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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal ptid Participant ID  Char 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

5 

 
 

Section 2: Study-wide 

 
Class Variable Label Description Format Text 

01. Principal build_dt Build Date  SAS Date 

01. Principal unblind_agent_d
ose 

Agent Dose - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="400" 
2="600" 
3="800" 

01. Principal unblind_agent_fr
eq 

Agent Frequency - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="BID" 
2="QD" 
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Section 3: Demographics 

 
Class Variable Label Description Format Text 

01. Principal preenrl_age Age - [Pre-Enrollment]  Numeric 

01. Principal preenrl_country Country Code - 
[Pre-Enrollment] 

 .M="Missing" 
1="USA" 

01. Principal preenrl_ethnicity Ethnicity - 
[Pre-Enrollment] 

 1="Hispanic or Latino" 
2="Not Hispanic or Latino" 
3="Not Reported" 
99="Unknown" 

01. Principal preenrl_gender Gender - 
[Pre-Enrollment] 

 0="Male" 
1="Female" 
3="Unspecified" 
99="Unknown" 

01. Principal preenrl_race Race - [Pre-Enrollment]  1="American Indian or Alaska Native" 
2="Asian" 
3="Black or African American" 
4="Native Hawaiian or Other Pacific 
Islander" 
5="Not Reported" 
6="White" 
99="Unknown" 
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Section 4: Pre-Enrollment 

 
Class Variable Label Description Format Text 

01. Principal preenrl_comment
s 

Comments - 
[Pre-Enrollment] 

 Char 
" "="Missing" 

01. Principal preenrl_eligible Does This Participant 
Meet All Screening 
Criteria? - 
[Pre-Enrollment] 

 0="No" 
1="Yes" 

01. Principal preenrl_inst Registering Institution - 
[Pre-Enrollment] 

 1="DC005 MedStart Georgetown University 
Hospital" 
2="PR008 University of Puerto Rico" 

01. Principal preenrl_oth Other (Specify) - 
[Pre-Enrollment] 

 Char 
" "="Missing" 

01. Principal preenrl_paym Method Of Payment - 
[Pre-Enrollment] 

 1="Private Insurance" 
2="Medicaid" 
3="Medicaid and Medicare" 
4="Military Sponsored (including CHAMPUS 
& TriCare)" 
5="Veterans Sponsored" 
6="No Means of Payment (No Insurance)" 
7="Medicare" 
8="Medicare and Private Insurance" 
9="Self-Pay (No Insurance)" 
10="Managed Care/Medicare" 
11="State Supplemental Health Insurance" 
12="Military or Veterans Sponsored, NOS" 
13="Other" 
99="Unknown" 

01. Principal preenrl_screen1_
dt 

Screen 1 Date - 
[Pre-Enrollment] 

 SAS Date 

01. Principal preenrl_sfail Specify Primary 
Reason For Screen 
Failure - 
[Pre-Enrollment] 

 .M="Missing" 
1="Investigator decision" 
2="Participant decision" 
3="Did not meet eligibility criteria" 
4="Other, specify" 

01. Principal preenrl_sid Screening Identification 
Number (SID) - 
[Pre-Enrollment] 

 Char 
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Section 5: Enrollment 

 
Class Variable Label Description Format Text 

01. Principal enr_ag_start_dt Date Agent Started - 
[Enrollment] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal enr_comments Comments - 
[Enrollment] 

 Char 
" "="Missing" 

01. Principal enr_rand_dt Randomization Date - 
[Enrollment] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal enr_reg_dt Registration Date - 
[Enrollment] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal enr_screen1_dt Screen 1 Date - 
[Enrollment] 

 SAS Date 
.F="No Record For This Visit" 
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Section 6: Informed Consent Form 

 
Class Variable Label Description Format Text 

01. Principal icf_biobank Does The Participant 
Agree That Their 
Samples And Related 
Information May Be 
Kept In A Biobank For 
Use In Future Health 
Research? - [Informed 
Consent Form] 

 0="No" 
1="Yes" 

01. Principal icf_comments Comments - [Informed 
Consent Form] 

 Char 
" "="Missing" 

01. Principal icf_contact Does The Participant 
Agree That Their Study 
Doctor, Or Their 
Representative, May 
Contact Them Or Their 
Physician To See If 
They Wish To 
Participate In Other 
Research In The 
Future? - [Informed 
Consent Form] 

 0="No" 
1="Yes" 

01. Principal icf_dt Date Of Consent - 
[Informed Consent 
Form] 

 SAS Date 

01. Principal icf_form_dt Consent Form Version 
Date - [Informed 
Consent Form] 

 SAS Date 

01. Principal icf_form_number Consent Form Version 
Number - [Informed 
Consent Form] 

 1="4.1" 
2="4.6" 
3="4.8" 

01. Principal icf_lbx Did The Participant 
Have A Liver Biopsy In 
The Past Year, And 
Was The Tissue Stored 
At The Hospital? - 
[Informed Consent 
Form] 

 .M="Missing" 
0="No" 
1="Yes" 

01. Principal icf_lbx_no Did The Participant 
Have A Liver Biopsy In 
The Past Year, And 
Was The Tissue Stored 
At The Hospital? - NO: 
Does The Participant 
Agree To Undergo An 
Additional, Optional 
Liver Biopsy At The 
Screen 2 Visit? - 
[Informed Consent 
Form] 

 .M="Missing" 
0="No" 
1="Yes" 
96="N/A" 
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Class Variable Label Description Format Text 

01. Principal icf_lbx_yes Did The Participant 
Have A Liver Biopsy In 
The Past Year, And 
Was The Tissue Stored 
At The Hospital? - YES: 
Does The Participant 
Agree That The Liver 
Biopsy Tissue Stored 
At The Hospital Can Be 
Used For This Study? - 
[Informed Consent 
Form] 

 .M="Missing" 
0="No" 
1="Yes" 
96="N/A" 

01. Principal icf_pk Does The Participant 
Agree To Participate In 
The Pharmacokinetics 
Study? - [Informed 
Consent Form] 

 0="No" 
1="Yes" 
96="N/A" 

01. Principal icf_rslts Does The Participant 
Provide Permission To 
Their Study Doctor, Or 
Their Representatives, 
To Contact Them Once 
The Entire Study Has 
Been Completed For 
The Purposes Of 
Sending Study Results 
When They Become 
Available? - [Informed 
Consent Form] 

 .M="Missing" 
0="No" 
1="Yes" 

01. Principal icf_tobac Does The Participant 
Agree That The 
Information From Their 
Tobacco And Alcohol 
Use Questionnaires 
May Be Used In Future 
Health Research? - 
[Informed Consent 
Form] 

 0="No" 
1="Yes" 
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Section 7: Eligibility 

 
Class Variable Label Description Format Text 

01. Principal elig_comments Comments - [Eligibility]  Char 
" "="Missing" 

01. Principal elig_dt Visit Date - [Eligibility]  SAS Date 
.F="No Record For This Visit" 

01. Principal elig_eligibility Is The Participant 
Eligible For Inclusion 
On This Protocol? - 
[Eligibility] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 
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Section 8: Concomitant Medications 

 
Class Variable Label Description Format Text 

01. Principal conmed_comme
nts1-28 

Comments - Medication 
# - [Concomitant 
Medications] 

 Char 
" "="Missing" 

01. Principal conmed_continui
ng1-28 

Continuing - Medication 
# - [Concomitant 
Medications] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
99="Unknown" 

01. Principal conmed_dose1-2
8 

Dose - Medication # - 
[Concomitant 
Medications] 

 Char 
" "="Missing" 

01. Principal conmed_freq1-28 Frequency - Medication 
# - Frequency - 
[Concomitant 
Medications] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
1="BID" 
2="HS" 
3="OTH" 
4="PRN" 
5="Q2h" 
6="Q4h" 
7="Q6h" 
8="Q8h" 
9="QAM" 
10="QD" 
11="QID" 
12="QPM" 
13="TID" 
99="UNK" 

01. Principal conmed_freq_oth
1-28 

Frequency - Other 
(Specify) - Medication # 
- Frequency - Other 
(Specify) - 
[Concomitant 
Medications] 

 Char 
" "="Missing" 

01. Principal conmed_name1-
28 

Name - Medication # - 
[Concomitant 
Medications] 

 Char 
" "="Missing" 

01. Principal conmed_num Total Number Of 
Medications - 
[Concomitant 
Medications] 

 Numeric 
.F="No Record For This Visit" 

01. Principal conmed_repdt1-2
8 

Report Date - 
Medication # - 
[Concomitant 
Medications] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal conmed_start_dt
1-28 

Start Date - Medication 
# - [Concomitant 
Medications] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
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Class Variable Label Description Format Text 

01. Principal conmed_stop_dt
1-28 

Stop Date - Medication 
# - [Concomitant 
Medications] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal conmed_unit1-28 Units - Medication # - 
[Concomitant 
Medications] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
1="%" 
2="app" 
3="Bq" 
4="Cap" 
5="Ci" 
6="Cplt" 
7="DF" 
8="G" 
9="GBq" 
10="gtt" 
11="iu" 
12="iu/kg" 
13="J/cm2" 
14="KBq" 
15="kg" 
16="kiu" 
17="l" 
18="MBq" 
19="mCi" 
20="mEq" 
21="mg" 
22="mg/kg" 
23="mg/m2" 
24="Miu" 
25="ML" 
26="mL" 
27="mmol" 
28="mol" 
29="nCi" 
30="ng" 
31="Oth" 
32="PG" 
33="Puff" 
34="Sachet" 
35="Tab" 
36="tbs" 
37="tsp" 
38="uCi" 
39="ug" 
40="ug/kg" 
41="ug/m2" 
42="UL" 
 
[continued...] 
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Class Variable Label Description Format Text 

01. Principal [...continued] 
 
conmed_unit1-28 

  [...continued] 
 
43="UMOL" 
44="Units" 
99="Unk" 

01. Principal conmed_unit_oth
1-28 

Units - Other (Specify) - 
Medication # - 
[Concomitant 
Medications] 

 Char 
" "="Missing" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

15 

 
 

Section 9: Off Study 

 
Class Variable Label Description Format Text 

01. Principal off_agent_dt1-2 Agent End Date - # - 
[Off Study] 

 SAS Date 
.M="Missing" 
.N="N/A" 

01. Principal off_agent_oth1-2 Reason Off Agent - 
Other (Specify) - # - 
[Off Study] 

 Char 
" "="Missing" 

01. Principal off_agent_reason
1-2 

Reason Off Agent - # - 
[Off Study] 

 .M="Missing" 
.N="N/A" 
1="Adverse Event" 
2="Death" 
3="Disease Progression" 
4="Lost to follow-up" 
5="Other, specify" 
6="Participant Withdrawal" 
7="Participant Refused Follow-Up" 
8="Physician Decision" 
9="Protocol Defined Follow-up Completed" 
10="Protocol Violation" 
11="Study Complete" 
12="Ineligible" 

01. Principal off_comments1-2 Comments - # - [Off 
Study] 

 Char 
" "="Missing" 

01. Principal off_dt1-2 Off Study Date - # - [Off 
Study] 

 SAS Date 
.N="N/A" 

01. Principal off_last_dt1-2 Date Of Last Contact - 
# - [Off Study] 

 SAS Date 
.M="Missing" 
.N="N/A" 

01. Principal off_num Total Number Of 
Observations - [Off 
Study] 

 Numeric 

01. Principal off_os_oth1-2 Reason Off Study - 
Other (Specify) - # - 
[Off Study] 

 Char 
" "="Missing" 

01. Principal off_os_reason1-2 Reason Off Study - # - 
[Off Study] 

 .M="Missing" 
.N="N/A" 
1="Adverse Event" 
2="Death" 
3="Disease Progression" 
4="Lost to follow-up" 
5="Other, specify" 
6="Participant Withdrawal" 
7="Participant Refused Follow-Up" 
8="Physician Decision" 
9="Protocol Defined Follow-up Completed" 
10="Protocol Violation" 
11="Study Complete" 
12="Ineligible" 
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Section 10: Medical/Surgical History  

