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NWU2013-02-01 - Enhanced Person: Data Dictionary 
 

Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal Participant_Identi
fier 

Participant Identifier Participant Identifier Char 
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Section 2: Demographics 

 
Class Variable Label Description Format Text 

01. Principal age_at_screen_1 Age At Screen 1 Age At Screen 1 Numeric 

01. Principal arm Arm Arm .R="Not Randomized" 
1="Iloprost 4 Times A Day" 
2="Placebo 4 Times A Day" 
3="Iloprost 2 Times A Day" 
4="Placebo 2 Times A Day" 

01. Principal cohort Study Cohort Study Cohort .R="Not Randomized" 
1="Study Agent 4 Times A Day (QID)" 
2="Study Agent 2 Times A Day (BID)" 

01. Principal ethnicity Ethnicity Ethnicity 0="Not Hispanic Or Latino" 
1="Hispanic Or Latino" 

01. Principal gender Gender Gender 0="Male" 
1="Female" 

01. Principal race Race Race 1="White" 
2="Black Or African American" 
3="Asian" 
4="American Indian Or Alaska Native" 
5="Native Hawaiian Or Other Pacific 
Islander" 

01. Principal race1-2 Race 2 Race 2 0="Not Reported" 
1="White" 
9="Unknown" 
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Section 3: Pre-Enrollment 

 
Class Variable Label Description Format Text 

01. Principal preenrl_comment
s 

Pre-Enrollment 
Comments 

Pre-Enrollment 
Comments 

Char 

01. Principal preenrl_country_
code 

Country Code Country Code 1="USA" 

01. Principal preenrl_meet_crit
eria 

Does This Participant 
Meet All Screening 
Criteria? 

Does This Participant 
Meet All Screening 
Criteria? 

0="No" 
1="Yes" 

01. Principal preenrl_payment
_method 

Method Of Payment Method Of Payment 1="Medicare" 
2="Medicare And Private Insurance" 
3="Military Or Veterans Sponsored, NOS" 
4="Military Sponsored (Including CHAMPUS 
& TriCare)" 
5="No Means Of Payment (No Insurance)" 
6="Private Insurance" 
7="Other" 
9="Unknown" 

01. Principal preenrl_reg_insti
tution 

Registering Institution Registering Institution Char 

01. Principal preenrl_scr_dt Screen 1 Date 
(Pre-Screening Visit) 

Screen 1 Date 
(Pre-Screening Visit) 

SAS Date 

01. Principal preenrl_scr_fail If No, Specify Primary 
Reason For Screen 
Failure 

If No, Specify Primary 
Reason For Screen 
Failure 

.N="N/A" 
1="Did Not Meet Eligibility Criteria" 

01. Principal preenrl_scr_fail_
spec 

Screen Failure, Specify Screen Failure, Specify Char 

01. Principal preenrl_screen_i
d 

Screening Identification 
Number (SID) 

Screening Identification 
Number (SID) 

Char 



  

NWU2013-02-01 - Enhanced Person: Data Dictionary  

03/10/2021 

7 

 
 

Section 4: Informed Consent Form 

 
Class Variable Label Description Format Text 

01. Principal icf_biospec_canc
1-4 

Participant Gives 
Consent For Their 
Sputum, Blood, Urine, 
And Tissue Samples 
To Be Kept And Used 
For Future Lung 
Cancer Research 

Participant Gives 
Consent For Their 
Sputum, Blood, Urine, 
And Tissue Samples To 
Be Kept And Used For 
Future Lung Cancer 
Research 

.N="N/A" 
1="Yes" 

01. Principal icf_biospec_oth1
-4 

Participant Gives 
Consent For Their 
Sputum, Blood, Urine, 
And Tissue Samples 
To Be Kept And Used 
For Other Health 
Research 

Participant Gives 
Consent For Their 
Sputum, Blood, Urine, 
And Tissue Samples To 
Be Kept And Used For 
Other Health Research 

.N="N/A" 
1="Yes" 

01. Principal icf_comments1-4 Consent Form 
Comments 

Consent Form 
Comments 

Char 

01. Principal icf_consent_date
1-4 

Date Of Consent Date Of Consent SAS Date 
.N="N/A" 

01. Principal icf_de_id_genetic
s1-4 

Participant Gives 
Consent For Study 
Investigators To 
Deposit De-Identified 
Data From Genetic And 
Genomic Studies 

Participant Gives 
Consent For Study 
Investigators To Deposit 
De-Identified Data From 
Genetic And Genomic 
Studies 

.M="Missing" 

.N="N/A" 
1="Yes" 

01. Principal icf_form_type1-4 Type Of Consent Form Type Of Consent Form .N="N/A" 
1="Main" 
2="Screening" 

01. Principal icf_form_version
1-4 

Consent Form Version 
Number 

Consent Form Version 
Number 

Numeric 
.M="Missing" 
.N="N/A" 

01. Principal icf_future_resear
ch1-4 

Participant Gives 
Consent For Their 
Study Doctor To 
Contact Them In The 
Future About Research 

Participant Gives 
Consent For Their Study 
Doctor To Contact Them 
In The Future About 
Research 

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

01. Principal icf_upload_name
1-4 

Consent Form Upload 
Name 

Consent Form Upload 
Name 

Char 

01. Principal icf_version_date
1-4 

Consent Form Version 
Date 

Consent Form Version 
Date 

SAS Date 
.N="N/A" 
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Section 5: Eligibility 

 
Class Variable Label Description Format Text 

01. Principal elig_comments Eligibility Comments Eligibility Comments Char 

01. Principal elig_is_participa
nt_elig 

Is This Participant 
Eligible For Inclusion 
On This Protocol? 

Is This Participant 
Eligible For Inclusion On 
This Protocol? 

.R="Not Randomized" 
1="Yes" 
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Section 6: Enrollment 

 
Class Variable Label Description Format Text 

01. Principal enrl_agent_start_
date 

Date Agent Started Date Agent Started SAS Date 
.R="Not Randomized" 

01. Principal enrl_comments Enrollment Comments Enrollment Comments Char 

01. Principal enrl_randomizati
on_date 

Participant 
Randomization Date 

Participant 
Randomization Date 

SAS Date 
.R="Not Randomized" 

01. Principal enrl_registration
_date 

Participant Registration 
Date 

Participant Registration 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal enrl_visit_date Enrollment Visit Date Enrollment Visit Date SAS Date 
.R="Not Randomized" 
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Section 7: Smoking History 

 
Class Variable Label Description Format Text 

01. Principal smkhx_age_bega
n 

Age Began Smoking 
Cigarettes 

Age Began Smoking 
Cigarettes 

Numeric 
.R="Not Randomized" 

01. Principal smkhx_age_stop
ped 

Cigarette Packs Per 
Day 

Cigarette Packs Per Day Numeric 
.R="Not Randomized" 

01. Principal smkhx_comment
s 

Smoking History 
Comments 

Smoking History 
Comments 

Char 

01. Principal smkhx_pack_yea
rs 

Number Of Pack Years 
Smoked 

Number Of Pack Years 
Smoked 

Numeric 
.R="Not Randomized" 

01. Principal smkhx_smoking_
stat 

Smoking History Status Smoking History Status .R="Not Randomized" 
1="Former Smoker" 

01. Principal smkhx_visit_dt Smoking History Visit 
Date 

Smoking History Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal smkhx_years_sm
oked 

Number Of Years 
Smoked Cigarettes 

Number Of Years 
Smoked Cigarettes 

Numeric 
.R="Not Randomized" 
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Section 8: Sputum Cytology 

 
Class Variable Label Description Format Text 

01. Principal sput_carc_type_
oth_1-6 

Invasive Carcinoma 
Type (When 
Applicable): 

Invasive Carcinoma 
Type (When Applicable): 

Char 

01. Principal sput_carc_type_
pscr_1-6 

Invasive Carcinoma 
Type (When 
Applicable): 

Invasive Carcinoma 
Type (When Applicable): 

Char 

01. Principal sput_carc_type_
v3_1-6 

Invasive Carcinoma 
Type (When 
Applicable): 

Invasive Carcinoma 
Type (When Applicable): 

Char 

01. Principal sput_comments_
oth_1-6 

Sputum Cytology 
Comments 

Sputum Cytology 
Comments 

Char 

01. Principal sput_comments_
pscr_1-6 

Sputum Cytology 
Comments 

Sputum Cytology 
Comments 

Char 

01. Principal sput_comments_
v3_1-6 

Sputum Cytology 
Comments 

Sputum Cytology 
Comments 

Char 

01. Principal sput_cyt_opt_oth
_1-6 

Cytologic Diagnosis 
Options 

Cytologic Diagnosis 
Options 

.N="N/A" 

.R="Not Randomized" 
1="No Significant Epithelial Abnormalities" 
2="Normal Metaplasia" 
3="Mild Atypia" 
4="Moderate Atypia" 
5="Severe (Marked) Atypia" 
6="Squamous Metaplasia" 
7="Unsatisfactory Sample" 

01. Principal sput_cyt_opt_ps
cr_1-6 

Cytologic Diagnosis 
Options 

Cytologic Diagnosis 
Options 

.N="N/A" 

