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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: [Analysis] 

 
Class Variable Label Description Format Text 

01. Principal age Age  Numeric 

01. Principal bmi BMI  Numeric 

01. Principal CIGHIST Cigarette History  "Current smoker"="Current smoker" 
"Never smoked"="Never smoked" 
"Quit/former smoker"="Quit/former smoker" 

01. Principal ctep_arm TAC/TAD Code  "TAC-1 (Erlotinib 50 mg PO Q am x 7 days 
[empty stomach])"="TAC-1 (Erlotinib 50 mg 
PO Q am x 7 days [empty stomach])" 
"TAC-1B (Non-Surgical Cohort B: Erlotinib 
50mg PO Qam x 7 days [empty 
Stomach])"="TAC-1B (Non-Surgical Cohort 
B: Erlotinib 50mg PO Qam x 7 days [empty 
Stomach])" 
"TAC-2A (Surgical Cohort A: Erlotinib 25mg 
PO Qam x 7 days [empty 
Stomach])"="TAC-2A (Surgical Cohort A: 
Erlotinib 25mg PO Qam x 7 days [empty 
Stomach])" 
"TAC-2B (Non-Surgical Cohort B: Erlotinib 
25mg PO Qam x 7 days [empty 
Stomach])"="TAC-2B (Non-Surgical Cohort 
B: Erlotinib 25mg PO Qam x 7 days [empty 
Stomach])" 
"TAC1 (Erlotinib 75 mg PO Q am x 7 days 
[empty stomach])"="TAC1 (Erlotinib 75 mg 
PO Q am x 7 days [empty stomach])" 

01. Principal dose_cohort Dose Cohort  Numeric 

01. Principal dose_level Dose Level  Numeric 

01. Principal ENDATRSN Off Study Reason  "Adverse event"="Adverse event" 
"Physician decision"="Physician decision" 
"Study complete"="Study complete" 

01. Principal ethnicity Ethnicity  "Hispanic or Latino"="Hispanic or Latino" 
"Not Hispanic or Latino"="Not Hispanic or 
Latino" 
"Not reported"="Not reported" 
"Unknown"="Unknown" 

01. Principal eval Evaluable For Primary 
Endpoint 

 Numeric 
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Class Variable Label Description Format Text 

01. Principal pctchangec_avg Percent Change In 
Average Ratio (PCT) 

 "-41.5"="-41.5" 
"-47.6"="-47.6" 
"-55.3"="-55.3" 
"-56.6"="-56.6" 
"-58.6"="-58.6" 
"-72.4"="-72.4" 
"-76.5"="-76.5" 
"-78.4"="-78.4" 
"-84.8"="-84.8" 
"-85.2"="-85.2" 
"-94.1"="-94.1" 
"-98.2"="-98.2" 
"106.1"="106.1" 
"1360"="1360" 
"223.2"="223.2" 
"54.4"="54.4" 
"6246"="6246" 
"76.8"="76.8" 

01. Principal pctchangec_med Percent Change In 
Median Ratio (PCT) 

 "-41.5"="-41.5" 
"-47.6"="-47.6" 
"-55.3"="-55.3" 
"-56.6"="-56.6" 
"-70.1"="-70.1" 
"-72.4"="-72.4" 
"-76.5"="-76.5" 
"-78.4"="-78.4" 
"-84.8"="-84.8" 
"-85.2"="-85.2" 
"-94.1"="-94.1" 
"-98.2"="-98.2" 
"106.1"="106.1" 
"1360"="1360" 
"223.2"="223.2" 
"54.4"="54.4" 
"6246"="6246" 
"76.8"="76.8" 