 
Class Variable Label Description Format Text 

01. Principal medhx_abn1-2 Were Any 
Systems/Sites 
Abnormal? - 
[Medical/Surgical 
History] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal medhx_breast1-2 Breasts Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_card1-2 Cardiovascular 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_comment
s1-2 

Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_derm1-2 Dermatologic 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_dt1-2 Visit Date - # - 
[Medical/Surgical 
History] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal medhx_endo1-2 Endocrine/Metabolic 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_gastr1-2 Gastrointestinal 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_genito1-2 Genitourinary 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_heent1-2 H/E/E/N/T Comments - 
# - [Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_hem1-2 Hematopoietic/Lymph 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_musc1-2 Musculoskeletal 
Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_neck1-2 Neck Comments - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

17 

Class Variable Label Description Format Text 

01. Principal medhx_neuro1-2 Neurologic Comments - 
# - [Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_num Total Number Of 
Observations - 
[Medical/Surgical 
History] 

 Numeric 
.F="No Record For This Visit" 

01. Principal medhx_resp1-2 Respiratory Comments 
- # - [Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_spec1-2 Specify Other Body 
System/Site - # - 
[Medical/Surgical 
History] 

 Char 
" "="Missing" 

01. Principal medhx_spec_co
m1-2 

Other Body 
System/Site Comments 
- # - [Medical/Surgical 
History] 

 Char 
" "="Missing" 
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Section 11: Physical Exam 

 
Class Variable Label Description Format Text 

01. Principal pe_abd_ex Abdomen Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_abd_scr1 Abdomen Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_abd_v1-4 Abdomen Comments - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_abnormal_ex Were Any 
Systems/Sites 
Abnormal? - Extra Visit 
- [Physical Exam] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal pe_abnormal_scr
1 

Were Any 
Systems/Sites 
Abnormal? - Screen 1 - 
[Physical Exam] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal pe_abnormal_v1-
4 

Were Any 
Systems/Sites 
Abnormal? - Visit # - 
[Physical Exam] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal pe_app_ex Appearance Comments 
- Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_app_scr1 Appearance Comments 
- Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_app_v1-4 Appearance Comments 
- Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_comments_ex Comments - Extra Visit 
- [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_comments_sc
r1 

Comments - Screen 1 - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_comments_v1
-4 

Comments - Visit # - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_dt_ex Visit Date - Extra Visit - 
[Physical Exam] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal pe_dt_scr1 Visit Date - Screen 1 - 
[Physical Exam] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal pe_dt_v1-4 Visit Date - Visit # - 
[Physical Exam] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

19 

Class Variable Label Description Format Text 

01. Principal pe_genit_ex Genitalia Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_genit_scr1 Genitalia Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_genit_v1-4 Genitalia Comments - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_heart_ex Heart Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_heart_scr1 Heart Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_heart_v1-4 Heart Comments - Visit 
# - [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_heent_ex H/E/E/N/T Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_heent_scr1 H/E/E/N/T Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_heent_v1-4 H/E/E/N/T Comments - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_musc_ex Musculoskeletal 
Comments - Extra Visit 
- [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_musc_scr1 Musculoskeletal 
Comments - Screen 1 - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_musc_v1-4 Musculoskeletal 
Comments - Visit # - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_neurol_ex Neurological 
Comments - Extra Visit 
- [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_neurol_scr1 Neurological 
Comments - Screen 1 - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_neurol_v1-4 Neurological 
Comments - Visit # - 
[Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_oth_comment
s_ex 

Other Body 
System/Site Comments 
- Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_oth_comment
s_scr1 

Other Body 
System/Site Comments 
- Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal pe_oth_comment
s_v1-4 

Other Body 
System/Site Comments 
- Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_oth_ex Other Body 
System/Site Name - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_oth_scr1 Other Body 
System/Site Name - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_oth_v1-4 Other Body 
System/Site Name - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_pelvis_ex Pelvis Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_pelvis_scr1 Pelvis Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_pelvis_v1-4 Pelvis Comments - Visit 
# - [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_rectal_ex Rectal Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_rectal_scr1 Rectal Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_rectal_v1-4 Rectal Comments - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_skin_ex Skin Comments - Extra 
Visit - [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_skin_scr1 Skin Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_skin_v1-4 Skin Comments - Visit 
# - [Physical Exam] 

 Char 
" "="Missing" 

01. Principal pe_vasc_ex Vascular Comments - 
Extra Visit - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_vasc_scr1 Vascular Comments - 
Screen 1 - [Physical 
Exam] 

 Char 
" "="Missing" 

01. Principal pe_vasc_v1-4 Vascular Comments - 
Visit # - [Physical 
Exam] 

 Char 
" "="Missing" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

21 

 
 

Section 12: Vitals 

 
Class Variable Label Description Format Text 

01. Principal vitals_bmi_scr1 Body Mass Index (BMI) 
- Screen 1 - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_bmi_v1-4 Body Mass Index (BMI) 
- Visit # - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_bpdia_scr1 Blood Pressure 
Diastolic - Screen 1 - 
[Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_bpdia_v1-4 Blood Pressure 
Diastolic - Visit # - 
[Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_bpsys_scr
1 

Blood Pressure Systolic 
- Screen 1 - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_bpsys_v1-
4 

Blood Pressure Systolic 
- Visit # - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_comments
_scr1 

Comments - Screen 1 - 
[Vitals] 

 Char 
" "="Missing" 

01. Principal vitals_comments
_v1-4 

Comments - Visit # - 
[Vitals] 

 Char 
" "="Missing" 

01. Principal vitals_dt_scr1 Visit Date - Screen 1 - 
[Vitals] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal vitals_dt_v1-4 Visit Date - Visit # - 
[Vitals] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_height_scr
1 

Height (cm) - Screen 1 
- [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_height_v1-
4 

Height (cm) - Visit # - 
[Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_ps_scr1 Performance Status - 
Screen 1 - [Vitals] 

 .F="No Record For This Visit" 
.N="N/A" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 
2="Ambulatory, and capable of self care. 
Unable to work. Out of bed for greater than 
50% of waking hours" 
3="Limited self care, or confined to bed or 
chair 50% of waking hours. Needs special 
assistance" 
4="Completely disabled, and no self care" 
5="Dead" 
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Class Variable Label Description Format Text 

01. Principal vitals_ps_v1-4 Performance Status - 
Visit # - [Vitals] 

 .F="No Record For This Visit" 
.N="N/A" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 
2="Ambulatory, and capable of self care. 
Unable to work. Out of bed for greater than 
50% of waking hours" 
3="Limited self care, or confined to bed or 
chair 50% of waking hours. Needs special 
assistance" 
4="Completely disabled, and no self care" 
5="Dead" 

01. Principal vitals_pulse_scr1 Pulse - Screen 1 - 
[Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_pulse_v1-4 Pulse - Visit # - [Vitals]  Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_temp_scr1 Temperature (C) - 
Screen 1 - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_temp_v1-4 Temperature (C) - Visit 
# - [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_weight_scr
1 

Weight (kg) - Screen 1 
- [Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal vitals_weight_v1-
4 

Weight (kg) - Visit # - 
[Vitals] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
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Section 13: AFP/-L3 

 
Class Variable Label Description Format Text 

01. Principal afp_comments_e
x 

Comments - Extra Visit 
- [AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_comments_s
cr1 

Comments - Screen 1 - 
[AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_comments_v
1-4 

Comments - Visit # - 
[AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_cs_ex Alpha Fetoprotein 
(AFP) - Clinically 
Significant - Extra Visit 
- [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_cs_scr1 Alpha Fetoprotein 
(AFP) - Clinically 
Significant - Screen 1 - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_cs_v1-4 Alpha Fetoprotein 
(AFP) - Clinically 
Significant - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_dt_ex Alpha Fetoprotein 
(AFP) - Visit Date - 
Extra Visit - [AFP/-L3] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal afp_dt_scr1 Alpha Fetoprotein 
(AFP) - Visit Date - 
Screen 1 - [AFP/-L3] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal afp_dt_v1-4 Alpha Fetoprotein 
(AFP) - Visit Date - Visit 
# - [AFP/-L3] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal afp_l3_cs_ex Alpha Fetoprotein-L3 - 
Clinically Significant - 
Extra Visit - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_l3_cs_scr1 Alpha Fetoprotein-L3 - 
Clinically Significant - 
Screen 1 - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_l3_cs_v1-4 Alpha Fetoprotein-L3 - 
Clinically Significant - 
Visit # - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_l3_oor_ex Alpha Fetoprotein-L3 - 
Out Of Range - Extra 
Visit - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal afp_l3_oor_scr1 Alpha Fetoprotein-L3 - 
Out Of Range - Screen 
1 - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_l3_oor_v1-4 Alpha Fetoprotein-L3 - 
Out Of Range - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_l3_rslt_ex Alpha Fetoprotein-L3 - 
Result (%) - Extra Visit 
- [AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal afp_l3_rslt_scr1 Alpha Fetoprotein-L3 - 
Result (%) - Screen 1 - 
[AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal afp_l3_rslt_v1-4 Alpha Fetoprotein-L3 - 
Result (%) - Visit # - 
[AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal afp_oor_ex Alpha Fetoprotein 
(AFP) - Out Of Range - 
Extra Visit - [AFP/-L3] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_oor_scr1 Alpha Fetoprotein 
(AFP) - Out Of Range - 
Screen 1 - [AFP/-L3] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 

01. Principal afp_oor_v1-4 Alpha Fetoprotein 
(AFP) - Out Of Range - 
Visit # - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth1_comb_
ex 

Other Test 1 - Extra 
Visit - [AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth1_comb_
scr1 

Other Test 1 - Screen 1 
- [AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth1_comb_
v1-4 

Other Test 1 - Visit # - 
[AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth1_cs_ex Other Test 1 - Clinically 
Significant - Extra Visit 
- [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_oth1_cs_scr
1 

Other Test 1 - Clinically 
Significant - Screen 1 - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth1_cs_v1-4 Other Test 1 - Clinically 
Significant - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth1_oor_ex Other Test 1 - Out Of 
Range - Extra Visit - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal afp_oth1_oor_scr
1 

Other Test 1 - Out Of 
Range - Screen 1 - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth1_oor_v1-
4 

Other Test 1 - Out Of 
Range - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth2_comb_
ex 

Other Test 2 - Extra 
Visit - [AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth2_comb_
scr1 

Other Test 2 - Screen 1 
- [AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth2_comb_
v1-4 

Other Test 2 - Visit # - 
[AFP/-L3] 

 Char 
" "="Missing" 

01. Principal afp_oth2_cs_ex Other Test 2 - Clinically 
Significant - Extra Visit 
- [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_oth2_cs_scr
1 

Other Test 2 - Clinically 
Significant - Screen 1 - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth2_cs_v1-4 Other Test 2 - Clinically 
Significant - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth2_oor_ex Other Test 2 - Out Of 
Range - Extra Visit - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_oth2_oor_scr
1 

Other Test 2 - Out Of 
Range - Screen 1 - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_oth2_oor_v1-
4 

Other Test 2 - Out Of 
Range - Visit # - 
[AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_others_oor_e
x 

Others Out Of Range - 
Extra Visit - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal afp_others_oor_s
cr1 

Others Out Of Range - 
Screen 1 - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal afp_others_oor_v
1-4 

Others Out Of Range - 
Visit # - [AFP/-L3] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal afp_rslt_ex Alpha Fetoprotein 
(AFP) - Result (ng/mL) 
- Extra Visit - [AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal afp_rslt_scr1 Alpha Fetoprotein 
(AFP) - Result (ng/mL) 
- Screen 1 - [AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 

01. Principal afp_rslt_v1-4 Alpha Fetoprotein 
(AFP) - Result (ng/mL) 
- Visit # - [AFP/-L3] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
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Section 14: Blood and Urinary g-OHPdG 