.R="Not Randomized" 
1="No Significant Epithelial Abnormalities" 
2="Normal Metaplasia" 
3="Mild Atypia" 
4="Moderate Atypia" 
5="Severe (Marked) Atypia" 
6="Squamous Metaplasia" 
7="Unsatisfactory Sample" 

01. Principal sput_cyt_opt_v3
_1-6 

Cytologic Diagnosis 
Options 

Cytologic Diagnosis 
Options 

.N="N/A" 

.R="Not Randomized" 
1="No Significant Epithelial Abnormalities" 
3="Mild Atypia" 
4="Moderate Atypia" 
5="Severe (Marked) Atypia" 
6="Squamous Metaplasia" 
7="Unsatisfactory Sample" 

01. Principal sput_first_dt_oth
_1-6 

Date Of First Sputum 
Collected 

Date Of First Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_first_dt_psc
r_1-6 

Date Of First Sputum 
Collected 

Date Of First Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal sput_first_dt_v3_
1-6 

Date Of First Sputum 
Collected 

Date Of First Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_hyptonic_ot
h_1-6 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal sput_hyptonic_p
scr_1-6 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal sput_hyptonic_v
3_1-6 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

Was Sputum Induction 
With Hypertonic Saline 
Performed? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal sput_last_dt_oth
_1-6 

Date Of Last Sputum 
Collected 

Date Of Last Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_last_dt_psc
r_1-6 

Date Of Last Sputum 
Collected 

Date Of Last Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_last_dt_v3_
1-6 

Date Of Last Sputum 
Collected 

Date Of Last Sputum 
Collected 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_visit_dt_oth
_1-6 

Sputum Cytology Visit 
Date 

Sputum Cytology Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_visit_dt_ps
cr_1-6 

Sputum Cytology Visit 
Date 

Sputum Cytology Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal sput_visit_dt_v3_
1-6 

Sputum Cytology Visit 
Date 

Sputum Cytology Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 9: Baseline Symptoms 

 
Class Variable Label Description Format Text 

01. Principal baselsymp_com
ments1-7 

Baseline Symptoms 
Comments 

Baseline Symptoms 
Comments 

Char 

01. Principal baselsymp_onset
_date1-7 

Baseline Symptoms 
Original Onset Date 

Baseline Symptoms 
Original Onset Date 

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

01. Principal baselsymp_sever
ity1-7 

Baseline Symptoms 
Severity 

Baseline Symptoms 
Severity 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
1="Mild" 
2="Moderate" 
3="Severe" 

01. Principal baselsymp_symp
_desc1-7 

Baseline Symptoms 
Description 

Baseline Symptoms 
Description 

Char 

01. Principal baselsymp_visit_
date 

Baseline Symptoms 
Visit Date 

Baseline Symptoms Visit 
Date 

SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 
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Section 10: Medical History 

 
Class Variable Label Description Format Text 

01. Principal medhx_breast_c
omments 

Breasts: Comments 
(Required If Abnormal) 

Breasts: Comments 
(Required If Abnormal) 

Char 

01. Principal medhx_breast_st
at 

Breasts Medical History Breasts Medical History .R="Not Randomized" 
1="Normal" 
3="Not Assessed" 

01. Principal medhx_cardio_c
omments 

Cardiovascular: 
Comments (Required If 
Abnormal) 

Cardiovascular: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_cardio_st
at 

Cardiovascular Medical 
History 

Cardiovascular Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_comment
s 

Comments Comments Char 

01. Principal medhx_derma_c
omments 

Dermatologic: 
Comments (Required If 
Abnormal) 

Dermatologic: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_derma_st
at 

Dermatologic Medical 
History 

Dermatologic Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_endo_co
mments 

Endocrine/Metabolic: 
Comments (Required If 
Abnormal) 

Endocrine/Metabolic: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_endo_sta
t 

Endocrine/Metabolic 
Medical History 

Endocrine/Metabolic 
Medical History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Assessed" 

01. Principal medhx_gastro_c
omments 

Gastrointestinal: 
Comments (Required If 
Abnormal) 

Gastrointestinal: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_gastro_st
at 

Gastrointestinal 
Medical History 

Gastrointestinal Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_genit_co
mments 

Genitourinary: 
Comments (Required If 
Abnormal) 

Genitourinary: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_genit_sta
t 

Genitourinary Medical 
History 

Genitourinary Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_heent_co
mments 

H/E/E/N/T: Comments 
(Required If Abnormal) 

H/E/E/N/T: Comments 
(Required If Abnormal) 

Char 

01. Principal medhx_heent_st
at 

H/E/E/N/T Medical 
History 

H/E/E/N/T Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_hema_co
mments 

Hematopoietic/Lymph: 
Comments (Required If 
Abnormal) 

Hematopoietic/Lymph: 
Comments (Required If 
Abnormal) 

Char 
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Class Variable Label Description Format Text 

01. Principal medhx_hema_sta
t 

Hematopoietic/Lymph 
Medical History 

Hematopoietic/Lymph 
Medical History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Assessed" 

01. Principal medhx_musculo
_comments 

Musculoskeletal: 
Comments (Required If 
Abnormal) 

Musculoskeletal: 
Comments (Required If 
Abnormal) 

Char 

01. Principal medhx_musculo
_stat 

Musculoskeletal 
Medical History 

Musculoskeletal Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_neck_co
mments 

Neck: Comments 
(Required If Abnormal) 

Neck: Comments 
(Required If Abnormal) 

Char 

01. Principal medhx_neck_stat Neck Medical History Neck Medical History .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Assessed" 

01. Principal medhx_neuro_co
mments 

Neurologic: Comments 
(Required If Abnormal) 

Neurologic: Comments 
(Required If Abnormal) 

Char 

01. Principal medhx_neuro_st
at 

Neurologic Medical 
History 

Neurologic Medical 
History 

.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal medhx_resp_co
mments 

Respiratory (Required 
If Abnormal) 

Respiratory (Required If 
Abnormal) 

Char 

01. Principal medhx_resp_stat Respiratory Medical 
History 

Respiratory Medical 
History 

.R="Not Randomized" 
2="Abnormal" 

01. Principal medhx_visit_date Visit Date Visit Date SAS Date 
.R="Not Randomized" 
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Section 11: Physical Exam 

 
Class Variable Label Description Format Text 

01. Principal phys_abdomen_
com_oth 

Abdomen (Required If 
Abnormal) 

Abdomen (Required If 
Abnormal) 

Char 

01. Principal phys_abdomen_
com_scr 

Abdomen (Required If 
Abnormal) 

Abdomen (Required If 
Abnormal) 

Char 

01. Principal phys_abdomen_
com_v2 

Abdomen (Required If 
Abnormal) 

Abdomen (Required If 
Abnormal) 

Char 

01. Principal phys_abdomen_
com_v3 

Abdomen (Required If 
Abnormal) 

Abdomen (Required If 
Abnormal) 

Char 

01. Principal phys_abdomen_
com_v4 

Abdomen (Required If 
Abnormal) 

Abdomen (Required If 
Abnormal) 

Char 

01. Principal phys_abdomen_
oth 

Abdomen Status Abdomen Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_abdomen_
scr 

Abdomen Status Abdomen Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_abdomen_
v2 

Abdomen Status Abdomen Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_abdomen_
v3 

Abdomen Status Abdomen Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_abdomen_
v4 

Abdomen Status Abdomen Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_appearanc
e_com_oth 

Appearance (Required 
If Abnormal) 

Appearance (Required If 
Abnormal) 

Char 

01. Principal phys_appearanc
e_com_scr 

Appearance (Required 
If Abnormal) 

Appearance (Required If 
Abnormal) 

Char 

01. Principal phys_appearanc
e_com_v2 

Appearance (Required 
If Abnormal) 

Appearance (Required If 
Abnormal) 

Char 

01. Principal phys_appearanc
e_com_v3 

Appearance (Required 
If Abnormal) 

Appearance (Required If 
Abnormal) 

Char 

01. Principal phys_appearanc
e_com_v4 

Appearance (Required 
If Abnormal) 

Appearance (Required If 
Abnormal) 

Char 

01. Principal phys_appearanc
e_oth 

Appearance Status Appearance Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
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Class Variable Label Description Format Text 

01. Principal phys_appearanc
e_scr 

Appearance Status Appearance Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_appearanc
e_v2 

Appearance Status Appearance Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_appearanc
e_v3 

Appearance Status Appearance Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_appearanc
e_v4 

Appearance Status Appearance Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal phys_breasts_co
m_oth 

Breasts (Required If 
Abnormal) 

Breasts (Required If 
Abnormal) 

Char 

01. Principal phys_breasts_co
m_scr 

Breasts (Required If 
Abnormal) 

Breasts (Required If 
Abnormal) 

Char 

01. Principal phys_breasts_co
m_v2 

Breasts (Required If 
Abnormal) 

Breasts (Required If 
Abnormal) 

Char 

01. Principal phys_breasts_co
m_v3 

Breasts (Required If 
Abnormal) 

Breasts (Required If 
Abnormal) 

Char 

01. Principal phys_breasts_co
m_v4 

Breasts (Required If 
Abnormal) 

Breasts (Required If 
Abnormal) 

Char 

01. Principal phys_breasts_ot
h 

Breasts Status Breasts Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_breasts_sc
r 

