
General
c Comments
DB Name: [
ZNotes ]

250 char.