 
Class Variable Label Description Format Text 

01. Principal blood_dna_amou
nt_tube1_v1-3 

Amount Of DNA (mcg) 
- Tube 1 - Visit # - 
[Blood And Urinary 
g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal blood_dna_amou
nt_tube2_v1-3 

Amount Of DNA (mcg) 
- Tube 2 - Visit # - 
[Blood And Urinary 
g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal blood_gohpdg_t
ube1_v1-3 

gamma-OHPdG Per 
10^9 Nucleotides - 
Tube 1 - Visit # - [Blood 
And Urinary g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal blood_gohpdg_t
ube2_v1-3 

gamma-OHPdG Per 
10^9 Nucleotides - 
Tube 2 - Visit # - [Blood 
And Urinary g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal blood_specid_tu
be1_v1-3 

Specimen ID - Tube 1 - 
Visit # - [Blood And 
Urinary g-OHPdG] 

 Char 
" "="Missing" 

01. Principal blood_specid_tu
be2_v1-3 

Specimen ID - Tube 2 - 
Visit # - [Blood And 
Urinary g-OHPdG] 

 Char 
" "="Missing" 

01. Principal blood_tubeid_tub
e1_v1-3 

Tube ID - Tube 1 - Visit 
# - [Blood And Urinary 
g-OHPdG] 

 Char 
" "="Missing" 

01. Principal blood_tubeid_tub
e2_v1-3 

Tube ID - Tube 2 - Visit 
# - [Blood And Urinary 
g-OHPdG] 

 Char 
" "="Missing" 
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Section 15: Treatment Assignment Codes/Descriptions  

 
Class Variable Label Description Format Text 

01. Principal tactad_start_dt1-
2 

TAC Start Date - 
[Treatment Assignment 
Codes/Descriptions] 

 SAS Date 
.N="N/A" 

01. Principal tactad_tac1-2 Treatment Assignment 
Code (TAC) - 
[Treatment Assignment 
Codes/Descriptions] 

 .N="N/A" 
0="TAC-0" 
1="TAC1" 
2="TAC2" 
3="TAC3" 
4="TAC4" 
5="TAC5" 
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Section 16: Urine 

 
Class Variable Label Description Format Text 

01. Principal urine_comments
1-9 

Comments - # - [Urine]  Char 
" "="Missing" 

01. Principal urine_creat1-9 Creatinine (mg/mL) - # 
- [Urine] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_ec1-9 EC (ng/mL) - # - [Urine]  Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_ec_creat1-
9 

EC Normalized By 
Creatinine (ng/mg) - # - 
[Urine] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_egc1-9 EGC (ng/mL) - # - 
[Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_egc_creat1
-9 

EGC Normalized By 
Creatinine (ng/mg) - # - 
[Urine] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_egcg1-9 EGCG (ng/mL) - # - 
[Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_egcg_creat
1-9 

EGCG Normalized By 
Creatinine (ng/mg) - # - 
[Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal urine_num Total Number Of 
Observations - [Urine] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal urine_specid1-9 Specimen ID - # - 
[Urine] 

 Char 
" "="Missing" 

01. Principal urine_visit1-9 Visit - # - [Urine]  Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 17: Baseline Alcohol 

 
Class Variable Label Description Format Text 

01. Principal balc_5_drinks_or
_more_a_day 

In The Past 12 Months, 
On How Many Days 
Did You Have 5 Or 
More Drinks Of Any 
Alcoholic Beverage? - 
[Baseline Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="Don't know/Not sure" 
0="Never Had 5 Drinks Or More In A Single 
Day" 

01. Principal balc_age_began_
drinking 

At What Age Did You 
Begin Drinking 
Regularly? - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="Never Started Drinking" 
1="12 Years Old" 
2="17 Years Old" 
3="18 Years Old" 
4="30 Years Old" 
5="Refused To Answer" 

01. Principal balc_avg_days_d
rank 

In The Past 12 Months, 
On Average, How 
Often Did You Drink 
Any Type Of Alcoholic 
Beverage? - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="Never Drank Alcohol" 
1="4 Times Per Month" 
2="8 Times Per Month" 
3="5 Times Per Year" 
4="20 Times Per Year" 
5="24 Times Per Year" 
6="Don't know/Not sure" 

01. Principal balc_avg_drinks_
per_day 

Enter The Average 
Number Of Drinks Per 
Day - [Baseline 
Alcohol] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal balc_beer What Type(s) Of 
Alcohol Do You Drink? 
- Beer - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal balc_comments Comments - [Baseline 
Alcohol] 

 Char 
" "="Missing" 

01. Principal balc_drinks_per_
day_heaviest 

Enter The Number Of 
Drinks A Day - 
[Baseline Alcohol] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal balc_ever_5plus_
drinks_a_day 

Was There Ever A 
Time Or Times In Your 
Life When You Drank 5 
Or More Drinks Of Any 
Kind Of Alcoholic 
Beverage Almost Every 
Day? - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 
2="Refused" 
3="Don't know/Not sure" 

01. Principal balc_lifetime_12d
rinks 

In Your Entire Life, 
Have You Had At Least 
12 Drinks Of Any Kind 
Of Alcoholic Beverage? 
- [Baseline Alcohol] 

 .F="No Record For This Visit" 
0="No (End)" 
1="Yes" 
2="Refused (End)" 
3="Don't know/Not sure" 
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Class Variable Label Description Format Text 

01. Principal balc_liquor What Type(s) Of 
Alcohol Do You Drink? 
- Liquor - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal balc_time_since_
quit 

If You Do Not Currently 
Drink Alcoholic 
Beverages, But Did In 
The Past, How Long 
Has It Been Since You 
Last Drank Regularly? - 
[Baseline Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="Never drank regularly" 
1="Within the past month (0 to 1 month ago)" 
2="Between 1 and 3 months (1 to 3 months 
ago)" 
3="Between 3 and 6 months (3 to 6 months 
ago)" 
4="Between 6 and 12 months (6 to 12 
months ago)" 
5="Between 1 and 5 years (1 to 5 years ago)  
" 
6="Between 5 and 15 years (5 to 15 years 
ago)" 
7="More than 15 years ago " 
8="Don't know/Not sure" 

01. Principal balc_visit_dt Visit Date - [Baseline 
Alcohol] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal balc_wine What Type(s) Of 
Alcohol Do You Drink? 
- Wine - [Baseline 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal balc_wine_cooler What Type(s) Of 
Alcohol Do You Drink? 
- Wine Cooler - 
[Baseline Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal balc_years_drink
ing 

How Many Years Have 
You Been Drinking (Or 
Did Drink) Regularly? - 
[Baseline Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
0="Never Drank Alcohol" 
1="10 Years" 
2="20 Years" 
3="45 Years" 
4="46 Years" 
5="Don't know/Not sure" 
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Section 18: Baseline Tobacco 

 
Class Variable Label Description Format Text 

01. Principal btob_age_began
_smoking 

How Old Were You 
When You First Began 
Smoking Cigarettes 
Regularly? - [Baseline 
Tobacco] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal btob_bidis Have You Ever Used 
Regularly? - Bidis - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_chew_toba
cco 

Have You Ever Used 
Regularly? - Paan With 
Tobacco, Gutka, Zarda, 
Khaini - [Baseline 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_cigars Have You Ever Used 
Regularly? - Traditional 
Cigars, Cigarillos Or 
Filtered Cigars - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_cigs Have You Ever Used 
Regularly? - Cigarettes 
- [Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_cigs_a_day On Average When You 
Have Smoked, About 
How Many Cigarettes 
Do You (Or Did You) 
Smoke A Day? - 
[Baseline Tobacco] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal btob_current_sm
oker 

Do You Now Smoke 
Cigarettes? - [Baseline 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="Not at all" 
1="Everyday" 
2="Some days" 

01. Principal btob_dt Visit Date - [Baseline 
Tobacco] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal btob_ecigs Have You Ever Used 
Regularly? - 
E-Cigarettes Or Other 
Electronic Nicotine 
Delivery System - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_ever_home
_indoor_smoke 

Thinking Of All Your 
Childhood And Adult 
Years, Have You Ever 
Lived In A Place Where 
Other People Smoked 
Cigarettes Indoors? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes, For 1 Year Or Less" 
2="Yes, For 5 Years" 
3="Yes, For 15 Years" 
4="Yes, For 16 Years" 
5="Yes, For 19 Years" 
6="Yes, For 20 Years" 
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Class Variable Label Description Format Text 

01. Principal btob_ever_work_
indoor_smoke 

Thinking Of All The 
Years You Have 
Worked, Have You 
Ever Worked In A 
Place Where Other 
People Smoked 
Cigarettes Indoors? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes, For 1 Years" 
2="Yes, For 2 Years" 
3="Yes, For 5 Years" 
4="Yes, For 10 Years" 

01. Principal btob_first_puff_a
ge 

How Old Were You 
When You First 
Smoked A Cigarette 
(Even One Or Two 
Puffs)? - [Baseline 
Tobacco] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal btob_home_30da
y_indoor_smoke 

In The Past 30 Days, 
Have You Lived In A 
Place Where Other 
People Smoked 
Cigarettes Indoors? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 

01. Principal btob_hookah Have You Ever Used 
Regularly? - Hookah - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_kreteks Have You Ever Used 
Regularly? - Clove 
Cigarettes Or Kreteks - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_last_cig How Long Has It Been 
Since You Last 
Smoked A Cigarette 
(Even One Or Two 
Puffs)? - [Baseline 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
1="I smoked a cigarette today (at least one 
puff)" 
2="1-7 days" 
3="More than 1 year" 
4="15 years" 
5="16 years" 
6="17 years" 
7="30 years" 

01. Principal btob_last_used_
other_tobacco 

If You Do Not Currently 
Use Other Forms Of 
Tobacco, But Did In 
The Past, How Long 
Has It Been Since You 
Last Used Other Forms 
Of Tobacco Regularly? 
- [Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
1="Within the past month (0 to 1 month ago)" 
2="Between 1 and 3 months (1 to 3 months 
ago)" 
3="Between 3 and 6 months (3 to 6 months 
ago)" 
4="Between 6 and 12 months (6 to 12 
months ago)" 
5="Between 1 and 5 years (1 to 5 years 
ago)" 
6="Between 5 and 15 years (5 to 15 years 
ago)" 
7="More than 15 years ago" 
8="Don't know/Not sure" 
9="Never used other forms of tobacco 
regularly" 
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Class Variable Label Description Format Text 

01. Principal btob_lifetime_10
0cigs 

Have You Smoked At 
Least 100 Cigarettes In 
Your Entire Life? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 
2="Don't know/Not sure" 

01. Principal btob_live_with_s
moker 

Are You Currently 
Living With A Smoker? 
- [Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 

01. Principal btob_never_smo
ke_reg 

Never Smoked 
Cigarettes Regularly - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 

01. Principal btob_noncig_tob
acco 

Have You Ever Used 
Other Forms Of 
Tobacco, Not Including 
Cigarettes? - [Baseline 
Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 

01. Principal btob_noncig_tob
acco_use 

How Often Do You/Did 
You Use Other Forms 
Of Tobacco? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
1="Every Day" 
2="12 Days" 
3="2 Days Per Week" 
4="2 Days Per Month" 

01. Principal btob_pipes Have You Ever Used 
Regularly? - Pipes - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_smokeless_
tobacco 

Have You Ever Used 
Regularly? - Smokeless 
Tobacco, Like Dip, 
Chew, Or Snuff - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_snus Have You Ever Used 
Regularly? - Snus - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_wake_to_ci
g 

How Soon After You 
Wake Up Do You 
Smoke Your First 
Cigarette? - [Baseline 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
1="Within 30 minutes" 
2="After 30 minutes" 

01. Principal btob_waterpipe Have You Ever Used 
Regularly? - Waterpipe 
- [Baseline Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal btob_work_30da
y_indoor_smoke 