Breasts Status Breasts Status .R="Not Randomized" 
3="Not Examined" 

01. Principal phys_breasts_v2 Breasts Status Breasts Status .N="N/A" 
.R="Not Randomized" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_breasts_v3 Breasts Status Breasts Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_breasts_v4 Breasts Status Breasts Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_chest_com
_oth 

Chest (Required If 
Abnormal) 

Chest (Required If 
Abnormal) 

Char 

01. Principal phys_chest_com
_scr 

Chest (Required If 
Abnormal) 

Chest (Required If 
Abnormal) 

Char 

01. Principal phys_chest_com
_v2 

Chest (Required If 
Abnormal) 

Chest (Required If 
Abnormal) 

Char 

01. Principal phys_chest_com
_v3 

Chest (Required If 
Abnormal) 

Chest (Required If 
Abnormal) 

Char 

01. Principal phys_chest_com
_v4 

Chest (Required If 
Abnormal) 

Chest (Required If 
Abnormal) 

Char 
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Class Variable Label Description Format Text 

01. Principal phys_chest_oth Chest Status Chest Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_chest_scr Chest Status Chest Status .R="Not Randomized" 
1="Normal" 

01. Principal phys_chest_v2 Chest Status Chest Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_chest_v3 Chest Status Chest Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_chest_v4 Chest Status Chest Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal phys_comments
_oth 

Physical Exam 
Comments (Required If 
Abnormal) 

Physical Exam 
Comments (Required If 
Abnormal) 

Char 

01. Principal phys_comments
_scr 

Physical Exam 
Comments (Required If 
Abnormal) 

Physical Exam 
Comments (Required If 
Abnormal) 

Char 

01. Principal phys_comments
_v2 

Physical Exam 
Comments (Required If 
Abnormal) 

Physical Exam 
Comments (Required If 
Abnormal) 

Char 

01. Principal phys_comments
_v3 

Physical Exam 
Comments (Required If 
Abnormal) 

Physical Exam 
Comments (Required If 
Abnormal) 

Char 

01. Principal phys_comments
_v4 

Physical Exam 
Comments (Required If 
Abnormal) 

Physical Exam 
Comments (Required If 
Abnormal) 

Char 

01. Principal phys_genital_co
m_oth 

Genital (Required If 
Abnormal) 

Genital (Required If 
Abnormal) 

Char 

01. Principal phys_genital_co
m_scr 

Genital (Required If 
Abnormal) 

Genital (Required If 
Abnormal) 

Char 

01. Principal phys_genital_co
m_v2 

Genital (Required If 
Abnormal) 

Genital (Required If 
Abnormal) 

Char 

01. Principal phys_genital_co
m_v3 

Genital (Required If 
Abnormal) 

Genital (Required If 
Abnormal) 

Char 

01. Principal phys_genital_co
m_v4 

Genital (Required If 
Abnormal) 

Genital (Required If 
Abnormal) 

Char 

01. Principal phys_genital_oth Genital Status Genital Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_genital_scr Genital Status Genital Status .R="Not Randomized" 
3="Not Examined" 

01. Principal phys_genital_v2 Genital Status Genital Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 
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Class Variable Label Description Format Text 

01. Principal phys_genital_v3 Genital Status Genital Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_genital_v4 Genital Status Genital Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_heart_com
_oth 

Heart (Required If 
Abnormal) 

Heart (Required If 
Abnormal) 

Char 

01. Principal phys_heart_com
_scr 

Heart (Required If 
Abnormal) 

Heart (Required If 
Abnormal) 

Char 

01. Principal phys_heart_com
_v2 

Heart (Required If 
Abnormal) 

Heart (Required If 
Abnormal) 

Char 

01. Principal phys_heart_com
_v3 

Heart (Required If 
Abnormal) 

Heart (Required If 
Abnormal) 

Char 

01. Principal phys_heart_com
_v4 

Heart (Required If 
Abnormal) 

Heart (Required If 
Abnormal) 

Char 

01. Principal phys_heart_oth Heart Status Heart Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_heart_scr Heart Status Heart Status .R="Not Randomized" 
1="Normal" 

01. Principal phys_heart_v2 Heart Status Heart Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_heart_v3 Heart Status Heart Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_heart_v4 Heart Status Heart Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_heent_com
_oth 

H/E/E/N/T (Required If 
Abnormal) 

H/E/E/N/T (Required If 
Abnormal) 

Char 

01. Principal phys_heent_com
_scr 

H/E/E/N/T (Required If 
Abnormal) 

H/E/E/N/T (Required If 
Abnormal) 

Char 

01. Principal phys_heent_com
_v2 

H/E/E/N/T (Required If 
Abnormal) 

H/E/E/N/T (Required If 
Abnormal) 

Char 

01. Principal phys_heent_com
_v3 

H/E/E/N/T (Required If 
Abnormal) 

H/E/E/N/T (Required If 
Abnormal) 

Char 

01. Principal phys_heent_com
_v4 

H/E/E/N/T (Required If 
Abnormal) 

H/E/E/N/T (Required If 
Abnormal) 

Char 

01. Principal phys_heent_oth H/E/E/N/T Status H/E/E/N/T Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_heent_scr H/E/E/N/T Status H/E/E/N/T Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
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Class Variable Label Description Format Text 

01. Principal phys_heent_v2 H/E/E/N/T Status H/E/E/N/T Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_heent_v3 H/E/E/N/T Status H/E/E/N/T Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_heent_v4 H/E/E/N/T Status H/E/E/N/T Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_lungs_com
_oth 

Lungs (Required If 
Abnormal) 

Lungs (Required If 
Abnormal) 

Char 

01. Principal phys_lungs_com
_scr 

Lungs (Required If 
Abnormal) 

Lungs (Required If 
Abnormal) 

Char 

01. Principal phys_lungs_com
_v2 

Lungs (Required If 
Abnormal) 

Lungs (Required If 
Abnormal) 

Char 

01. Principal phys_lungs_com
_v3 

Lungs (Required If 
Abnormal) 

Lungs (Required If 
Abnormal) 

Char 

01. Principal phys_lungs_com
_v4 

Lungs (Required If 
Abnormal) 

Lungs (Required If 
Abnormal) 

Char 

01. Principal phys_lungs_oth Lungs Status Lungs Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_lungs_scr Lungs Status Lungs Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal phys_lungs_v2 Lungs Status Lungs Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal phys_lungs_v3 Lungs Status Lungs Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal phys_lungs_v4 Lungs Status Lungs Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 

01. Principal phys_lymph_co
m_oth 

Lymph Nodes 
(Required If Abnormal) 

Lymph Nodes (Required 
If Abnormal) 

Char 

01. Principal phys_lymph_co
m_scr 

Lymph Nodes 
(Required If Abnormal) 

Lymph Nodes (Required 
If Abnormal) 

Char 

01. Principal phys_lymph_co
m_v2 

Lymph Nodes 
(Required If Abnormal) 

Lymph Nodes (Required 
If Abnormal) 

Char 

01. Principal phys_lymph_co
m_v3 

Lymph Nodes 
(Required If Abnormal) 

Lymph Nodes (Required 
If Abnormal) 

Char 

01. Principal phys_lymph_co
m_v4 

Lymph Nodes 
(Required If Abnormal) 

Lymph Nodes (Required 
If Abnormal) 

Char 

01. Principal phys_lymph_oth Lymph Nodes Status Lymph Nodes Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 
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Class Variable Label Description Format Text 

01. Principal phys_lymph_scr Lymph Nodes Status Lymph Nodes Status .R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_lymph_v2 Lymph Nodes Status Lymph Nodes Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_lymph_v3 Lymph Nodes Status Lymph Nodes Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_lymph_v4 Lymph Nodes Status Lymph Nodes Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_musculo_c
om_oth 

Musculoskeletal 
(Required If Abnormal) 

Musculoskeletal 
(Required If Abnormal) 

Char 

01. Principal phys_musculo_c
om_scr 

Musculoskeletal 
(Required If Abnormal) 

Musculoskeletal 
(Required If Abnormal) 

Char 

01. Principal phys_musculo_c
om_v2 

Musculoskeletal 
(Required If Abnormal) 

Musculoskeletal 
(Required If Abnormal) 

Char 

01. Principal phys_musculo_c
om_v3 

Musculoskeletal 
(Required If Abnormal) 

Musculoskeletal 
(Required If Abnormal) 

Char 

01. Principal phys_musculo_c
om_v4 

Musculoskeletal 
(Required If Abnormal) 

Musculoskeletal 
(Required If Abnormal) 

Char 

01. Principal phys_musculo_o
th 

Musculoskeletal Status Musculoskeletal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_musculo_s
cr 

Musculoskeletal Status Musculoskeletal Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_musculo_v
2 

Musculoskeletal Status Musculoskeletal Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_musculo_v
3 

Musculoskeletal Status Musculoskeletal Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_musculo_v
4 

Musculoskeletal Status Musculoskeletal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_neuro_com
_oth 

Neurological (Required 
If Abnormal) 

Neurological (Required If 
Abnormal) 

Char 

01. Principal phys_neuro_com
_scr 

Neurological (Required 
If Abnormal) 

Neurological (Required If 
Abnormal) 

