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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal Accession Participant Assignment Participant Assignment numeric 

01. Principal Form Form Form. CDE: 3008882 
1.0 Released 

"Randomization"="Randomization" 

01. Principal Institution Institution Institution. CDE: 
2551737 1.0 Released 

"Brigham and Women's Hospital"="Brigham 
and Women's Hospital" 
"M. D. Anderson Cancer Center"="M. D. 
Anderson Cancer Center" 
"University of Michigan Comprehensive 
Cancer Center"="University of Michigan 
Comprehensive Cancer Center" 
"University of Utah Health System - 
Huntsman Cancer Institute"="University of 
Utah Health System - Huntsman Cancer 
Institute" 

01. Principal MRNO Participant ID (MRNO) Participant ID (MRNO). 
CDE: 2003301 
4.0 Released 

numeric 

01. Principal Reg_Date Registration Date Registration Date. CDE: 
2171 
4.0 Released 

sasdate 

01. Principal Trial Trial Trial. CDE: 977 
3.0 Released 
 

"MDA2013-01-02"="MDA2013-01-02" 
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Section 2: Randomization 

 
Class Variable Label Description Format Text 

01. Principal _3453_10017_Ly
nch_Syndrome_
Mutat 

Lynch Syndrome 
Mutation 

Lynch Syndrome 
Mutation. CDE: 4115914 
1.0 Released 

" "="" 
"Negative"="Negative" 
"Positive"="Positive" 

01. Principal _3453_10018_If_
Negative_specify
_ 

If Negative, specify 
type of testing 

If Negative, specify type 
of testing. CDE: 
4115951 
1.0 Released 

" "="" 
"Both"="Both" 

01. Principal _3454_10019_Ra
ndomization_No 

Randomization Number Randomization Number. 
CDE: 2182701 
1.0 Released 

char, 14 
" "="" 

01. Principal _3454_10020_Not
_Applicable 

Not Applicable Not Applicable. CDE: 
2182879 
1.0 Released 

"False"="False" 
"True"="True" 

01. Principal _3454_10021_TA
C1_Naproxen_44
0mg_ 

TAC1 (Naproxen 
440mg/220mg/Placebo 
PO QD * 1806 days (+ 
14 days)) 

TAC1 (Naproxen 
440mg/220mg/Placebo 
PO QD * 1806 days (+ 
14 days)). CDE: 1967 
4.0 Released 

" "="" 
"Yes"="Yes" 

01. Principal _3454_10022_Do
es_the_participa
nt 

Does the participant 
meet all screening 
criteria? 

Does the participant 
meet all screening 
criteria? CDE: 2182587 
1.0 Released 

"No"="No" 
"Yes"="Yes" 

01. Principal _3454_10023_Dat
e_Participant_Ra
n 

Date Participant 
Randomized 

Date Participant 
Randomized. CDE: 
2182072 
1.0 Released 

sasdate 
.="" 

01. Principal _3454_10024_Scr
een_1_Date 

Screen 1 Date Screen 1 Date. CDE: 
2184691 
1.0 Released 

sasdate 

01. Principal _3454_9944_Visit
_Date 

Visit Date Visit Date. CDE: 
2182871 
1.0 Released 

sasdate 

01. Principal VAR10 If Negative, specify 
type of testing 

If Negative, specify type 
of testing. CDE: 
4115951 
1.0 Released 

" "="" 
"Both"="Both" 

01. Principal VAR14 TAC1 (Naproxen 
440mg/220mg/Placebo 
PO QD * 1806 days (+ 
14 days)) 

TAC1 (Naproxen 
440mg/220mg/Placebo 
PO QD * 1806 days (+ 
14 days)). CDE: 1967 
4.0 Released 

" "="" 
"Yes"="Yes" 

01. Principal VAR16 Does the participant 
meet all screening 
criteria? 

Does the participant 
meet all screening 
criteria? CDE: 2182587 
1.0 Released 

"No"="No" 
"Yes"="Yes" 

01. Principal VAR8 Lynch Syndrome 
Mutation 

Lynch Syndrome 
Mutation. CDE: 4115914 
1.0 Released 

" "="" 
"Negative"="Negative" 
"Positive"="Positive" 
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