In The Past 30 Days, 
Have You Worked In A 
Place Where Other 
People Smoked 
Cigarettes Indoors? - 
[Baseline Tobacco] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal btob_years_smo
ked 

How Many Total Years 
Have You Smoked (Or 
Did You Smoke) 
Cigarettes? Do Not 
Count Any Time You 
May Have Stayed Off 
Cigarettes. - [Baseline 
Tobacco] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
1="1 Or Less Years" 
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Section 19: Baseline Symptoms 

 
Class Variable Label Description Format Text 

01. Principal basesym_comme
nts_scr1 

Comments - Screen 1 - 
[Baseline Symptoms] 

 Char 
" "="Missing" 

01. Principal basesym_comme
nts_v2 

Comments - Visit 2 - 
[Baseline Symptoms] 

 Char 
" "="Missing" 

01. Principal basesym_descr_
scr1 

Description - Screen 1 - 
[Baseline Symptoms] 

 Char 
" "="Missing" 

01. Principal basesym_descr_
v2 

Description - Visit 2 - 
[Baseline Symptoms] 

 Char 
" "="Missing" 

01. Principal basesym_dt_scr1 Visit Date - Screen 1 - 
[Baseline Symptoms] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal basesym_dt_v2 Visit Date - Visit 2 - 
[Baseline Symptoms] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal basesym_onset_
dt_scr1 

Onset Date - Screen 1 - 
[Baseline Symptoms] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal basesym_onset_
dt_v2 

Onset Date - Visit 2 - 
[Baseline Symptoms] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal basesym_severit
y_scr1 

Severity - Screen 1 - 
[Baseline Symptoms] 

 .F="No Record For This Visit" 
.N="N/A" 
1="Mild" 
2="Moderate" 
3="Severe" 
4="Life Threatening" 

01. Principal basesym_severit
y_v2 

Severity - Visit 2 - 
[Baseline Symptoms] 

 .F="No Record For This Visit" 
.N="N/A" 
1="Mild" 
2="Moderate" 
3="Severe" 
4="Life Threatening" 
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Section 20: Blood Comprehensive Metabolic Panel  

 
Class Variable Label Description Format Text 

01. Principal cmp_bic_cs1-16 Bicarbonate - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_bic_oor1-16 Bicarbonate - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_bic_rslt1-16 Bicarbonate - Result 
(mmol/L) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_bun_cs1-16 BUN - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_bun_oor1-1
6 

BUN - Out Of Range - 
[Blood Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_bun_rslt1-1
6 

BUN - Result (mg/dL) - 
[Blood Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_ca_cs1-16 Calcium - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_ca_oor1-16 Calcium - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_ca_rslt1-16 Calcium - Result 
(mg/dL) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_chl_cs1-16 Chloride - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal cmp_chl_oor1-16 Chloride - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_chl_rslt1-16 Chloride - Result 
(mmol/L) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_comments1
-16 

Comments - [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_cre_cs1-16 Creatinine - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_cre_oor1-16 Creatinine - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_cre_rslt1-16 Creatinine - Result 
(mg/dL) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_dt1-16 Visit Date - [Blood 
Comprehensive 
Metabolic Panel] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal cmp_glu_cs1-16 Glucose - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_glu_oor1-16 Glucose - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_glu_rslt1-16 Glucose - Result 
(mg/dL) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_na_cs1-16 Sodium - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_na_oor1-16 Sodium - Out Of Range 
- [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal cmp_na_rslt1-16 Sodium - Result 
(mmol/L) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_num Total Number Of 
Observations - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 

01. Principal cmp_oth1_cs1-16 Other Test 1 - Clinically 
Significant - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth1_name
1-16 

Other Test 1 - Name - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_oth1_oor1-1
6 

Other Test 1 - Out Of 
Range - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth1_rslt1-1
6 

Other Test 1 - Result - 
# - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_oth1_unit1-
16 

Other Test 1 - Units - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_oth2_cs1-16 Other Test 2 - Clinically 
Significant - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth2_name
1-16 

Other Test 2 - Name - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_oth2_oor1-1
6 

Other Test 2 - Out Of 
Range - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth2_rslt1-1
6 

Other Test 2 - Result - 
# - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_oth2_unit1-
16 

Other Test 2 - Units - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal cmp_oth3_cs1-16 Other Test 3 - Clinically 
Significant - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth3_name
1-16 

Other Test 3 - Name - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_oth3_oor1-1
6 

Other Test 3 - Out Of 
Range - # - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_oth3_rslt1-1
6 

Other Test 3 - Result - 
# - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal cmp_oth3_unit1-
16 

Other Test 3 - Units - # 
- [Blood 
Comprehensive 
Metabolic Panel] 

 Char 
" "="Missing" 

01. Principal cmp_others_oor1
-16 

Others - Out Of Range 
- [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_pot_cs1-16 Potassium - Clinically 
Significant - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_pot_oor1-16 Potassium - Out Of 
Range - [Blood 
Comprehensive 
Metabolic Panel] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal cmp_pot_rslt1-16 Potassium - Result 
(mmol/L) - [Blood 
Comprehensive 
Metabolic Panel] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
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Section 21: Child Pugh Score 

 
Class Variable Label Description Format Text 

01. Principal cpu_alb_scr1 Albumin - Screen 1 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
1="<2.8 g/dL" 
2="2.8-3.5 g/dL" 
3=">3.5 g/dL" 

01. Principal cpu_alb_v3 Albumin - Visit 3 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="<2.8 g/dL" 
2="2.8-3.5 g/dL" 
3=">3.5 g/dL" 

01. Principal cpu_asc_scr1 Ascites - Screen 1 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
1="None" 
2="Moderate or Suppressed w/Medication" 
3="Severe or Refractory to Medication" 

01. Principal cpu_asc_v3 Ascites - Visit 3 - [Child 
Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="None" 
2="Moderate or Suppressed w/Medication" 
3="Severe or Refractory to Medication" 

01. Principal cpu_comments_
scr1 

Comments - Screen 1 - 
[Child Pugh Score] 

 Char 
" "="Missing" 

01. Principal cpu_comments_
v3 

Comments - Visit 3 - 
[Child Pugh Score] 

 Char 
" "="Missing" 

01. Principal cpu_dt_scr1 Visit Date - Screen 1 - 
[Child Pugh Score] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal cpu_dt_v3 Visit Date - Visit 3 - 
[Child Pugh Score] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal cpu_henc_scr1 Hepatic 
Encephalopathy - 
Screen 1 - [Child Pugh 
Score] 

 .F="No Record For This Visit" 
1="None" 
2="Grade I/II or Suppressed w/Medication" 
3="Grade III/IV or Refractory to Medication" 

01. Principal cpu_henc_v3 Hepatic 
Encephalopathy - Visit 
3 - [Child Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="None" 
2="Grade I/II or Suppressed w/Medication" 
3="Grade III/IV or Refractory to Medication" 

01. Principal cpu_inr_scr1 International 
Normalized Ratio - 
Screen 1 - [Child Pugh 
Score] 

 .F="No Record For This Visit" 
1="<1.7" 
2="1.7-2.3" 
3=">2.3" 

01. Principal cpu_inr_v3 International 
Normalized Ratio - Visit 
3 - [Child Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="<1.7" 
2="1.7-2.3" 
3=">2.3" 

01. Principal cpu_ldis_oth_scr
1 

Liver Disease Other - 
Screen 1 - [Child Pugh 
Score] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal cpu_ldis_oth_v3 Liver Disease Other - 
Visit 3 - [Child Pugh 
Score] 

 Char 
" "="Missing" 

01. Principal cpu_ldis_scr1 Liver Disease - Screen 
1 - [Child Pugh Score] 

 .F="No Record For This Visit" 
1="Primary Sclerosing Cholangitis" 
2="Primary Biliary+ Cirrhosis" 
3="Other" 

01. Principal cpu_ldis_v3 Liver Disease - Visit 3 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="Primary Sclerosing Cholangitis" 
2="Primary Biliary+ Cirrhosis" 
3="Other" 

01. Principal cpu_score_scr1 Score - Screen 1 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
1="5-6" 
2="7-9" 
3='10-15 = "Cirrhosis Caused By 
Sarcoidosis"' 

01. Principal cpu_score_v3 Score - Visit 3 - [Child 
Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="5-6" 
2="7-9" 
3='10-15 = "Cirrhosis Caused By 
Sarcoidosis"' 

01. Principal cpu_tbil_scr1 Total Bilirubin - Screen 
1 - [Child Pugh Score] 

 .F="No Record For This Visit" 
1="<2.0 mg/dL" 
2="2.0-3.0 mg/dL" 
3="3.1-4.0 mg/dL" 
4="4.1-10.0 mg/dL" 
5=">10.0 mg/dL" 

01. Principal cpu_tbil_v3 Total Bilirubin - Visit 3 - 
[Child Pugh Score] 

 .F="No Record For This Visit" 
.N="N/A" 
1="<2.0 mg/dL" 
2="2.0-3.0 mg/dL" 
3="3.1-4.0 mg/dL" 
4="4.1-10.0 mg/dL" 
5=">10.0 mg/dL" 
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Section 22: Agent Interruption 

 
Class Variable Label Description Format Text 

01. Principal agint_amount1-2 Amount Of Agent 
Missed - Interruption # - 
[Agent Interruption] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal agint_comments
1-2 

Comments - 
Interruption # - [Agent 
Interruption] 

 Char 
" "="Missing" 

01. Principal agint_interrupt_d
t1-2 

Agent Interruption Date 
- Interruption # - [Agent 
Interruption] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal agint_num Total Number Of 
Interruptions - [Agent 
Interruption] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agint_reason1-2 Reason Stopped - 
Interruption # - [Agent 
Interruption] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
1="Investigator Decision, Specify" 
2="Participant Decision, Specify" 
3="Participant Non-Compliance" 
4="AE/SAE, Specify" 
5="Other, Specify" 

01. Principal agint_reason_oth
er1-2 

Reason Stopped - 
Other (Specify) - 
Interruption # - [Agent 
Interruption] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
1="ALT elevated. Grade 2 AE." 
2="Participant is not feeling well (flu like 
symptoms) and decided to stopped agent 
until felling completely better." 
3="Patient needed surgery due to ovarian 
mass, surgeon asked participant to stop 
agent" 
4="Vomiting (06/02/2021) and SAE 
(6/7/2021)" 

01. Principal agint_restart_dt1
-2 

Agent Restart Date - 
Interruption # - [Agent 
Interruption] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal agint_restarted1-
2 

Was Agent Restarted? 
- Interruption # - [Agent 
Interruption] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 
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Section 23: Agent Return And Compliance 

 
Class Variable Label Description Format Text 

01. Principal agrc_comments_
v2 

Comments - Visit 2 - 
[Agent Return And 
Compliance] 

 Char 
" "="Missing" 

01. Principal agrc_comments_
v3 

Comments - Visit 3 - 
[Agent Return And 
Compliance] 

 Char 
" "="Missing" 

01. Principal agrc_dt_v2 Visit Date - Visit 2 - 
[Agent Return And 
Compliance] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agrc_dt_v3 Visit Date - Visit 3 - 
[Agent Return And 
Compliance] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agrc_missing_v2 Amount Of Agent 
Missing/Not Accounted 
For This Period - Visit 2 
- [Agent Return And 
Compliance] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal agrc_missing_v3 Amount Of Agent 
Missing/Not Accounted 
For This Period - Visit 3 
- [Agent Return And 
Compliance] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agrc_provided_v
2 

Amount Of Agent 
Provided At Previous 
Visit - Visit 2 - [Agent 
Return And 
Compliance] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal agrc_provided_v
3 

Amount Of Agent 
Provided At Previous 
Visit - Visit 3 - [Agent 
Return And 
Compliance] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agrc_returned_v2 Amount Of Agent 
Returned At This Visit - 
Visit 2 - [Agent Return 
And Compliance] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal agrc_returned_v3 Amount Of Agent 
Returned At This Visit - 
Visit 3 - [Agent Return 
And Compliance] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agrc_used_v2 Amount Of Agent Used 
During This Period - 
Visit 2 - [Agent Return 
And Compliance] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal agrc_used_v3 Amount Of Agent Used 
During This Period - 
Visit 3 - [Agent Return 
And Compliance] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 
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Section 24: Liver 