Char 

01. Principal phys_neuro_com
_v2 

Neurological (Required 
If Abnormal) 

Neurological (Required If 
Abnormal) 

Char 

01. Principal phys_neuro_com
_v3 

Neurological (Required 
If Abnormal) 

Neurological (Required If 
Abnormal) 

Char 
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Class Variable Label Description Format Text 

01. Principal phys_neuro_com
_v4 

Neurological (Required 
If Abnormal) 

Neurological (Required If 
Abnormal) 

Char 

01. Principal phys_neuro_oth Neurological Status Neurological Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_neuro_scr Neurological Status Neurological Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_neuro_v2 Neurological Status Neurological Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_neuro_v3 Neurological Status Neurological Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_neuro_v4 Neurological Status Neurological Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_oth_site_c
om_oth 

Other Site Comments 
(Required If Abnormal) 

Other Site Comments 
(Required If Abnormal) 

Char 

01. Principal phys_oth_site_c
om_scr 

Other Site Comments 
(Required If Abnormal) 

Other Site Comments 
(Required If Abnormal) 

Char 

01. Principal phys_oth_site_c
om_v2 

Other Site Comments 
(Required If Abnormal) 

Other Site Comments 
(Required If Abnormal) 

Char 

01. Principal phys_oth_site_c
om_v3 

Other Site Comments 
(Required If Abnormal) 

Other Site Comments 
(Required If Abnormal) 

Char 

01. Principal phys_oth_site_c
om_v4 

Other Site Comments 
(Required If Abnormal) 

Other Site Comments 
(Required If Abnormal) 

Char 

01. Principal phys_oth_site_ot
h 

Other Site Status Other Site Status Char 

01. Principal phys_oth_site_sc
r 

Other Site Status Other Site Status Char 

01. Principal phys_oth_site_v2 Other Site Status Other Site Status Char 

01. Principal phys_oth_site_v3 Other Site Status Other Site Status Char 

01. Principal phys_oth_site_v4 Other Site Status Other Site Status Char 

01. Principal phys_oth_sys_sit
e_oth 

Other Body System 
Site 

Other Body System Site Char 

01. Principal phys_oth_sys_sit
e_scr 

Other Body System 
Site 

Other Body System Site Char 

01. Principal phys_oth_sys_sit
e_v2 

Other Body System 
Site 

Other Body System Site Char 

01. Principal phys_oth_sys_sit
e_v3 

Other Body System 
Site 

Other Body System Site Char 

01. Principal phys_oth_sys_sit
e_v4 

Other Body System 
Site 

Other Body System Site Char 

01. Principal phys_pelvis_com
_oth 

Pelvis (Required If 
Abnormal) 

Pelvis (Required If 
Abnormal) 

Char 
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01. Principal phys_pelvis_com
_scr 

Pelvis (Required If 
Abnormal) 

Pelvis (Required If 
Abnormal) 

Char 

01. Principal phys_pelvis_com
_v2 

Pelvis (Required If 
Abnormal) 

Pelvis (Required If 
Abnormal) 

Char 

01. Principal phys_pelvis_com
_v3 

Pelvis (Required If 
Abnormal) 

Pelvis (Required If 
Abnormal) 

Char 

01. Principal phys_pelvis_com
_v4 

Pelvis (Required If 
Abnormal) 

Pelvis (Required If 
Abnormal) 

Char 

01. Principal phys_pelvis_oth Pelvis Status Pelvis Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_pelvis_scr Pelvis Status Pelvis Status .R="Not Randomized" 
3="Not Examined" 

01. Principal phys_pelvis_v2 Pelvis Status Pelvis Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_pelvis_v3 Pelvis Status Pelvis Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_pelvis_v4 Pelvis Status Pelvis Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_prostate_c
om_oth 

Prostate (Required If 
Abnormal) 

Prostate (Required If 
Abnormal) 

Char 

01. Principal phys_prostate_c
om_scr 

Prostate (Required If 
Abnormal) 

Prostate (Required If 
Abnormal) 

Char 

01. Principal phys_prostate_c
om_v2 

Prostate (Required If 
Abnormal) 

Prostate (Required If 
Abnormal) 

Char 

01. Principal phys_prostate_c
om_v3 

Prostate (Required If 
Abnormal) 

Prostate (Required If 
Abnormal) 

Char 

01. Principal phys_prostate_c
om_v4 

Prostate (Required If 
Abnormal) 

Prostate (Required If 
Abnormal) 

Char 

01. Principal phys_prostate_ot
h 

Prostate Status Prostate Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_prostate_s
cr 

Prostate Status Prostate Status .R="Not Randomized" 
3="Not Examined" 

01. Principal phys_prostate_v
2 

Prostate Status Prostate Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_prostate_v
3 

Prostate Status Prostate Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_prostate_v
4 

Prostate Status Prostate Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_rectal_com
_oth 

Rectal (Required If 
Abnormal) 

Rectal (Required If 
Abnormal) 

Char 

01. Principal phys_rectal_com
_scr 

Rectal (Required If 
Abnormal) 

Rectal (Required If 
Abnormal) 

Char 
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Class Variable Label Description Format Text 

01. Principal phys_rectal_com
_v2 

Rectal (Required If 
Abnormal) 

Rectal (Required If 
Abnormal) 

Char 

01. Principal phys_rectal_com
_v3 

Rectal (Required If 
Abnormal) 

Rectal (Required If 
Abnormal) 

Char 

01. Principal phys_rectal_com
_v4 

Rectal (Required If 
Abnormal) 

Rectal (Required If 
Abnormal) 

Char 

01. Principal phys_rectal_oth Rectal Status Rectal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_rectal_scr Rectal Status Rectal Status .R="Not Randomized" 
3="Not Examined" 

01. Principal phys_rectal_v2 Rectal Status Rectal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_rectal_v3 Rectal Status Rectal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_rectal_v4 Rectal Status Rectal Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_skin_com_
oth 

Skin Comments Skin Comments Char 

01. Principal phys_skin_com_
scr 

Skin Comments Skin Comments Char 

01. Principal phys_skin_com_
v2 

Skin Comments Skin Comments Char 

01. Principal phys_skin_com_
v3 

Skin Comments Skin Comments Char 

01. Principal phys_skin_com_
v4 

Skin Comments Skin Comments Char 

01. Principal phys_skin_oth Skin Status Skin Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_skin_scr Skin Status Skin Status .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_skin_v2 Skin Status Skin Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Not Examined" 

01. Principal phys_skin_v3 Skin Status Skin Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_skin_v4 Skin Status Skin Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_thyroid_co
m_oth 

Thyroid (Required If 
Abnormal) 

Thyroid (Required If 
Abnormal) 

Char 
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Class Variable Label Description Format Text 

01. Principal phys_thyroid_co
m_scr 

Thyroid (Required If 
Abnormal) 

Thyroid (Required If 
Abnormal) 

Char 

01. Principal phys_thyroid_co
m_v2 

Thyroid (Required If 
Abnormal) 

Thyroid (Required If 
Abnormal) 

Char 

01. Principal phys_thyroid_co
m_v3 

Thyroid (Required If 
Abnormal) 

Thyroid (Required If 
Abnormal) 

Char 

01. Principal phys_thyroid_co
m_v4 

Thyroid (Required If 
Abnormal) 

Thyroid (Required If 
Abnormal) 

Char 

01. Principal phys_thyroid_oth Thyroid Status Thyroid Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_thyroid_scr Thyroid Status Thyroid Status .R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_thyroid_v2 Thyroid Status Thyroid Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_thyroid_v3 Thyroid Status Thyroid Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_thyroid_v4 Thyroid Status Thyroid Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_vascular_c
om_oth 

Vascular System 
(Required If Abnormal) 

Vascular System 
(Required If Abnormal) 

Char 

01. Principal phys_vascular_c
om_scr 

Vascular System 
(Required If Abnormal) 

Vascular System 
(Required If Abnormal) 

Char 

01. Principal phys_vascular_c
om_v2 

Vascular System 
(Required If Abnormal) 

Vascular System 
(Required If Abnormal) 

Char 

01. Principal phys_vascular_c
om_v3 

Vascular System 
(Required If Abnormal) 

Vascular System 
(Required If Abnormal) 

Char 

01. Principal phys_vascular_c
om_v4 

Vascular System 
(Required If Abnormal) 

Vascular System 
(Required If Abnormal) 

Char 

01. Principal phys_vascular_o
th 

Vascular System 
Status 

Vascular System Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_vascular_s
cr 

Vascular System 
Status 

Vascular System Status .R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_vascular_v
2 

Vascular System 
Status 

Vascular System Status .N="N/A" 
.R="Not Randomized" 
1="Normal" 
3="Not Examined" 

01. Principal phys_vascular_v
3 

Vascular System 
Status 

Vascular System Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 

01. Principal phys_vascular_v
4 

Vascular System 
Status 

Vascular System Status .N="N/A" 
.R="Not Randomized" 
3="Not Examined" 
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Class Variable Label Description Format Text 

01. Principal phys_visit_dt_ot
h 

Physical Exam Visit 
Date 

Physical Exam Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal phys_visit_dt_sc
r 

Physical Exam Visit 
Date 

Physical Exam Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal phys_visit_dt_v2 Physical Exam Visit 
Date 

