ELLDOPA Study Adverse Event and Concomitant Medication Database

version 20080617

Adverse Events

SAS Variable Variable
Name Label Type Length |Range/Codelist/Description
DATASRC Data source Char 4 0002
PDDOCID PD-DOC ID Char o
row Row Number Num 8
f60g0la WHO AE Text (coded with |Char 33 |verbatim as capiured on CRF has been replaced by
WHO 1999 Dictionary) the WHOART text of the coded term
startyr Year of Start Date Num 8
derived aestartdays Days from BL to AE Start Num 8
Date
stopyr Year of Stop Date Num 8
derived duratdays Duration of AE in days Num 8 Calculated by stop date - start date + 1
60904 4 Ongoing Num 8 1=ongoing
60005 5 Type Num 8 I=intermittent
2=continuous
60906 6 Maximum Intensity Num g [L=mid
2=moderate
3=severe
60907 7 Serious Num g [L=No
2=Yes
60008 8 Relationship to study drug [Num g  [L=unlikely
2=possibly
3=probably
f60q09 9 Action Taken Num g |l=none

2=dose change
3=study drug discontinued
4=study drug discontinued and reintroduced




60010 10 Outcome Num 3 T=recovered
2=not yet recovered

3=sequelae
4=fatal
5=unknown

60011 11 AE Status at Final Visit [Num g8  |1=to be followed
2=no follow up needed

Concomitant Medications

SAS Variable Variable
Name Label Type Length |Range/Codelist/Description
DATASRC Data source Char 4 0002
PDDOCID PD-DOC ID Char o
32002 2 Indication Char 50
32003 3 Dosage Char 20
32004 4 Frequency Char 20
startyr Year of Start Date Num 8
derived cmedstartdays |Days from BL to Med Start |Num 8
Date
32006 6 Continous Num 8 |Ll=continues
stopyr Year of Stop Date Num 8
derived duratdays Duration of treatment in days|Num 8
Calculated by stop date - start date + 1
32008 8 Reason Num 8 Was reason for therapy an adverse event?
1=Yes
2=No
f32g0l1a WHO drug name (coded Char 45
with WHO 1999 Dictionary) Verbatim as captured on CRF has been replaced by

the WHO Drug Dictionary name of the coded term

f32stf Staff Code Num 8