 
Class Variable Label Description Format Text 

01. Principal liver_dna_amoun
t_tube1_v1-2 

Amount Of DNA (mcg) 
- Tube 1 - Visit # - 
[Liver g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal liver_dna_amoun
t_tube2_v1-2 

Amount Of DNA (mcg) 
- Tube 2 - Visit # - 
[Liver g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal liver_gohpdg_tub
e1_v1-2 

gamma-OHPdG Per 
10^9 Nucleotides - 
Tube 1 - Visit # - [Liver 
g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal liver_gohpdg_tub
e2_v1-2 

gamma-OHPdG Per 
10^9 Nucleotides - 
Tube 2 - Visit # - [Liver 
g-OHPdG] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal liver_specid_tub
e1_v1-2 

Specimen ID - Tube 1 - 
Visit # - [Liver 
g-OHPdG] 

 Char 
" "="Missing" 

01. Principal liver_specid_tub
e2_v1-2 

Specimen ID - Tube 2 - 
Visit # - [Liver 
g-OHPdG] 

 Char 
" "="Missing" 

01. Principal liver_tubeid_tube
1_v1-2 

Tube ID - Tube 1 - Visit 
# - [Liver g-OHPdG] 

 Char 
" "="Missing" 

01. Principal liver_tubeid_tube
2_v1-2 

Tube ID - Tube 2 - Visit 
# - [Liver g-OHPdG] 

 Char 
" "="Missing" 
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Section 25: Liver Biopsy 

 
Class Variable Label Description Format Text 

01. Principal bx_comments_sc
r1 

Comments - Screen 1 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_comments_v3 Comments - Visit 3 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_dt_scr1 Visit Date - Screen 1 - 
[Liver Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal bx_dt_v3 Visit Date - Visit 3 - 
[Liver Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal bx_p1_comment
s_scr1 

Parent Specimen 1 - 
Comments - Screen 1 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_comment
s_v3 

Parent Specimen 1 - 
Comments - Visit 3 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_dt_scr1 Parent Specimen 1 - 
Date - Screen 1 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_p1_dt_v3 Parent Specimen 1 - 
Date - Visit 3 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal bx_p1_id_scr1 Parent Specimen 1 - ID 
- Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_id_v3 Parent Specimen 1 - ID 
- Visit 3 - [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_time_col_
scr1 

Parent Specimen 1 - 
Time Collected - 
Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_time_col_
v3 

Parent Specimen 1 - 
Time Collected - Visit 3 
- [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p1_type_scr1 Parent Specimen 1 - 
Type - Screen 1 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 

01. Principal bx_p1_type_v3 Parent Specimen 1 - 
Type - Visit 3 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.N="N/A" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 
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Class Variable Label Description Format Text 

01. Principal bx_p2_comment
s_scr1 

Parent Specimen 2 - 
Comments - Screen 1 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_comment
s_v3 

Parent Specimen 2 - 
Comments - Visit 3 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_dt_scr1 Parent Specimen 2 - 
Date - Screen 1 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_p2_dt_v3 Parent Specimen 2 - 
Date - Visit 3 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal bx_p2_id_scr1 Parent Specimen 2 - ID 
- Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_id_v3 Parent Specimen 2 - ID 
- Visit 3 - [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_time_col_
scr1 

Parent Specimen 2 - 
Time Collected - 
Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_time_col_
v3 

Parent Specimen 2 - 
Time Collected - Visit 3 
- [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p2_type_scr1 Parent Specimen 2 - 
Type - Screen 1 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 

01. Principal bx_p2_type_v3 Parent Specimen 2 - 
Type - Visit 3 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.N="N/A" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 

01. Principal bx_p3_comment
s_scr1 

Parent Specimen 3 - 
Comments - Screen 1 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p3_comment
s_v3 

Parent Specimen 3 - 
Comments - Visit 3 - 
[Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p3_dt_scr1 Parent Specimen 3 - 
Date - Screen 1 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_p3_dt_v3 Parent Specimen 3 - 
Date - Visit 3 - [Liver 
Biopsy] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_p3_id_scr1 Parent Specimen 3 - ID 
- Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal bx_p3_id_v3 Parent Specimen 3 - ID 
- Visit 3 - [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p3_time_col_
scr1 

Parent Specimen 3 - 
Time Collected - 
Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p3_time_col_
v3 

Parent Specimen 3 - 
Time Collected - Visit 3 
- [Liver Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_p3_type_scr1 Parent Specimen 3 - 
Type - Screen 1 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="Not Applicable" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 

01. Principal bx_p3_type_v3 Parent Specimen 3 - 
Type - Visit 3 - [Liver 
Biopsy] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="Not Applicable" 
1="FFPE" 
2="Frozen" 
3="RNA-Later" 

01. Principal bx_temp_scr1 Storage Temperature 
(C) - Screen 1 - [Liver 
Biopsy] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_temp_v3 Storage Temperature 
(C) - Visit 3 - [Liver 
Biopsy] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal bx_yohpdg_scr1 y-OHPdG Level - 
Screen 1 - [Liver 
Biopsy] 

 Char 
" "="Missing" 

01. Principal bx_yohpdg_v3 y-OHPdG Level - Visit 
3 - [Liver Biopsy] 

 Char 
" "="Missing" 
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Section 26: Liver Biopsy Date 

 
Class Variable Label Description Format Text 

01. Principal bxdate_dt_scr1 Date Of Biopsy - 
Screen 1 - [Liver 
Biopsy Date] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal bxdate_dt_v3 Date Of Biopsy - Visit 3 
- [Liver Biopsy Date] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal bxdate_type_scr
1 

Biopsy Performed - 
Screen 1 - [Liver 
Biopsy Date] 

 .F="No Record For This Visit" 
1="Archival" 
2="Screening" 
3="Post-intervention" 

01. Principal bxdate_type_v3 Biopsy Performed - 
Visit 3 - [Liver Biopsy 
Date] 

 .F="No Record For This Visit" 
.N="N/A" 
1="Archival" 
2="Screening" 
3="Post-intervention" 
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Section 27: Pregnancy Test 

 
Class Variable Label Description Format Text 

01. Principal pregt_comments
_ex 

Comments - Extra Visit 
- [Pregnancy Test] 

 Char 
" "="Missing" 

01. Principal pregt_comments
_scr1 

Comments - Screen 1 - 
[Pregnancy Test] 

 Char 
" "="Missing" 

01. Principal pregt_comments
_v1 

Comments - Visit 1 - 
[Pregnancy Test] 

 Char 
" "="Missing" 

01. Principal pregt_dt_ex Visit Date - Extra Visit - 
[Pregnancy Test] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pregt_dt_scr1 Visit Date - Screen 1 - 
[Pregnancy Test] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal pregt_dt_v1 Visit Date - Visit 1 - 
[Pregnancy Test] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal pregt_results_ex Pregnancy Test 
Results - Extra Visit - 
[Pregnancy Test] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="Negative" 
1="Positive" 
2="Not applicable = not female of 
child-bearing potential" 

01. Principal pregt_results_scr
1 

Pregnancy Test 
Results - Screen 1 - 
[Pregnancy Test] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="Negative" 
1="Positive" 
2="Not applicable = not female of 
child-bearing potential" 

01. Principal pregt_results_v1 Pregnancy Test 
Results - Visit 1 - 
[Pregnancy Test] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="Negative" 
1="Positive" 
2="Not applicable = not female of 
child-bearing potential" 
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Section 28: Fibroscan Results  

 
Class Variable Label Description Format Text 

01. Principal fib_comments_s
cr1 

Comments - Screen 1 - 
[Fibroscan Results] 

 Char 
" "="Missing" 

01. Principal fib_comments_v
3 

Comments - Visit 3 - 
[Fibroscan Results] 

 Char 
" "="Missing" 

01. Principal fib_dt_scr1 Visit Date - Screen 1 - 
[Fibroscan Results] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal fib_dt_v3 Visit Date - Visit 3 - 
[Fibroscan Results] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal fib_fs_dt_scr1 FibroScan Date - 
Screen 1 - [Fibroscan 
Results] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal fib_fs_dt_v3 FibroScan Date - Visit 3 
- [Fibroscan Results] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal fib_fs_rslt_scr1 FibroScan Read Result 
- Screen 1 - [Fibroscan 
Results] 

 Char 
" "="Missing" 

01. Principal fib_fs_rslt_v3 FibroScan Read Result 
- Visit 3 - [Fibroscan 
Results] 

 Char 
" "="Missing" 
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Section 29: FIB-4 Score 

 
Class Variable Label Description Format Text 

01. Principal fib4_bage_lab_ye
ars_v1 

Baseline Age at Lab 
(Years) - Visit 1 - [FIB-4 
Score] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_bfib4_v1 Baseline FIB-4 Score - 
Visit 1 - [FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_bhem_plt_rs
lt_v1 

Baseline Hematology 
Platelet Count (10^9/L) 
- Result - Visit 1 - 
[FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_blab_dt_v1 Baseline Lab Date - 
Visit 1 - [FIB-4 Score] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_blft_alt_rslt_
v1 

Baseline Liver Function 
ALT (U/L) - Result - 
Visit 1 - [FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_blft_ast_rslt
_v1 

Baseline Liver Function 
AST (U/L) - Result - 
Visit 1 - [FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal fib4_fage_lab_ye
ars_v3 

Follow-up Age at Lab 
(Years) - Visit 3 - [FIB-4 
Score] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal fib4_ffib4_v3 Follow-up FIB-4 Score - 
Visit 3 - [FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal fib4_fhem_plt_rsl
t_v3 

Follow-up Hematology 
Platelet Count (10^9/L) 
- Result - Visit 3 - 
[FIB-4 Score] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal fib4_flab_dt_v3 Follow-up Lab Date - 
Visit 3 - [FIB-4 Score] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal fib4_flft_alt_rslt_
v3 

Follow-up Liver 
Function ALT (U/L) - 
Result - Visit 3 - [FIB-4 
Score] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal fib4_flft_ast_rslt_
v3 

Follow-up Liver 
Function AST (U/L) - 
Result - Visit 3 - [FIB-4 
Score] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
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Section 30: Hematology 

 
Class Variable Label Description Format Text 

01. Principal hem_comments_
ex 

Comments - Extra Visit 
- [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_comments_
scr1 

Comments - Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_comments_
v1 

Comments - Visit 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_comments_
v2 

Comments - Visit 2 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_comments_
v3 

Comments - Visit 3 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_comments_
v4 

Comments - Visit 4 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_dt_ex Visit Date - Extra Visit - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_dt_scr1 Visit Date - Screen 1 - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal hem_dt_v1 Visit Date - Visit 1 - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_dt_v2 Visit Date - Visit 2 - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_dt_v3 Visit Date - Visit 3 - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_dt_v4 Visit Date - Visit 4 - 
[Hematology] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_cs_ex Hemoglobin - Clinically 
Significant - Extra Visit 
- [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_cs_scr
1 

Hemoglobin - Clinically 
Significant - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_cs_v1 Hemoglobin - Clinically 
Significant - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_cs_v2 Hemoglobin - Clinically 
Significant - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal hem_hgb_cs_v3 Hemoglobin - Clinically 
Significant - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_cs_v4 Hemoglobin - Clinically 
Significant - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_ex Hemoglobin - Out Of 
Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_sc
r1 

Hemoglobin - Out Of 
Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_v1 Hemoglobin - Out Of 
Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_v2 Hemoglobin - Out Of 
Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_v3 Hemoglobin - Out Of 
Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_oor_v4 Hemoglobin - Out Of 
Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_hgb_rslt_ex Hemoglobin - Result 
(g/dL) - Extra Visit - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_rslt_sc
r1 