Physical Exam Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal phys_visit_dt_v3 Physical Exam Visit 
Date 

Physical Exam Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal phys_visit_dt_v4 Physical Exam Visit 
Date 

Physical Exam Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 12: Vital Signs 

 
Class Variable Label Description Format Text 

01. Principal vitsig_comments
_phc 

Vital Signs Comments Vital Signs Comments Char 

01. Principal vitsig_comments
_scr 

Vital Signs Comments Vital Signs Comments Char 

01. Principal vitsig_comments
_v2 

Vital Signs Comments Vital Signs Comments Char 

01. Principal vitsig_comments
_v3 

Vital Signs Comments Vital Signs Comments Char 

01. Principal vitsig_comments
_v4 

Vital Signs Comments Vital Signs Comments Char 

01. Principal vitsig_diastolic_p
hc 

Diastolic Blood 
Pressure 

Diastolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_diastolic_s
cr 

Diastolic Blood 
Pressure 

Diastolic Blood Pressure Numeric 
.R="Not Randomized" 

01. Principal vitsig_diastolic_v
2 

Diastolic Blood 
Pressure 

Diastolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_diastolic_v
3 

Diastolic Blood 
Pressure 

Diastolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_diastolic_v
4 

Diastolic Blood 
Pressure 

Diastolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_height_ph
c 

Height (cm) Height (cm) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_height_scr Height (cm) Height (cm) Numeric 
.R="Not Randomized" 

01. Principal vitsig_height_v2 Height (cm) Height (cm) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_height_v3 Height (cm) Height (cm) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_height_v4 Height (cm) Height (cm) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_perf_score
_phc 

Performance Score Performance Score .M="Missing" 
.R="Not Randomized" 
0="Fully active, unrestricted activities of daily 
living" 
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Class Variable Label Description Format Text 

01. Principal vitsig_perf_score
_scr 

Performance Score Performance Score .R="Not Randomized" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 

01. Principal vitsig_perf_score
_v2 

Performance Score Performance Score .M="Missing" 
.R="Not Randomized" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 

01. Principal vitsig_perf_score
_v3 

Performance Score Performance Score .M="Missing" 
.R="Not Randomized" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 

01. Principal vitsig_perf_score
_v4 

Performance Score Performance Score .M="Missing" 
.R="Not Randomized" 
0="Fully active, unrestricted activities of daily 
living" 
1="Ambulatory, but restricted in strenuous 
activity" 

01. Principal vitsig_pulse_phc Pulse Pulse Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_pulse_scr Pulse Pulse Numeric 
.R="Not Randomized" 

01. Principal vitsig_pulse_v2 Pulse Pulse Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_pulse_v3 Pulse Pulse Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_pulse_v4 Pulse Pulse Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_resp_phc Respiration (per 
Minute) 

Respiration (per Minute) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_resp_scr Respiration (per 
Minute) 

Respiration (per Minute) Numeric 
.R="Not Randomized" 

01. Principal vitsig_resp_v2 Respiration (per 
Minute) 

Respiration (per Minute) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_resp_v3 Respiration (per 
Minute) 

Respiration (per Minute) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_resp_v4 Respiration (per 
Minute) 

Respiration (per Minute) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_systolic_p
hc 

Systolic Blood Pressure Systolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal vitsig_systolic_s
cr 

Systolic Blood Pressure Systolic Blood Pressure Numeric 
.R="Not Randomized" 

01. Principal vitsig_systolic_v
2 

Systolic Blood Pressure Systolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_systolic_v
3 

Systolic Blood Pressure Systolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_systolic_v
4 

Systolic Blood Pressure Systolic Blood Pressure Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_temp_phc Temperature (Celsius) Temperature (Celsius) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_temp_scr Temperature (Celsius) Temperature (Celsius) Numeric 
.R="Not Randomized" 

01. Principal vitsig_temp_v2 Temperature (Celsius) Temperature (Celsius) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_temp_v3 Temperature (Celsius) Temperature (Celsius) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_temp_v4 Temperature (Celsius) Temperature (Celsius) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_visit_dt_p
hc 

Vital Signs Visit Date Vital Signs Visit Date SAS Date 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_visit_dt_sc
r 

Vital Signs Visit Date Vital Signs Visit Date SAS Date 
.R="Not Randomized" 

01. Principal vitsig_visit_dt_v2 Vital Signs Visit Date Vital Signs Visit Date SAS Date 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_visit_dt_v3 Vital Signs Visit Date Vital Signs Visit Date SAS Date 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_visit_dt_v4 Vital Signs Visit Date Vital Signs Visit Date SAS Date 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_weight_ph
c 

Weight (kg) Weight (kg) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_weight_scr Weight (kg) Weight (kg) Numeric 
.R="Not Randomized" 

01. Principal vitsig_weight_v2 Weight (kg) Weight (kg) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal vitsig_weight_v3 Weight (kg) Weight (kg) Numeric 
.M="Missing" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal vitsig_weight_v4 Weight (kg) Weight (kg) Numeric 
.M="Missing" 
.R="Not Randomized" 
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Section 13: Concomitant Medication 

 
Class Variable Label Description Format Text 

01. Principal conmed_comme
nts1-40 

Medication Comments Medication Comments Char 

01. Principal conmed_continui
ng1-40 

Medication Continuing? Medication Continuing? .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal conmed_dose1-4
0 

Medication Dose Medication Dose Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal conmed_freq1-40 Medication Frequency Medication Frequency Char 

01. Principal conmed_freq_sp
ec1-40 

Medication Frequency 
Specify 

Medication Frequency 
Specify 

Char 

01. Principal conmed_reporte
d_date1-40 

Medication Reported 
Date 

Medication Reported 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal conmed_start_da
te1-40 

Medication Start Date Medication Start Date SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal conmed_stop_da
te1-40 

Medication Stop Date Medication Stop Date SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal conmed_treatme
nt_name1-40 

Medication Or 
Treatment Name 

Medication Or Treatment 
Name 

Char 

01. Principal conmed_units1-4
0 

Medication Units Medication Units Char 

01. Principal conmed_units_s
pec1-40 

Medication Units 
Specify 

Medication Units Specify Char 
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Section 14: Smoking Status 

 
Class Variable Label Description Format Text 

01. Principal smkstat_comme
nts_scr 

Smoking Status 
Comments 

Smoking Status 
Comments 

Char 

01. Principal smkstat_comme
nts_v2 

Smoking Status 
Comments 

Smoking Status 
Comments 

Char 

01. Principal smkstat_comme
nts_v3 

Smoking Status 
Comments 

Smoking Status 
Comments 

Char 

01. Principal smkstat_comme
nts_v4 

Smoking Status 
Comments 

Smoking Status 
Comments 

Char 

01. Principal smkstat_habits_c
hange_scr 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

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

01. Principal smkstat_habits_c
hange_v2 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

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

01. Principal smkstat_habits_c
hange_v3 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

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

01. Principal smkstat_habits_c
hange_v4 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

Have Your Smoking 
Habits Changed Since 
Your Last Visit? 

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

01. Principal smkstat_how_ma
ny_scr 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

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

01. Principal smkstat_how_ma
ny_v2 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

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

01. Principal smkstat_how_ma
ny_v3 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

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

01. Principal smkstat_how_ma
ny_v4 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

On The Average, About 
How Many Cigarettes A 
Day Do You Smoke? (1 
Pack = 20 Cigarettes) 

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

01. Principal smkstat_stat_cha
nge_scr 

Date Of Smoking 
Status Change 

Date Of Smoking Status 
Change 

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

01. Principal smkstat_stat_cha
nge_v2 

Date Of Smoking 
Status Change 

Date Of Smoking Status 
Change 

SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal smkstat_stat_cha
nge_v3 

Date Of Smoking 
Status Change 

Date Of Smoking Status 
Change 

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

01. Principal smkstat_stat_cha
nge_v4 

Date Of Smoking 
Status Change 

Date Of Smoking Status 
Change 

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

01. Principal smkstat_visit_dt_
scr 

Smoking Status Visit 
Date 

Smoking Status Visit 
Date 

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

01. Principal smkstat_visit_dt_
v2 

Smoking Status Visit 
Date 

Smoking Status Visit 
Date 

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

01. Principal smkstat_visit_dt_
v3 

Smoking Status Visit 
Date 

Smoking Status Visit 
Date 

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

01. Principal smkstat_visit_dt_
v4 

Smoking Status Visit 
Date 

Smoking Status Visit 
Date 

SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 15: Six Minute Walk 

 
Class Variable Label Description Format Text 

01. Principal smw_bpm_1_scr 1 Minute: Heart Rate 
(bpm) 

1 Minute: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_1_v3 1 Minute: Heart Rate 
(bpm) 

1 Minute: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_2_scr 2 Minutes: Heart Rate 
(bpm) 

2 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_2_v3 2 Minutes: Heart Rate 
(bpm) 

2 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_3_scr 3 Minutes: Heart Rate 
(bpm) 

3 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_3_v3 3 Minutes: Heart Rate 
(bpm) 

3 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_4_scr 4 Minutes: Heart Rate 
(bpm) 

4 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_4_v3 4 Minutes: Heart Rate 
(bpm) 

4 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_5_scr 5 Minutes: Heart Rate 
(bpm) 