01. Principal pctchangec_min Smallest Percent 
Change In Ratio (PCT) 
From Pre-Intervention 
To Post-Intervention 

 "-53.9"="-53.9" 
"-55.5"="-55.5" 
"-56.6"="-56.6" 
"-66.6"="-66.6" 
"-72.4"="-72.4" 
"-76.5"="-76.5" 
"-80.7"="-80.7" 
"-83.1"="-83.1" 
"-84.8"="-84.8" 
"-85.2"="-85.2" 
"-94.1"="-94.1" 
"-99.6"="-99.6" 
"106.1"="106.1" 
"223.2"="223.2" 
"54.4"="54.4" 
"563.5"="563.5" 
"6246"="6246" 
"76.8"="76.8" 
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Class Variable Label Description Format Text 

01. Principal pctchangec_pre1
_post1 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 1 

 "-36.4"="-36.4" 
"-44.1"="-44.1" 
"-46.7"="-46.7" 
"-53.9"="-53.9" 
"-56.6"="-56.6" 
"-72.4"="-72.4" 
"-76.5"="-76.5" 
"-80.7"="-80.7" 
"-84.8"="-84.8" 
"-85.2"="-85.2" 
"-94.1"="-94.1" 
"-96.8"="-96.8" 
"106.1"="106.1" 
"223.2"="223.2" 
"54.4"="54.4" 
"563.5"="563.5" 
"6246"="6246" 
"76.8"="76.8" 

01. Principal pctchangec_pre1
_post2 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 2 

 "-66.6"="-66.6" 
"-76.1"="-76.1" 
"-77.7"="-77.7" 
"-99.5"="-99.5" 
"2156"="2156" 

01. Principal pctchangec_pre1
_post3 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 3 

 "-83.1"="-83.1" 

01. Principal pctchangec_pre2
_post1 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 1 

 "-19.9"="-19.9" 
"-55.5"="-55.5" 
"-96.9"="-96.9" 
"9.0"="9.0" 

01. Principal pctchangec_pre2
_post2 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 2 

 "-54.4"="-54.4" 
"-99.6"="-99.6" 

01. Principal pctchangec_pre2
_post3 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 3 

 "-65.4"="-65.4" 

01. Principal pctchangen_avg Percent Change In 
Average Ratio (PCT) 

 Numeric 

01. Principal pctchangen_med Percent Change In 
Median Ratio (PCT) 

 Numeric 

01. Principal pctchangen_min Smallest Percent 
Change In Ratio (PCT) 
From Pre-Intervention 
To Post-Intervention 

 Numeric 
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Class Variable Label Description Format Text 

01. Principal pctchangen_pre1
_post1 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 1 

 Numeric 

01. Principal pctchangen_pre1
_post2 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 2 

 Numeric 

01. Principal pctchangen_pre1
_post3 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 3 

 Numeric 

01. Principal pctchangen_pre2
_post1 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 1 

 Numeric 

01. Principal pctchangen_pre2
_post2 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 2 

 Numeric 

01. Principal pctchangen_pre2
_post3 

Percent Change In 
Ratio (PCT) From 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 3 

 Numeric 

01. Principal pctratio_post1 Post-Intervention Ratio 
(PCT): Sample 1 

 "0.005695"="0.005695" 
"0.012386"="0.012386" 
"0.013164"="0.013164" 
"0.020238"="0.020238" 
"0.029803"="0.029803" 
"0.087559"="0.087559" 
"0.149677"="0.149677" 
"0.232769"="0.232769" 
"0.239768"="0.239768" 
"0.278210"="0.278210" 
"0.391793"="0.391793" 
"0.574379"="0.574379" 
"0.579795"="0.579795" 
"0.596664"="0.596664" 
"0.805765"="0.805765" 
"1.088941"="1.088941" 
"1.116264"="1.116264" 
"1.319743"="1.319743" 
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Class Variable Label Description Format Text 

01. Principal pctratio_post2 Post-Intervention Ratio 
(PCT): Sample 2 

 "0.012106"="0.012106" 
"0.034193"="0.034193" 
"0.062570"="0.062570" 
"0.717048"="0.717048" 
"0.946089"="0.946089" 

01. Principal pctratio_post3 Post-Intervention Ratio 
(PCT): Sample 3 

 "0.047455"="0.047455" 

