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Section 1: Identifiers

Class Variable Label Description Format Text

01. Principal SUBJECT Participant ID Char
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Section 2: Study-wide

Class Variable Label Description Format Text
01. Principal FOLDERINSTAN | Dataset Folder Name "Enrollment Forms"="Enrollment Forms"
CENAME

01. Principal MAXUPDATED Last Updated SAS Datetime

01. Principal MINCREATED Created Time SAS Datetime

01. Principal PROJECT Protocol "MAY2013-02-01"="MAY2013-02-01"

01. Principal RAVEID Rave ID Numeric

01. Principal SITENUMBER Site Number "FLO80"="FL080"
"MNO026"="MN026"
"PA093"="PA093"
"PRO08"="PR008"
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Section 3: Treatment Assignment

Class Variable Label Description Format Text

01. Principal EVENT_DESC Event Description "Pre-Registration"="Pre-Registration"
"Registration/Randomization”="Registration/
Randomization"

"registration - (0..1)"="registration - (0..1)"

01. Principal EVENT_TIME Event Time SAS Time
01. Principal FORM_OID Form OID "PID3285336_V1_0"="PID3285336_V1_0"
01. Principal PAGEREPEATNU | Page Repeat Number Numeric
MBER
01. Principal PROT_TX_ARM_ | Treatment Arm "A"="Dose Escalation"
ASS_TXT "B"="INO-8000"

"C"="INO-8000 + INO-9012 (0.3 mg)"
"D"="INO-8000 + INO-9012 (1 mg)"
"E"="INO-8000 + INO-9012 (3 mg)"

01. Principal RECORDPOSITIO | Record Position Numeric
N
01. Principal REG_STEP_NUM | Registration Step "0"="0"
npnnp
01. Principal SITE Site "Mayo Clinic in Florida"="Mayo Clinic in
Florida"

"Mayo Clinic"="Mayo Clinic"

"Temple University Hospital"="Temple
University Hospital"

"University of Puerto Rico"="University of

Puerto Rico"
01. Principal TARGETDAYS Target Days From Numeric
Baseline
01. Principal TRT_ARM_ASGN | Date Of SAS Date
_DATE Intervention/Treatment
Assignment
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