5 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_5_v3 5 Minutes: Heart Rate 
(bpm) 

5 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_6_scr 6 Minutes: Heart Rate 
(bpm) 

6 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_6_v3 6 Minutes: Heart Rate 
(bpm) 

6 Minutes: Heart Rate 
(bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_recov
_scr 

Recovery 1 Minute: 
Heart Rate (bpm) 

Recovery 1 Minute: 
Heart Rate (bpm) 

Numeric 
.M="Missing" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal smw_bpm_recov
_v3 

Recovery 1 Minute: 
Heart Rate (bpm) 

Recovery 1 Minute: 
Heart Rate (bpm) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_bpm_rest_s
cr 

Rest: Heart Rate (bpm) Rest: Heart Rate (bpm) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_bpm_rest_v
3 

Rest: Heart Rate (bpm) Rest: Heart Rate (bpm) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_broncho_ti
me_scr 

Bronchodilator: Time Of 
Last Dose 

Bronchodilator: Time Of 
Last Dose 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_broncho_ti
me_v3 

Bronchodilator: Time Of 
Last Dose 

Bronchodilator: Time Of 
Last Dose 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_comments_
scr 

Six Minute Walk 
Comments 

Six Minute Walk 
Comments 

Char 

01. Principal smw_comments_
v3 

Six Minute Walk 
Comments 

Six Minute Walk 
Comments 

Char 

01. Principal smw_distance_s
cr 

Distance (Miles) Distance (Miles) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_distance_v
3 

Distance (Miles) Distance (Miles) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_1
_scr 

1 Minute: Dyspnea 1 Minute: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_1
_v3 

1 Minute: Dyspnea 1 Minute: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_2
_scr 

2 Minutes: Dyspnea 2 Minutes: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_2
_v3 

2 Minutes: Dyspnea 2 Minutes: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_3
_scr 

3 Minutes: Dyspnea 3 Minutes: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_3
_v3 

3 Minutes: Dyspnea 3 Minutes: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_4
_scr 

4 Minutes: Dyspnea 4 Minutes: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal smw_dyspnea_4
_v3 

4 Minutes: Dyspnea 4 Minutes: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_5
_scr 

5 Minutes: Dyspnea 5 Minutes: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_5
_v3 

5 Minutes: Dyspnea 5 Minutes: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_6
_scr 

6 Minutes: Dyspnea 6 Minutes: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_6
_v3 

6 Minutes: Dyspnea 6 Minutes: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_re
cov_scr 

Recovery 1 Minute: 
Dyspnea 

Recovery 1 Minute: 
Dyspnea 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_re
cov_v3 

Recovery 1 Minute: 
Dyspnea 

Recovery 1 Minute: 
Dyspnea 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_dyspnea_re
st_scr 

Rest: Dyspnea Rest: Dyspnea Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_dyspnea_re
st_v3 

Rest: Dyspnea Rest: Dyspnea Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_gait_aid_sc
r 

Gait Aid Used? Gait Aid Used? .N="N/A" 
.R="Not Randomized" 
0="No" 

01. Principal smw_gait_aid_v3 Gait Aid Used? Gait Aid Used? .N="N/A" 
.R="Not Randomized" 
0="No" 

01. Principal smw_limig_low_
scr 

Limiting Factor To The 
Test: Low SpO2? 

Limiting Factor To The 
Test: Low SpO2? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_limig_low_
v3 

Limiting Factor To The 
Test: Low SpO2? 

Limiting Factor To The 
Test: Low SpO2? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_limit_leg_s
cr 

Limiting Factor To The 
Test: Leg fatigue? 

Limiting Factor To The 
Test: Leg fatigue? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_limit_leg_v
3 

Limiting Factor To The 
Test: Leg fatigue? 

Limiting Factor To The 
Test: Leg fatigue? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
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Class Variable Label Description Format Text 

01. Principal smw_limit_oth_s
cr 

Limiting Factor To The 
Test: Other 

Limiting Factor To The 
Test: Other 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_limit_oth_s
pec_scr 

Six Minutes Walk 
Limiting Factor, Other 
Specify 

Six Minutes Walk 
Limiting Factor, Other 
Specify 

Char 

01. Principal smw_limit_oth_s
pec_v3 

Six Minutes Walk 
Limiting Factor, Other 
Specify 

Six Minutes Walk 
Limiting Factor, Other 
Specify 

Char 

01. Principal smw_limit_oth_v
3 

Limiting Factor To The 
Test: Other 

Limiting Factor To The 
Test: Other 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal smw_limit_sob_s
cr 

Limiting Factor To The 
Test: SOB 

Limiting Factor To The 
Test: SOB 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal smw_limit_sob_v
3 

Limiting Factor To The 
Test: SOB 

Limiting Factor To The 
Test: SOB 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal smw_oxygen_scr Supplemental Oxygen 
Used? 

Supplemental Oxygen 
Used? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_oxygen_v3 Supplemental Oxygen 
Used? 

Supplemental Oxygen 
Used? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal smw_pred_max_
hr_scr 

Predicted Maximum 
Heart Rate (220 - Age) 

Predicted Maximum 
Heart Rate (220 - Age) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_pred_max_
hr_v3 

Predicted Maximum 
Heart Rate (220 - Age) 

Predicted Maximum 
Heart Rate (220 - Age) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_1_scr 1 Minute: Rests 1 Minute: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_1_v3 1 Minute: Rests 1 Minute: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_2_scr 2 Minutes: Rests 2 Minutes: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_2_v3 2 Minutes: Rests 2 Minutes: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_3_scr 3 Minutes: Rests 3 Minutes: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal smw_rests_3_v3 3 Minutes: Rests 3 Minutes: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_4_scr 4 Minutes: Rests 4 Minutes: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_4_v3 4 Minutes: Rests 4 Minutes: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_5_scr 5 Minutes: Rests 5 Minutes: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_5_v3 5 Minutes: Rests 5 Minutes: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_6_scr 6 Minutes: Rests 6 Minutes: Rests Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_6_v3 6 Minutes: Rests 6 Minutes: Rests Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_rests_recov
_scr 

Recovery 1 Minute: 
Rests 

Recovery 1 Minute: 
Rests 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_rests_recov
_v3 

Recovery 1 Minute: 
Rests 

Recovery 1 Minute: 
Rests 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_1_scr 1 Minute: SpO2 (%) 1 Minute: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_1_v3 1 Minute: SpO2 (%) 1 Minute: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_2_scr 2 Minutes: SpO2 (%) 2 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_2_v3 2 Minutes: SpO2 (%) 2 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_3_scr 3 Minutes: SpO2 (%) 3 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_3_v3 3 Minutes: SpO2 (%) 3 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal smw_spo2_4_scr 4 Minutes: SpO2 (%) 4 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_4_v3 4 Minutes: SpO2 (%) 4 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_5_scr 5 Minutes: SpO2 (%) 5 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_5_v3 5 Minutes: SpO2 (%) 5 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_6_scr 6 Minutes: SpO2 (%) 6 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_6_v3 6 Minutes: SpO2 (%) 6 Minutes: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_recov
_scr 

Recovery 1 Minute: 
SpO2 (%) 

Recovery 1 Minute: 
SpO2 (%) 

Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_recov
_v3 

Recovery 1 Minute: 
SpO2 (%) 

Recovery 1 Minute: 
SpO2 (%) 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_spo2_rest_
scr 

Rest: SpO2 (%) Rest: SpO2 (%) Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal smw_spo2_rest_
v3 

Rest: SpO2 (%) Rest: SpO2 (%) Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal smw_visit_dt_scr Six Minute Walk Visit 
Date 

Six Minute Walk Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal smw_visit_dt_v3 Six Minute Walk Visit 
Date 

Six Minute Walk Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 16: Full Pulmonary Function  Test 

 
Class Variable Label Description Format Text 

01. Principal pft_broncho_cha
nge_1-3 

Post-Bronchodilator: % 
Change 

Post-Bronchodilator: % 
Change 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_comments_1-
3 

Comments Comments Char 

01. Principal pft_diff_dl_va_ac
t_1-3 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: 
Actual 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dl_va_pc
t_1-3 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: % 
Predicted 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dl_va_pr
ed_1-3 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: 
Predicted 

Diffusion: DL/VA 
(ml/min/mmHG/L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcocor_
act_1-3 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Actual 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcocor_
pct_1-3 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: % 
Predicted 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcocor_
pred_1-3 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Predicted 

Diffusion: DLCOcor 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcounc_
act_1-3 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Actual 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcounc_
pct_1-3 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: % 
Predicted 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_dlcounc_
pred_1-3 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Predicted 

Diffusion: DLCOunc 
(ml/min/mmHg) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_va_act_1
-3 

Diffusion: VA (L) 
Pre-Bronchodilator: 
Actual 

Diffusion: VA (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_diff_va_pct_1
-3 

Diffusion: VA (L) 
Pre-Bronchodilator: % 
Predicted 

Diffusion: VA (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal pft_diff_va_pred_
1-3 

Diffusion: VA (L) 
Pre-Bronchodilator: 
Predicted 

Diffusion: VA (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fef_pos
t_act_1-3 