01. Principal pctratio_postavg Post-Intervention Ratio 
(PCT): Average 

 "0.005695"="0.005695" 
"0.012386"="0.012386" 
"0.013164"="0.013164" 
"0.016172"="0.016172" 
"0.029803"="0.029803" 
"0.086568"="0.086568" 
"0.087559"="0.087559" 
"0.136980"="0.136980" 
"0.232769"="0.232769" 
"0.391793"="0.391793" 
"0.574379"="0.574379" 
"0.596664"="0.596664" 
"0.612149"="0.612149" 
"0.648422"="0.648422" 
"0.805765"="0.805765" 
"1.088941"="1.088941" 
"1.116264"="1.116264" 
"1.319743"="1.319743" 

01. Principal pctratio_pre1 Pre-Intervention Ratio 
(PCT): Sample 1 

 "0.008528"="0.008528" 
"0.016856"="0.016856" 
"0.020795"="0.020795" 
"0.036215"="0.036215" 
"0.037351"="0.037351" 
"0.041928"="0.041928" 
"0.052797"="0.052797" 
"0.190081"="0.190081" 
"0.280652"="0.280652" 
"0.317172"="0.317172" 
"0.336958"="0.336958" 
"1.293991"="1.293991" 
"1.754354"="1.754354" 
"1.855966"="1.855966" 
"2.999648"="2.999648" 
"3.891410"="3.891410" 
"3.968986"="3.968986" 
"7.428315"="7.428315" 

01. Principal pctratio_pre2 Pre-Intervention Ratio 
(PCT): Sample 2 

 "0.137342"="0.137342" 
"0.745244"="0.745244" 
"2.507717"="2.507717" 
"7.743215"="7.743215" 
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Class Variable Label Description Format Text 

01. Principal pctratio_preavg Pre-Intervention Ratio 
(PCT): Average 

 "0.008528"="0.008528" 
"0.016856"="0.016856" 
"0.020795"="0.020795" 
"0.036215"="0.036215" 
"0.037351"="0.037351" 
"0.041928"="0.041928" 
"0.052797"="0.052797" 
"0.190081"="0.190081" 
"0.208997"="0.208997" 
"0.317172"="0.317172" 
"0.336958"="0.336958" 
"1.019617"="1.019617" 
"1.855966"="1.855966" 
"2.131036"="2.131036" 
"2.999648"="2.999648" 
"3.891410"="3.891410" 
"3.968986"="3.968986" 
"7.585765"="7.585765" 

01. Principal pospix_post1 Post-Intervention 
Positive Pixels: Sample 
1 

 "116137"="116137" 
"1166156"="1166156" 
"1296836"="1296836" 
"14463042"="14463042" 
"150443"="150443" 
"16195878"="16195878" 
"1691952"="1691952" 
"1726476"="1726476" 
"253718"="253718" 
"365891"="365891" 
"3704203"="3704203" 
"441414"="441414" 
"4807556"="4807556" 
"492728"="492728" 
"502154"="502154" 
"6283"="6283" 
"6290827"="6290827" 
"83720"="83720" 

01. Principal pospix_post2 Post-Intervention 
Positive Pixels: Sample 
2 

 "101395"="101395" 
"4254"="4254" 
"579784"="579784" 
"612254"="612254" 
"617268"="617268" 

01. Principal pospix_post3 Post-Intervention 
Positive Pixels: Sample 
3 

 "379403"="379403" 
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Class Variable Label Description Format Text 

01. Principal pospix_pre1 Pre-Intervention 
Positive Pixels: Sample 
1 

 "10247"="10247" 
"103365"="103365" 
"120871"="120871" 
"13953"="13953" 
"1399998"="1399998" 
"153039"="153039" 
"208488"="208488" 
"21240"="21240" 
"2195279"="2195279" 
"22318"="22318" 
"29031"="29031" 
"320636"="320636" 
"4085980"="4085980" 
"520766"="520766" 
"620745"="620745" 
"703761"="703761" 
"96323"="96323" 
"9757"="9757" 