Hemoglobin - Result 
(g/dL) - Screen 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_rslt_v1 Hemoglobin - Result 
(g/dL) - Visit 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_rslt_v2 Hemoglobin - Result 
(g/dL) - Visit 2 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_rslt_v3 Hemoglobin - Result 
(g/dL) - Visit 3 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_hgb_rslt_v4 Hemoglobin - Result 
(g/dL) - Visit 4 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_cs_ex Other Test 1 - Clinically 
Significant - Extra Visit 
- [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal hem_oth1_cs_sc
r1 

Other Test 1 - Clinically 
Significant - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_cs_v1 Other Test 1 - Clinically 
Significant - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_cs_v2 Other Test 1 - Clinically 
Significant - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_cs_v3 Other Test 1 - Clinically 
Significant - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_cs_v4 Other Test 1 - Clinically 
Significant - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_ex Other Test 1 - Specify 
Other Test - Extra Visit 
- [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_oor_e
x 

Other Test 1 - Out Of 
Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_oor_s
cr1 

Other Test 1 - Out Of 
Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_oor_v
1 

Other Test 1 - Out Of 
Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_oor_v
2 

Other Test 1 - Out Of 
Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_oor_v
3 

Other Test 1 - Out Of 
Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_oor_v
4 

Other Test 1 - Out Of 
Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth1_rslt_e
x 

Other Test 1 - Result - 
Extra Visit - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_rslt_s
cr1 

Other Test 1 - Result - 
Screen 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
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Class Variable Label Description Format Text 

01. Principal hem_oth1_rslt_v
1 

Other Test 1 - Result - 
Visit 1 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_rslt_v
2 

Other Test 1 - Result - 
Visit 2 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_rslt_v
3 

Other Test 1 - Result - 
Visit 3 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_rslt_v
4 

Other Test 1 - Result - 
Visit 4 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth1_scr1 Other Test 1 - Specify 
Other Test - Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_e
x 

Other Test 1 - Units - 
Extra Visit - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_s
cr1 

Other Test 1 - Units - 
Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_v
1 

Other Test 1 - Units - 
Visit 1 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_v
2 

Other Test 1 - Units - 
Visit 2 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_v
3 

Other Test 1 - Units - 
Visit 3 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_unit_v
4 

Other Test 1 - Units - 
Visit 4 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_v1 Other Test 1 - Specify 
Other Test - Visit 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_v2 Other Test 1 - Specify 
Other Test - Visit 2 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_v3 Other Test 1 - Specify 
Other Test - Visit 3 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth1_v4 Other Test 1 - Specify 
Other Test - Visit 4 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_cs_ex Other Test 2 - Clinically 
Significant - Extra Visit 
- [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_cs_sc
r1 

Other Test 2 - Clinically 
Significant - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal hem_oth2_cs_v1 Other Test 2 - Clinically 
Significant - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_cs_v2 Other Test 2 - Clinically 
Significant - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_cs_v3 Other Test 2 - Clinically 
Significant - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_cs_v4 Other Test 2 - Clinically 
Significant - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_ex Other Test 2 - Specify 
Other Test - Extra Visit 
- [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_oor_e
x 

Other Test 2 - Out Of 
Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_oor_s
cr1 

Other Test 2 - Out Of 
Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_oor_v
1 

Other Test 2 - Out Of 
Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_oor_v
2 

Other Test 2 - Out Of 
Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_oor_v
3 

Other Test 2 - Out Of 
Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_oor_v
4 

Other Test 2 - Out Of 
Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth2_rslt_e
x 

Other Test 2 - Result - 
Extra Visit - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth2_rslt_s
cr1 

Other Test 2 - Result - 
Screen 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth2_rslt_v
1 

Other Test 2 - Result - 
Visit 1 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
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Class Variable Label Description Format Text 

01. Principal hem_oth2_rslt_v
2 

Other Test 2 - Result - 
Visit 2 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth2_rslt_v
3 

Other Test 2 - Result - 
Visit 3 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth2_rslt_v
4 

Other Test 2 - Result - 
Visit 4 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth2_scr1 Other Test 2 - Specify 
Other Test - Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_e
x 

Other Test 2 - Units - 
Extra Visit - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_s
cr1 

Other Test 2 - Units - 
Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_v
1 

Other Test 2 - Units - 
Visit 1 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_v
2 

Other Test 2 - Units - 
Visit 2 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_v
3 

Other Test 2 - Units - 
Visit 3 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_unit_v
4 

Other Test 2 - Units - 
Visit 4 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_v1 Other Test 2 - Specify 
Other Test - Visit 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_v2 Other Test 2 - Specify 
Other Test - Visit 2 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_v3 Other Test 2 - Specify 
Other Test - Visit 3 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth2_v4 Other Test 2 - Specify 
Other Test - Visit 4 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_cs_ex Other Test 3 - Clinically 
Significant - Extra Visit 
- [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_cs_sc
r1 

Other Test 3 - Clinically 
Significant - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_cs_v1 Other Test 3 - Clinically 
Significant - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

59 

Class Variable Label Description Format Text 

01. Principal hem_oth3_cs_v2 Other Test 3 - Clinically 
Significant - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_cs_v3 Other Test 3 - Clinically 
Significant - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_cs_v4 Other Test 3 - Clinically 
Significant - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_ex Other Test 3 - Specify 
Other Test - Extra Visit 
- [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_oor_e
x 

Other Test 3 - Out Of 
Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_oor_s
cr1 

Other Test 3 - Out Of 
Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_oor_v
1 

Other Test 3 - Out Of 
Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_oor_v
2 

Other Test 3 - Out Of 
Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_oor_v
3 

Other Test 3 - Out Of 
Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_oor_v
4 

Other Test 3 - Out Of 
Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_oth3_rslt_e
x 

Other Test 3 - Result - 
Extra Visit - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth3_rslt_s
cr1 

Other Test 3 - Result - 
Screen 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth3_rslt_v
1 

Other Test 3 - Result - 
Visit 1 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth3_rslt_v
2 

Other Test 3 - Result - 
Visit 2 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth3_rslt_v
3 

Other Test 3 - Result - 
Visit 3 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
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Class Variable Label Description Format Text 

01. Principal hem_oth3_rslt_v
4 

Other Test 3 - Result - 
Visit 4 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_oth3_scr1 Other Test 3 - Specify 
Other Test - Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_e
x 

Other Test 3 - Units - 
Extra Visit - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_s
cr1 

Other Test 3 - Units - 
Screen 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_v
1 

Other Test 3 - Units - 
Visit 1 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_v
2 

Other Test 3 - Units - 
Visit 2 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_v
3 

Other Test 3 - Units - 
Visit 3 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_unit_v
4 

Other Test 3 - Units - 
Visit 4 - [Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_v1 Other Test 3 - Specify 
Other Test - Visit 1 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_v2 Other Test 3 - Specify 
Other Test - Visit 2 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_v3 Other Test 3 - Specify 
Other Test - Visit 3 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_oth3_v4 Other Test 3 - Specify 
Other Test - Visit 4 - 
[Hematology] 

 Char 
" "="Missing" 

01. Principal hem_others_oor_
ex 

Were Any Other 
Hematology Tests Out 
Of Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_others_oor_
scr1 

Were Any Other 
Hematology Tests Out 
Of Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_others_oor_
v1 

Were Any Other 
Hematology Tests Out 
Of Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_others_oor_
v2 

Were Any Other 
Hematology Tests Out 
Of Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_others_oor_
v3 

Were Any Other 
Hematology Tests Out 
Of Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal hem_others_oor_
v4 

Were Any Other 
Hematology Tests Out 
Of Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_ex Platelets - Clinically 
Significant - Extra Visit 
- [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_scr1 Platelets - Clinically 
Significant - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_v1 Platelets - Clinically 
Significant - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_v2 Platelets - Clinically 
Significant - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_v3 Platelets - Clinically 
Significant - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_cs_v4 Platelets - Clinically 
Significant - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_ex Platelets - Out Of 
Range - Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_scr
1 

Platelets - Out Of 
Range - Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_v1 Platelets - Out Of 
Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_v2 Platelets - Out Of 
Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_v3 Platelets - Out Of 
Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_oor_v4 Platelets - Out Of 
Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_plt_rslt_ex Platelets - Result (k/uL) 
- Extra Visit - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

62 

Class Variable Label Description Format Text 

01. Principal hem_plt_rslt_scr
1 

Platelets - Result (k/uL) 
- Screen 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 

01. Principal hem_plt_rslt_v1 Platelets - Result (k/uL) 
- Visit 1 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_plt_rslt_v2 Platelets - Result (k/uL) 
- Visit 2 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_plt_rslt_v3 Platelets - Result (k/uL) 
- Visit 3 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_plt_rslt_v4 Platelets - Result (k/uL) 
- Visit 4 - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_cs_ex White Blood Count - 
Clinically Significant - 
Extra Visit - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_cs_scr
1 

White Blood Count - 
Clinically Significant - 
Screen 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_cs_v1 White Blood Count - 
Clinically Significant - 
Visit 1 - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_cs_v2 White Blood Count - 
Clinically Significant - 
Visit 2 - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_cs_v3 White Blood Count - 
Clinically Significant - 
Visit 3 - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_cs_v4 White Blood Count - 
Clinically Significant - 
Visit 4 - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_oor_ex White Blood Count - 
Out Of Range - Extra 
Visit - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_oor_sc
r1 

White Blood Count - 
Out Of Range - Screen 
1 - [Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_oor_v1 White Blood Count - 
Out Of Range - Visit 1 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 



  

NWU2016-08-02 - Enhanced Person: Data Dictionary  

08/19/2025 

63 

Class Variable Label Description Format Text 

01. Principal hem_wbc_oor_v2 White Blood Count - 
Out Of Range - Visit 2 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_oor_v3 White Blood Count - 
Out Of Range - Visit 3 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_oor_v4 White Blood Count - 
Out Of Range - Visit 4 - 
[Hematology] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal hem_wbc_rslt_ex White Blood Count - 
Result (k/uL) - Extra 
Visit - [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_rslt_sc
r1 

White Blood Count - 
Result (k/uL) - Screen 1 
- [Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_rslt_v1 White Blood Count - 
Result (k/uL) - Visit 1 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_rslt_v2 White Blood Count - 
Result (k/uL) - Visit 2 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_rslt_v3 White Blood Count - 
Result (k/uL) - Visit 3 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hem_wbc_rslt_v4 White Blood Count - 
Result (k/uL) - Visit 4 - 
[Hematology] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
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Section 31: HCC Imaging 

 
Class Variable Label Description Format Text 

01. Principal hcc_comments_s
cr1 

Comments - Screen 1 - 
[HCC Imaging] 

 Char 
" "="Missing" 

01. Principal hcc_comments_v
3 

Comments - Visit 3 - 
[HCC Imaging] 

 Char 
" "="Missing" 

01. Principal hcc_dt_scr1 Visit Date - Screen 1 - 
[HCC Imaging] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal hcc_dt_v3 Visit Date - Visit 3 - 
[HCC Imaging] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hcc_evidence_sc
r1 

Evidence Of HCC? - 
Screen 1 - [HCC 
Imaging] 

 .F="No Record For This Visit" 
0="No" 
1="Yes" 
99="Unknown" 

01. Principal hcc_evidence_v3 Evidence Of HCC? - 
Visit 3 - [HCC Imaging] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
99="Unknown" 

01. Principal hcc_imaging_dt_
scr1 

HCC Imaging Date - 
Screen 1 - [HCC 
Imaging] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal hcc_imaging_dt_
v3 

HCC Imaging Date - 
Visit 3 - [HCC Imaging] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal hcc_imaging_scr
1 

HCC Imaging - Screen 
1 - [HCC Imaging] 

 .F="No Record For This Visit" 
1="MRI" 
2="CT" 
3="Ultrasound" 

01. Principal hcc_imaging_v3 HCC Imaging - Visit 3 - 
[HCC Imaging] 

 .F="No Record For This Visit" 
.N="N/A" 
1="MRI" 
2="CT" 
3="Ultrasound" 
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Section 32: Liver Function Tests and Coagulation  