Spirometry: FEF 
25-75% (L/sec) 
Post-Bronchodilator: 
Actual 

Spirometry: FEF 25-75% 
(L/sec) 
Post-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fef_pos
t_pct_1-3 

Spirometry: FEF 
25-75% (L/sec) 
Post-Bronchodilator: % 
change 

Spirometry: FEF 25-75% 
(L/sec) 
Post-Bronchodilator: % 
change 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fef_pre
_act_1-3 

Spirometry: FEF 
25-75% (L/sec) 
Pre-Bronchodilator: 
Actual 

Spirometry: FEF 25-75% 
(L/sec) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fef_pre
_pct_1-3 

Spirometry: FEF 
25-75% (L/sec) 
Pre-Bronchodilator: % 
Predicted 

Spirometry: FEF 25-75% 
(L/sec) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fef_pre
_pred_1-3 

Spirometry: FEF 
25-75% (L/sec) 
Pre-Bronchodilator: 
Predicted 

Spirometry: FEF 25-75% 
(L/sec) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fev_po
st_act_1-3 

Spirometry: FEV1 (L) 
Post-Bronchodilator: 
Actual 

Spirometry: FEV1 (L) 
Post-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fev_po
st_pct_1-3 

Spirometry: FEV1 (L) 
Post-Bronchodilator: % 
change 

Spirometry: FEV1 (L) 
Post-Bronchodilator: % 
change 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fev_pre
_act_1-3 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: 
Actual 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fev_pre
_pct_1-3 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: % 
Predicted 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fev_pre
_pred_1-3 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: 
Predicted 

Spirometry: FEV1 (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fevfvc_
post_act_1-3 

Spirometry: FEV1/FVC 
(%) 
Post-Bronchodilator: 
Actual 

Spirometry: FEV1/FVC 
(%) Post-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fevfvc_
post_pct_1-3 

Spirometry: FEV1/FVC 
(%) 
Post-Bronchodilator: % 
change 

Spirometry: FEV1/FVC 
(%) Post-Bronchodilator: 
% change 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fevfvc_
pre_act_1-3 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
Actual 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fevfvc_
pre_pct_1-3 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
% Predicted 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
% Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal pft_spiro_fevfvc_
pre_pred_1-3 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
Predicted 

Spirometry: FEV1/FVC 
(%) Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fvc_po
st_act_1-3 

Spirometry: FVC (L) 
Post-Bronchodilator: 
Actual 

Spirometry: FVC (L) 
Post-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fvc_pre
_act_1-3 

Spirometry: FVC (L) 
Pre-Bronchodilator: 
Actual 

Spirometry: FVC (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fvc_pre
_pct_1-3 

Spirometry: FVC (L) 
Pre-Bronchodilator: % 
Predicted 

Spirometry: FVC (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_spiro_fvc_pre
_pred_1-3 

Spirometry: FVC (L) 
Pre-Bronchodilator: 
Predicted 

Spirometry: FVC (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_visit_dt_1-3 Visit Date Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_erv_act_
1-3 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_erv_pct_
1-3 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_erv_pred
_1-3 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: ERV (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_ic_act_1-
3 

Lung Volumes: IC (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: IC (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_ic_pct_1-
3 

Lung Volumes: IC (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: IC (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_ic_pred_
1-3 

Lung Volumes: IC (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: IC (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_rv_act_1-
3 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_rv_pct_1-
3 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 



  

NWU2013-02-01 - Enhanced Person: Data Dictionary  

03/10/2021 

43 

Class Variable Label Description Format Text 

01. Principal pft_vol_rv_pred_
1-3 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: RV 
(Pleth) (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_rv_tlc_ac
t_1-3 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_rv_tlc_pc
t_1-3 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_rv_tlc_pr
ed_1-3 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: RV/TLC 
(Pleth) (%) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_svc_act_
1-3 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_svc_pct_
1-3 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_svc_pred
_1-3 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: SVC (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tgv_act_
1-3 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tgv_pct_
1-3 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tgv_pred
_1-3 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: TGV (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tlc_act_1
-3 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: 
Actual 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: 
Actual 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tlc_pct_1
-3 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: % 
Predicted 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: % 
Predicted 

Numeric 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal pft_vol_tlc_pred_
1-3 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: 
Predicted 

Lung Volumes: TLC 
(Pleth) (L) 
Pre-Bronchodilator: 
Predicted 

Numeric 
.N="N/A" 
.R="Not Randomized" 
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Section 17: Blood Hematology 

 
Class Variable Label Description Format Text 

01. Principal hema_comments
_scr 

Hematology Comments Hematology Comments Char 

01. Principal hema_comments
_v2 

Hematology Comments Hematology Comments Char 

01. Principal hema_comments
_v3 

Hematology Comments Hematology Comments Char 

01. Principal hema_hematocrit
_csig_scr 

Hematocrit Clinically 
Significant 

Hematocrit Clinically 
Significant 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
1="Yes" 
3="N/A" 

01. Principal hema_hematocrit
_csig_v2 

Hematocrit Clinically 
Significant 

Hematocrit Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_hematocrit
_csig_v3 

Hematocrit Clinically 
Significant 

Hematocrit Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
3="N/A" 

01. Principal hema_hematocrit
_oor_scr 

Hematocrit Out Of 
Range 

Hematocrit Out Of 
Range 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hematocrit
_oor_v2 

Hematocrit Out Of 
Range 

Hematocrit Out Of 
Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hematocrit
_oor_v3 

Hematocrit Out Of 
Range 

Hematocrit Out Of 
Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hematocrit
_res_scr 

Hematocrit Result (%) Hematocrit Result (%) Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal hema_hematocrit
_res_v2 

Hematocrit Result (%) Hematocrit Result (%) Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal hema_hematocrit
_res_v3 

Hematocrit Result (%) Hematocrit Result (%) Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal hema_hemoglob
_csig_scr 

Hemoglobin Clinically 
Significant 

Hemoglobin Clinically 
Significant 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
1="Yes" 
3="N/A" 

01. Principal hema_hemoglob
_csig_v2 

Hemoglobin Clinically 
Significant 

Hemoglobin Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_hemoglob
_csig_v3 

Hemoglobin Clinically 
Significant 

Hemoglobin Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
3="N/A" 

01. Principal hema_hemoglob
_oor_scr 

Hemoglobin Out Of 
Range 

Hemoglobin Out Of 
Range 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hemoglob
_oor_v2 

Hemoglobin Out Of 
Range 

Hemoglobin Out Of 
Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hemoglob
_oor_v3 

Hemoglobin Out Of 
Range 

Hemoglobin Out Of 
Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_hemoglob
_res_scr 

Hemoglobin Result 
(g/dL) 

Hemoglobin Result 
(g/dL) 

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

01. Principal hema_hemoglob
_res_v2 

Hemoglobin Result 
(g/dL) 

Hemoglobin Result 
(g/dL) 

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

01. Principal hema_hemoglob
_res_v3 

Hemoglobin Result 
(g/dL) 

Hemoglobin Result 
(g/dL) 

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

01. Principal hema_oth_test_1
_csig_scr 

Other Hematology Test 
1 Clinically Significant 

Other Hematology Test 
1 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 
0="No" 

01. Principal hema_oth_test_1
_csig_v2 

Other Hematology Test 
1 Clinically Significant 

Other Hematology Test 
1 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal hema_oth_test_1
_csig_v3 

Other Hematology Test 
1 Clinically Significant 

Other Hematology Test 
1 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
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Class Variable Label Description Format Text 

01. Principal hema_oth_test_1
_oor_scr 

Other Hematology Test 
1 Out Of Range 

Other Hematology Test 
1 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_1
_oor_v2 

Other Hematology Test 
1 Out Of Range 

Other Hematology Test 
1 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_1
_oor_v3 

Other Hematology Test 
1 Out Of Range 

Other Hematology Test 
1 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_1
_res_scr 

Other Hematology Test 
1 Results 

Other Hematology Test 
1 Results 

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

01. Principal hema_oth_test_1
_res_v2 

Other Hematology Test 
1 Results 

Other Hematology Test 
1 Results 

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

01. Principal hema_oth_test_1
_res_v3 

Other Hematology Test 
1 Results 

Other Hematology Test 
1 Results 

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

01. Principal hema_oth_test_1
_scr 

Other Hematology Test 
1 

Other Hematology Test 
1 

Char 

01. Principal hema_oth_test_1
_unit_scr 

Other Hematology Test 
1 Units 

Other Hematology Test 
1 Units 

Char 

01. Principal hema_oth_test_1
_unit_v2 

Other Hematology Test 
1 Units 

Other Hematology Test 
1 Units 

Char 

01. Principal hema_oth_test_1
_unit_v3 

Other Hematology Test 
1 Units 

Other Hematology Test 
1 Units 

Char 

01. Principal hema_oth_test_1
_v2 

Other Hematology Test 
1 

Other Hematology Test 
1 

Char 

01. Principal hema_oth_test_1
_v3 

Other Hematology Test 
1 

Other Hematology Test 
1 

Char 

01. Principal hema_oth_test_2
_csig_scr 

Other Hematology Test 
2 Clinically Significant 

Other Hematology Test 
2 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 
0="No" 