01. Principal pospix_pre2 Pre-Intervention 
Positive Pixels: Sample 
2 

 "116015"="116015" 
"1207809"="1207809" 
"1383858"="1383858" 
"463574"="463574" 

01. Principal race Race  "Asian"="Asian" 
"Black or African American"="Black or 
African American" 
"Not Reported"="Not Reported" 
"White"="White" 

01. Principal reg_dt Registration Date  SAS Date 

01. Principal response_avg Response For Average  Numeric 

01. Principal response_best Best Response  Numeric 

01. Principal response_med Response For Median  Numeric 

01. Principal response_pre1_p
ost1 

Response For 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 1 

 Numeric 

01. Principal response_pre1_p
ost2 

Response For 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 2 

 Numeric 

01. Principal response_pre1_p
ost3 

Response For 
Pre-Intervention 
Sample 1 To 
Post-Intervention 
Sample 3 

 Numeric 

01. Principal response_pre2_p
ost1 

Response For 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 1 

 Numeric 

01. Principal response_pre2_p
ost2 

Response For 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 2 

 Numeric 
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Class Variable Label Description Format Text 

01. Principal response_pre2_p
ost3 

Response For 
Pre-Intervention 
Sample 2 To 
Post-Intervention 
Sample 3 

 Numeric 

01. Principal sex Sex  "Female"="Female" 
"Male"="Male" 

01. Principal SITE Site  "Case Western Reserve University"="Case 
Western Reserve University" 
"Cleveland Clinic Foundation"="Cleveland 
Clinic Foundation" 
"Massachusetts General Hospital Cancer 
Center"="Massachusetts General Hospital 
Cancer Center" 
"Mayo Clinic in Florida"="Mayo Clinic in 
Florida" 
"Mount Sinai Hospital"="Mount Sinai 
Hospital" 

01. Principal SITENUMBER Site Number  "FL080"="FL080" 
"MA034"="MA034" 
"NY021"="NY021" 
"OH027"="OH027" 
"OH029"="OH029" 

01. Principal surgical_cohort Surgical Cohort  Numeric 

01. Principal totpix_post1 Post-Intervention Total 
Pixels: Sample 1 

 "1054332454"="1054332454" 
"109000000"="109000000" 
"1295664434"="1295664434" 
"130819140"="130819140" 
"14439596"="14439596" 
"1544913177"="1544913177" 
"1653257062"="1653257062" 
"1932363860"="1932363860" 
"2010000000"="2010000000" 
"2641826351"="2641826351" 
"2779493941"="2779493941" 
"31046070"="31046070" 
"331000000"="331000000" 
"40536094"="40536094" 
"4054180996"="4054180996" 
"41744353"="41744353" 
"779114873"="779114873" 
"837000000"="837000000" 

01. Principal totpix_post2 Post-Intervention Total 
Pixels: Sample 2 

 "14140606"="14140606" 
"1695632916"="1695632916" 
"35138931"="35138931" 
"64714216"="64714216" 
"986517406"="986517406" 

01. Principal totpix_post3 Post-Intervention Total 
Pixels: Sample 3 

 "799498391"="799498391" 
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Class Variable Label Description Format Text 

01. Principal totpix_pre1 Pre-Intervention Total 
Pixels: Sample 1 

 "105000000"="105000000" 
"10689122"="10689122" 
"120153642"="120153642" 
"132400200"="132400200" 
"228937246"="228937246" 
"26941822"="26941822" 
"29552852"="29552852" 
"29684196"="29684196" 
"32589623"="32589623" 
"33445921"="33445921" 
"34321161"="34321161" 
"35273445"="35273445" 
"54386866"="54386866" 
"56866628"="56866628" 
"61873628"="61873628" 
"67096901"="67096901" 
"69240150"="69240150" 
"80512552"="80512552" 

01. Principal totpix_pre2 Pre-Intervention Total 
Pixels: Sample 2 

 "15598288"="15598288" 
"55183970"="55183970" 
"62204354"="62204354" 
"84471878"="84471878" 
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