 
Class Variable Label Description Format Text 

01. Principal lft_alb_cs1-23 Albumin - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alb_oor1-23 Albumin - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alb_rslt1-23 Albumin - Result (g/dL) 
- # - [Liver Function 
Tests and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_alp_cs1-23 Alkaline Phosphatase - 
Clinically Significant - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alp_oor1-23 Alkaline Phosphatase - 
Out Of Range - # - 
[Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alp_rslt1-23 Alkaline Phosphatase - 
Result (U/L) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_alt_cs1-23 ALT - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alt_oor1-23 ALT - Out Of Range - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_alt_rslt1-23 ALT - Result - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_ast_cs1-23 AST - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal lft_ast_oor1-23 AST - Out Of Range - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ast_rslt1-23 AST - Result - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_comments1-2
3 

Comments - # - [Liver 
Function Tests and 
Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_dbil_cs1-23 Direct Bilirubin - 
Clinically Significant - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_dbil_oor1-23 Direct Bilirubin - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_dbil_rslt1-23 Direct Bilirubin - Result 
(mg/dL) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_dt1-23 Visit Date - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal lft_ggt_cs1-23 GGT - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ggt_oor1-23 GGT - Out Of Range - 
# - [Liver Function 
Tests and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ggt_rslt1-23 GGT - Result (U/L) - # - 
[Liver Function Tests 
and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_ibil_cs1-23 Indirect Bilirubin - 
Clinically Significant - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ibil_oor1-23 Indirect Bilirubin - Out 
Of Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal lft_ibil_rslt1-23 Indirect Bilirubin - 
Result  (mg/dL) - # - 
[Liver Function Tests 
and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_inr_cs1-23 International 
Normalized Ratio (INR) 
- Clinically Significant - 
# - [Liver Function 
Tests and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_inr_oor1-23 International 
Normalized Ratio (INR) 
- Out Of Range - # - 
[Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_inr_rslt1-23 International 
Normalized Ratio (INR) 
- Result - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_lab1-23 Laboratory Affiliation - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
1="Georgetown/Medstar Hospital" 
2="University of Puerto Rico Hospital" 
3="LabCorp" 
4="Quest" 
5="Other" 

01. Principal lft_mg_cs1-23 Magnesium - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_mg_oor1-23 Magnesium - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_mg_rslt1-23 Magnesium - Result 
(mmol/L) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_num Total Number Of 
Observations - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 

01. Principal lft_oth1_cs1-23 Other Test 1 - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_oth1_name1-2
3 

Other Test 1 - Name - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_oth1_oor1-23 Other Test 1 - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal lft_oth1_rslt1-23 Other Test 1 - Result - 
# - [Liver Function 
Tests and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal lft_oth1_unit1-23 Other Test 1 - Units - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_oth2_cs1-23 Other Test 2 - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_oth2_name1-2
3 

Other Test 2 - Name - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_oth2_oor1-23 Other Test 2 - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_oth2_rslt1-23 Other Test 2 - Result - 
# - [Liver Function 
Tests and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal lft_oth2_unit1-23 Other Test 2 - Units - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_oth3_cs1-23 Other Test 3 - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_oth3_name1-2
3 

Other Test 3 - Name - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_oth3_oor1-23 Other Test 3 - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_oth3_rslt1-23 Other Test 3 - Result - 
# - [Liver Function 
Tests and Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 

01. Principal lft_oth3_unit1-23 Other Test 3 - Units - # 
- [Liver Function Tests 
and Coagulation] 

 Char 
" "="Missing" 

01. Principal lft_others_oor1-2
3 

Others - Out Of Range 
- # - [Liver Function 
Tests and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ph_cs1-23 Phosphorus - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal lft_ph_oor1-23 Phosphorus - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_ph_rslt1-23 Phosphorus - Result 
(mg/dL) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_tbil_cs1-23 Total Bilirubin - 
Clinically Significant - # 
- [Liver Function Tests 
and Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_tbil_oor1-23 Total Bilirubin - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_tbil_rslt1-23 Total Bilirubin - Result  
(mg/dL) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 

01. Principal lft_tp_cs1-23 Total Protein - Clinically 
Significant - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_tp_oor1-23 Total Protein - Out Of 
Range - # - [Liver 
Function Tests and 
Coagulation] 

 .F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
0="No" 
1="Yes" 

01. Principal lft_tp_rslt1-23 Total Protein - Result 
(g/dL) - # - [Liver 
Function Tests and 
Coagulation] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
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Section 33: Polyphenon E/EGCG - Urine 

 
Class Variable Label Description Format Text 

01. Principal pkurine_creat1-5 Creatinine (mg/mL) - # 
- [Polyphenon E/EGCG 
- Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_ec1-5 EC (ng/mL) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_ec_creat
1-5 

EC Normalized By 
Creatinine (ng/mg) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_egc1-5 EGC (ng/mL) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_egc_cre
at1-5 

EGC Normalized By 
Creatinine (ng/mg) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_egcg1-5 EGCG (ng/mL) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_egcg_cr
eat1-5 

EGCG Normalized By 
Creatinine (ng/mg) - # - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_num Total Number Of 
Observations - 
[Polyphenon E/EGCG - 
Urine] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal pkurine_specid1-
5 

Specimen ID - # - 
[Polyphenon E/EGCG - 
Urine] 

 Char 
" "="Missing" 

01. Principal pkurine_timepoin
t1-5 

PK Timepoint (Hours) - 
# - [Polyphenon 
E/EGCG - Urine] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkurine_visit1-5 Visit Number - # - 
[Polyphenon E/EGCG - 
Urine] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
1="Visit 1" 
2="Visit 2" 
3="Visit 3" 
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Section 34: Polyphenon E/EGCG - Plasma 

 
Class Variable Label Description Format Text 

01. Principal pkplasma_comm
ents1-5 

Comments - # - 
[Polyphenon E/EGCG - 
Plasma] 

 Char 
" "="Missing" 

01. Principal pkplasma_ec1-5 EC (ng/mL) - # - 
[Polyphenon E/EGCG - 
Plasma] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkplasma_egc1-5 EGC (ng/mL) - # - 
[Polyphenon E/EGCG - 
Plasma] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkplasma_egcg1-
5 

EGCG (ng/mL) - # - 
[Polyphenon E/EGCG - 
Plasma] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkplasma_num Total Number Of 
Observations - 
[Polyphenon E/EGCG - 
Plasma] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal pkplasma_specid
1-5 

Specimen ID - # - 
[Polyphenon E/EGCG - 
Plasma] 

 Char 
" "="Missing" 

01. Principal pkplasma_timep
oint1-5 

PK Timepoint (Hours) - 
# - [Polyphenon 
E/EGCG - Plasma] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pkplasma_visit1-
5 

Visit Number - # - 
[Polyphenon E/EGCG - 
Plasma] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
1="Visit 1" 
2="Visit 2" 
3="Visit 3" 
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Section 35: Immunohistochemistry  

 
Class Variable Label Description Format Text 

01. Principal ihc_distribution_
scr2 

Distribution Score  - 
Screen 2 - 
[Immunohistochemistry] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="0% no stained cells" 
1="1-10% of cells stained" 
2="11%-50% of cells stained" 
3="51%-80% of cells stained" 
4="81%-100% of cells stained" 

01. Principal ihc_distribution_
v3 

Distribution Score  - 
Visit 3 - 
[Immunohistochemistry] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="0% no stained cells" 
1="1-10% of cells stained" 
2="11%-50% of cells stained" 
3="51%-80% of cells stained" 
4="81%-100% of cells stained" 

01. Principal ihc_intensity_scr
2 

Intensity Score - 
Screen 2 - 
[Immunohistochemistry] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="Negative" 
1="Weak" 
2="Moderate" 
3="Strong" 

01. Principal ihc_intensity_v3 Intensity Score - Visit 3 
- 
[Immunohistochemistry] 

 .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="Negative" 
1="Weak" 
2="Moderate" 
3="Strong" 

01. Principal ihc_specid_scr2 Specimen ID - Screen 
2 - 
[Immunohistochemistry] 

 Char 
" "="Missing" 

01. Principal ihc_specid_v3 Specimen ID - Visit 3 - 
[Immunohistochemistry] 

 Char 
" "="Missing" 

01. Principal ihc_total_scr2 Total Score (based on 
Intensity Score + 
Distribution Score) - 
Screen 2 - 
[Immunohistochemistry] 

 Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal ihc_total_v3 Total Score (based on 
Intensity Score + 
Distribution Score) - 
Visit 3 - 
[Immunohistochemistry] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 36: Stability 

 
Class Variable Label Description Format Text 

01. Principal stability_ast_alt_
v1-2 

In The Past 2 Weeks, 
Has The Patient Had 
Any Increases In ALT 
Or AST >5x Upper 
Limit Of Normal Or To 
>3x Baseline Levels? - 
Visit # - [Stability] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal stability_clin_hep
_v1-2 

In The Past 2 Weeks, 
Has The Patient Had 
Or Reported Any 
Symptoms Of Clinical 
Hepatitis? - Visit # - 
[Stability] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal stability_dir_bil_
v1-2 

In The Past 2 Weeks, 
Has The Patient Had 
Any Increases In Direct 
Bilirubin >1.5x ULN? - 
Visit # - [Stability] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal stability_dt_v1-2 Visit Date - Visit # - 
[Stability] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal stability_imm_re
act_v1-2 

In The Past 2 Weeks, 
Has The Patient Had 
Any Elevation Of Direct 
Bilirubin > ULN, 
Regardless Of ALT Or 
AST Levels, And With 
Indicators Of 
Immunological 
Reaction (i.e., Rash Or 
>5% Eosinophilia)? - 
Visit # - [Stability] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="No" 
1="Yes" 
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Section 37: Follow Up Alcohol 

 
Class Variable Label Description Format Text 

01. Principal falc_5_drinks_or
_more 

Enter The Number Of 
Days You Had 5 Or 
More Drinks - [Follow 
Up Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Never" 

01. Principal falc_avg_drinks_
per_day 

Enter The Average 
Number Of Drinks You 
Had Per Day - [Follow 
Up Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
1="1 Drink On Average" 
2="2 Drinks On Average, Not Sure" 

01. Principal falc_drank_last_3
0days 

During The Past 30 
Days, Did You Drink 
Any Alcoholic 
Beverages? - [Follow 
Up Alcohol] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="No (End)" 
1="Yes" 
2="Refused (End)" 
3="Don't know/Not sure" 

01. Principal falc_drinks_last_
30days 

Number Of Days You 
Drank During The 
Month - [Follow Up 
Alcohol] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
1="2 Days during the Month" 
2="4 Days during the Month" 

01. Principal falc_dt Visit Date - [Follow Up 
Alcohol] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 
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Section 38: Follow Up Tobacco 

 
Class Variable Label Description Format Text 

01. Principal ftob_avg_smoke
d 

On Average When You 
Have Smoked, About 
How Many Cigarettes 
Do You (Or Did You) 
Smoke A Day? - 
[Follow Up Tobacco] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 

01. Principal ftob_bidis Since Your Last Visit, 
Have You Used? - 
Bidis - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_chew_tobac
co 

Since Your Last Visit, 
Have You Used? - 
Paan With Tobacco, 
Gutka, Zarda, Khaini - 
[Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_cigars Since Your Last Visit, 
Have You Used? - 
Traditional Cigars, 
Cigarillos Or Filtered 
Cigars - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_cigs Since Your Last Visit, 
Have You Used? - 
Cigarettes - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_dt Visit Date - [Follow Up 
Tobacco] 

 SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal ftob_ecigs Since Your Last Visit, 
Have You Used? - 
E-Cigarettes Or Other 
Electronic Nicotine 
Delivery System - 
[Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_hookah Since Your Last Visit, 
Have You Used? - 
Hookah - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_kreteks Since Your Last Visit, 
Have You Used? - 
Clove Cigarettes Or 
Kreteks - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal ftob_last_cig How Long Has It Been 
Since You Last 
Smoked A Cigarette 
(Even One Or Two 
Puffs)? - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
1="I smoked a cigarette today (at least one 
puff)" 
2="1-7 days " 
3="Less than 1 month" 
4="Less than 1 year" 
5="More than 1 year" 
6="Don't know/don't remember" 

01. Principal ftob_last_used_o
ther_tobacco 

If You Do Not Currently 
Use Other Forms Of 
Tobacco, But Did In 
The Past, How Long 
Has It Been Since You 
Last Used Other Forms 
Of Tobacco Regularly? 
- [Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Never used other forms of tobacco 
regularly" 
1="Within the past month (0 to 1 month ago)" 
2="Between 1 and 3 months (1 to 3 months 
ago)" 
3="Between 3 and 6 months (3 to 6 months 
ago)" 
4="Between 6 and 12 months (6 to 12 
months ago)" 
5="Between 1 and 5 years (1 to 5 years 
ago)" 
6="Between 5 and 15 years (5 to 15 years 
ago)" 
7="More than 15 years ago" 
8="Don't know/not sure" 

01. Principal ftob_noncig_toba
cco_use 

Since Your Last Visit, 
Have You Used Other 
Forms Of Tobacco, Not 
Including Cigarettes? - 
[Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Not at all (Skip to question 3)" 
1="Every day" 
2="Some days " 
3="Never smoked (Skip to Question 4)" 

01. Principal ftob_now_smoke Do You Now Smoke 
Cigarettes? - [Follow 
Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Not at all (Skip to question 3)" 
1="Every day" 
2="Some days" 
3="Never smoked (Skip to Question 4)" 

01. Principal ftob_pipes Since Your Last Visit, 
Have You Used? - 
Pipes - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_smoked_aft
er_treatment 

After The End Of Study 
Treatment, Please 
Indicate Whether You 
Smoked Cigarettes 
Every Day, Some 
Days, Or Not At All - 
[Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Did not smoke at all" 
1="Smoked every day" 
2="Smoked some days" 
3="Don't know/not sure" 
4="Not applicable (I have not completed the 
study treatment)" 
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Class Variable Label Description Format Text 

01. Principal ftob_smoked_dur
ing_treatment 

During Study 
Treatment, Please 
Indicate Whether You 
Smoked Cigarettes 
Every Day, Some 
Days, Or Not At All - 
[Follow Up Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="Did not smoke at all" 
1="Smoked every day" 
2="Smoked some days" 
3="Don't know/not sure" 
4="Not applicable" 

01. Principal ftob_smokeless_
tobacco 

Since Your Last Visit, 
Have You Used? - 
Smokeless Tobacco, 
Like Dip, Chew, Or 
Snuff - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_snus Since Your Last Visit, 
Have You Used? - 
Snus - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal ftob_waterpipe Since Your Last Visit, 
Have You Used? - 
Waterpipe - [Follow Up 
Tobacco] 

 .F="No Record For This Visit" 
.M="Missing" 
.R="Not Randomized" 
0="No" 
1="Yes" 
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Section 39: Batch Shipment Specimen Inventory  

 
Class Variable Label Description Format Text 

01. Principal spec_comments_
v1-3 

Comments - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Char 
" "="Missing" 

01. Principal spec_dt_v1-3 Visit Date - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal spec_gtp_id_v1-3 Green Top Plasma - 
Sample IDs - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Char 
" "="Missing" 

01. Principal spec_gtp_no_v1-
3 

Green Top Plasma - 
Number Of 1mL 
Aliquots - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal spec_gtpk_id_v1-
3 

Green Top PK - 
Sample IDs - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Char 
" "="Missing" 

01. Principal spec_gtpk_no_v1
-3 

Green Top PK - 
Number Of 1mL 
Aliquots - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal spec_ship_dt_v1-
3 

Ship Date - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal spec_ur_id_v1-3 Vial Urine PK - Sample 
IDs - Visit # - [Batch 
Shipment Specimen 
Inventory] 

 Char 
" "="Missing" 

01. Principal spec_ur_no_v1-3 Vial Urine PK - Number 
Of Vials - Visit # - 
[Batch Shipment 
Specimen Inventory] 

 Char 
" "="Missing" 
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Section 40: Unblinding 

 
Class Variable Label Description Format Text 

01. Principal unblind_agent_n
ame 

Agent Name - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="Polyphenon E" 

01. Principal unblind_agent_u
nits 

Agent Units - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="mg" 

01. Principal unblind_dcp_pro
tocol_numb 

DCP Protocol Number - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="NWU2016-08-02" 

01. Principal unblind_rand_nu
mb 

Randomization Number 
- [Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="DC005-01" 
2="DC005-02" 
3="DC005-03" 
4="DC005-04" 
5="DC005-05" 
6="DC005-06" 
7="DC005-08" 
8="PR046-01" 
9="PR046-02" 
10="PR046-03" 
11="PR046-05" 
12="PR046-06" 
13="PR046-07" 

01. Principal unblind_reg_con
sort_code 

Registering Consortium 
Code - [Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="IL036" 

01. Principal unblind_reg_insti
tut_code 

Registering Consortium 
Code - Institute Code - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="DC005" 
2="PR008" 

01. Principal unblind_reg_insti
tut_name 

Registering Consortium 
Code - Institute Name - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
1="Northwestern University" 

01. Principal unblind_tac Treatment Assignment 
Code (TAC) - 
[Unblinding] 

 .F="No Record For This Visit" 
.R="Not Randomized" 
0="TAC-0" 
1="TAC1" 
2="TAC2" 
3="TAC3" 
4="TAC4" 
5=""TAC5" " 
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Section 41: Research Blood Specimen Collection  

 
Class Variable Label Description Format Text 

01. Principal rb_admin_time_v
1-3 

Agent Administration 
Time - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_comments_v1
-3 

Comments - Visit # - 
[Research Blood 
Specimen Collection] 

 Char 
" "="Missing" 

01. Principal rb_dt_v1-3 Visit Date - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal rb_p1_did_v1-3 Daughter Specimen 
IDs Associated With 
Parent Specimen 1 - 
Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p1_dt_v1-3 Parent Specimen 1 - 
Collection Date - Visit # 
- [Research Blood 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p1_id_v1-3 Parent Specimen 1 - ID 
- Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p1_no_v1-3 Number Of Daughter 
Specimen Associated 
With Parent Specimen 
1 - Visit # - [Research 
Blood Specimen 
Collection] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p1_time_coll_
v1-3 

Time Parent Specimen 
1 Collected - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p1_type_v1-3 Parent Specimen 1 - 
Type - Visit # - 
[Research Blood 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
1="PK" 
2="Plasma" 
3="Buffy Coat" 
4="gamma-OHPdG" 

01. Principal rb_p2_did_v1-3 Daughter Specimen 
IDs Associated With 
Parent Specimen 2 - 
Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p2_dt_v1-3 Parent Specimen 2 - 
Collection Date - Visit # 
- [Research Blood 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 
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Class Variable Label Description Format Text 

01. Principal rb_p2_id_v1-3 Parent Specimen 2 - ID 
- Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p2_no_v1-3 Number Of Daughter 
Specimen Associated 
With Parent Specimen 
2 - Visit # - [Research 
Blood Specimen 
Collection] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p2_time_coll_
v1-3 

Time Parent Specimen 
2 Collected - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p2_type_v1-3 Parent Specimen 2 - 
Type - Visit # - 
[Research Blood 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
1="PK" 
2="Plasma" 
3="Buffy Coat" 
4="gamma-OHPdG" 

01. Principal rb_p3_did_v1-3 Daughter Specimen 
IDs Associated With 
Parent Specimen 3 - 
Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p3_dt_v1-3 Parent Specimen 3 - 
Collection Date - Visit # 
- [Research Blood 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p3_id_v1-3 Parent Specimen 3 - ID 
- Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p3_no_v1-3 Number Of Daughter 
Specimen Associated 
With Parent Specimen 
3 - Visit # - [Research 
Blood Specimen 
Collection] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p3_time_coll_
v1-3 

Time Parent Specimen 
3 Collected - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p3_type_v1-3 Parent Specimen 3 - 
Type - Visit # - 
[Research Blood 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
1="PK" 
2="Plasma" 
3="Buffy Coat" 
4="gamma-OHPdG" 

01. Principal rb_p4_did_v1-3 Daughter Specimen 
IDs Associated With 
Parent Specimen 4 - 
Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal rb_p4_dt_v1-3 Parent Specimen 4 - 
Collection Date - Visit # 
- [Research Blood 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p4_id_v1-3 Parent Specimen 4 - ID 
- Visit # - [Research 
Blood Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rb_p4_no_v1-3 Number Of Daughter 
Specimen Associated 
With Parent Specimen 
4 - Visit # - [Research 
Blood Specimen 
Collection] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p4_time_coll_
v1-3 

Time Parent Specimen 
4 Collected - Visit # - 
[Research Blood 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rb_p4_type_v1-3 Parent Specimen 4 - 
Type - Visit # - 
[Research Blood 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
1="PK" 
2="Plasma" 
3="Buffy Coat" 
4="gamma-OHPdG" 

01. Principal rb_temp_v1-3 Storage Temperature 
(C) - Visit # - [Research 
Blood Specimen 
Collection] 

 Numeric 
.F="No Record For This Visit" 
.M="Missing" 
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Section 42: Research Urine Specimen Collection  

 
Class Variable Label Description Format Text 

01. Principal rur_admin_time_
scr2 

Agent Administration 
Time - Screen 2 - 
[Research Urine 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rur_admin_time_
v2-3 

Agent Administration 
Time - Visit # - 
[Research Urine 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rur_dt_scr2 Visit Date - Screen 2 - 
[Research Urine 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal rur_dt_v2-3 Visit Date - Visit # - 
[Research Urine 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal rur_p1_30ml_scr
2 

Parent Specimen 1 - 
Were At Least 30 
Milliliters (ml) 
Collected? - Screen 2 - 
[Research Urine 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal rur_p1_30ml_v2-
3 

Parent Specimen 1 - 
Were At Least 30 
Milliliters (ml) 
Collected? - Visit # - 
[Research Urine 
Specimen Collection] 

 .F="No Record For This Visit" 
.M="Missing" 
0="No" 
1="Yes" 

01. Principal rur_p1_comm_sc
r2 

Parent Specimen 1 - 
Comments - Screen 2 - 
[Research Urine 
Specimen Collection] 

 Char 
" "="Missing" 

01. Principal rur_p1_comm_v2
-3 

Parent Specimen 1 - 
Comments - Visit # - 
[Research Urine 
Specimen Collection] 

 Char 
" "="Missing" 

01. Principal rur_p1_dt_scr2 Parent Specimen 1 - 
Collection Date - 
Screen 2 - [Research 
Urine Specimen 
Collection] 

 SAS Date 
.F="No Record For This Visit" 

01. Principal rur_p1_dt_v2-3 Parent Specimen 1 - 
Collection Date - Visit # 
- [Research Urine 
Specimen Collection] 

 SAS Date 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rur_p1_id_scr2 Parent Specimen 1 - ID 
- Screen 2 - [Research 
Urine Specimen 
Collection] 

 Char 
" "="Missing" 
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Class Variable Label Description Format Text 

01. Principal rur_p1_id_v2-3 Parent Specimen 1 - ID 
- Visit # - [Research 
Urine Specimen 
Collection] 

 Char 
" "="Missing" 

01. Principal rur_p1_time_coll
_scr2 

Parent Specimen 1 - 
Time Collected - 
Screen 2 - [Research 
Urine Specimen 
Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 

01. Principal rur_p1_time_coll
_v2-3 

Parent Specimen 1 - 
Time Collected - Visit # 
- [Research Urine 
Specimen Collection] 

 SAS Time 
.F="No Record For This Visit" 
.M="Missing" 
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