01. Principal hema_oth_test_2
_csig_v2 

Other Hematology Test 
2 Clinically Significant 

Other Hematology Test 
2 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal hema_oth_test_2
_csig_v3 

Other Hematology Test 
2 Clinically Significant 

Other Hematology Test 
2 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
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Class Variable Label Description Format Text 

01. Principal hema_oth_test_2
_oor_scr 

Other Hematology Test 
2 Out Of Range 

Other Hematology Test 
2 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_2
_oor_v2 

Other Hematology Test 
2 Out Of Range 

Other Hematology Test 
2 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_2
_oor_v3 

Other Hematology Test 
2 Out Of Range 

Other Hematology Test 
2 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_2
_res_scr 

Other Hematology Test 
2 Results 

Other Hematology Test 
2 Results 

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

01. Principal hema_oth_test_2
_res_v2 

Other Hematology Test 
2 Results 

Other Hematology Test 
2 Results 

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

01. Principal hema_oth_test_2
_res_v3 

Other Hematology Test 
2 Results 

Other Hematology Test 
2 Results 

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

01. Principal hema_oth_test_2
_scr 

Other Hematology Test 
2 

Other Hematology Test 
2 

Char 

01. Principal hema_oth_test_2
_unit_scr 

Other Hematology Test 
2 Units 

Other Hematology Test 
2 Units 

Char 

01. Principal hema_oth_test_2
_unit_v2 

Other Hematology Test 
2 Units 

Other Hematology Test 
2 Units 

Char 

01. Principal hema_oth_test_2
_unit_v3 

Other Hematology Test 
2 Units 

Other Hematology Test 
2 Units 

Char 

01. Principal hema_oth_test_2
_v2 

Other Hematology Test 
2 

Other Hematology Test 
2 

Char 

01. Principal hema_oth_test_2
_v3 

Other Hematology Test 
2 

Other Hematology Test 
2 

Char 

01. Principal hema_oth_test_3
_csig_scr 

Other Hematology Test 
3 Clinically Significant 

Other Hematology Test 
3 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 

01. Principal hema_oth_test_3
_csig_v2 

Other Hematology Test 
3 Clinically Significant 

Other Hematology Test 
3 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal hema_oth_test_3
_csig_v3 

Other Hematology Test 
3 Clinically Significant 

Other Hematology Test 
3 Clinically Significant 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
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Class Variable Label Description Format Text 

01. Principal hema_oth_test_3
_oor_scr 

Other Hematology Test 
3 Out Of Range 

Other Hematology Test 
3 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.R="Not Randomized" 

01. Principal hema_oth_test_3
_oor_v2 

Other Hematology Test 
3 Out Of Range 

Other Hematology Test 
3 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_3
_oor_v3 

Other Hematology Test 
3 Out Of Range 

Other Hematology Test 
3 Out Of Range 

.F="No Record For This Visit" 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal hema_oth_test_3
_res_scr 

Other Hematology Test 
3 Results 

Other Hematology Test 
3 Results 

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

01. Principal hema_oth_test_3
_res_v2 

Other Hematology Test 
3 Results 

Other Hematology Test 
3 Results 

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

01. Principal hema_oth_test_3
_res_v3 

Other Hematology Test 
3 Results 

Other Hematology Test 
3 Results 

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

01. Principal hema_oth_test_3
_scr 

Other Hematology Test 
3 

Other Hematology Test 
3 

Char 

01. Principal hema_oth_test_3
_unit_scr 

Other Hematology Test 
3 Units 

Other Hematology Test 
3 Units 

Char 

01. Principal hema_oth_test_3
_unit_v2 

Other Hematology Test 
3 Units 

Other Hematology Test 
3 Units 

Char 

01. Principal hema_oth_test_3
_unit_v3 

Other Hematology Test 
3 Units 

Other Hematology Test 
3 Units 

Char 

01. Principal hema_oth_test_3
_v2 

Other Hematology Test 
3 

Other Hematology Test 
3 

Char 

01. Principal hema_oth_test_3
_v3 

Other Hematology Test 
3 

Other Hematology Test 
3 

Char 

01. Principal hema_platelets_c
sig_scr 

Platelets Clinically 
Significant 

Platelets Clinically 
Significant 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_platelets_c
sig_v2 

Platelets Clinically 
Significant 

Platelets Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_platelets_c
sig_v3 

Platelets Clinically 
Significant 

Platelets Clinically 
Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 
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Class Variable Label Description Format Text 

01. Principal hema_platelets_o
or_scr 

Platelets Out Of Range Platelets Out Of Range .F="No Record For This Visit" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_platelets_o
or_v2 

Platelets Out Of Range Platelets Out Of Range .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_platelets_o
or_v3 

Platelets Out Of Range Platelets Out Of Range .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_platelets_r
es_scr 

Platelets Result (#/uL) Platelets Result (#/uL) Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal hema_platelets_r
es_v2 

Platelets Result (#/uL) Platelets Result (#/uL) Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal hema_platelets_r
es_v3 

Platelets Result (#/uL) Platelets Result (#/uL) Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 

01. Principal hema_rbc_csig_s
cr 

Red Blood Cell (RBC) 
Clinically Significant 

Red Blood Cell (RBC) 
Clinically Significant 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_rbc_csig_v
2 

Red Blood Cell (RBC) 
Clinically Significant 

Red Blood Cell (RBC) 
Clinically Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_rbc_csig_v
3 

Red Blood Cell (RBC) 
Clinically Significant 

Red Blood Cell (RBC) 
Clinically Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_rbc_oor_s
cr 

Red Blood Cell (RBC) 
Out Of Range 

Red Blood Cell (RBC) 
Out Of Range 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_rbc_oor_v
2 

Red Blood Cell (RBC) 
Out Of Range 

Red Blood Cell (RBC) 
Out Of Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_rbc_oor_v
3 

Red Blood Cell (RBC) 
Out Of Range 

Red Blood Cell (RBC) 
Out Of Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 



  

NWU2013-02-01 - Enhanced Person: Data Dictionary  

03/10/2021 

50 

Class Variable Label Description Format Text 

01. Principal hema_rbc_res_s
cr 

Red Blood Cell (RBC) 
Result (N/uL) 

Red Blood Cell (RBC) 
Result (N/uL) 

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

01. Principal hema_rbc_res_v
2 

Red Blood Cell (RBC) 
Result (N/uL) 

Red Blood Cell (RBC) 
Result (N/uL) 

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

01. Principal hema_rbc_res_v
3 

Red Blood Cell (RBC) 
Result (N/uL) 

Red Blood Cell (RBC) 
Result (N/uL) 

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

01. Principal hema_visit_date_
scr 

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

01. Principal hema_visit_date_
v2 

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

01. Principal hema_visit_date_
v3 

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

01. Principal hema_wbc_csig_
scr 

White Blood Cell 
(WBC) Clinically 
Significant 

White Blood Cell (WBC) 
Clinically Significant 

.F="No Record For This Visit" 

.R="Not Randomized" 
3="N/A" 

01. Principal hema_wbc_csig_
v2 

White Blood Cell 
(WBC) Clinically 
Significant 

White Blood Cell (WBC) 
Clinically Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
3="N/A" 

01. Principal hema_wbc_csig_
v3 

White Blood Cell 
(WBC) Clinically 
Significant 

White Blood Cell (WBC) 
Clinically Significant 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
3="N/A" 

01. Principal hema_wbc_oor_s
cr 

White Blood Cell 
(WBC) Out Of Range 

White Blood Cell (WBC) 
Out Of Range 

.F="No Record For This Visit" 

.R="Not Randomized" 
0="No" 

01. Principal hema_wbc_oor_v
2 

White Blood Cell 
(WBC) Out Of Range 

White Blood Cell (WBC) 
Out Of Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_wbc_oor_v
3 

White Blood Cell 
(WBC) Out Of Range 

White Blood Cell (WBC) 
Out Of Range 

.F="No Record For This Visit" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal hema_wbc_res_s
cr 

White Blood Cell 
(WBC) Result (#/uL) 

White Blood Cell (WBC) 
Result (#/uL) 

Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal hema_wbc_res_v
2 

White Blood Cell 
(WBC) Result (#/uL) 

White Blood Cell (WBC) 
Result (#/uL) 

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

01. Principal hema_wbc_res_v
3 

White Blood Cell 
(WBC) Result (#/uL) 

White Blood Cell (WBC) 
Result (#/uL) 

Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 18: Blood Chemistry 

 
Class Variable Label Description Format Text 

01. Principal bldchm_albumin
_csig_scr 

Albumin Clinically 
Significant 

Albumin Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_albumin
_csig_v2 

Albumin Clinically 
Significant 

Albumin Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_albumin
_csig_v3 

Albumin Clinically 
Significant 

Albumin Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_albumin
_oor_scr 

Albumin Out Of Range Albumin Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_albumin
_oor_v2 

Albumin Out Of Range Albumin Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_albumin
_oor_v3 

Albumin Out Of Range Albumin Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_albumin
_res_scr 

Albumin Result (g/dL) Albumin Result (g/dL) Numeric 
.R="Not Randomized" 

01. Principal bldchm_albumin
_res_v2 

Albumin Result (g/dL) Albumin Result (g/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_albumin
_res_v3 

Albumin Result (g/dL) Albumin Result (g/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_alkaline_
csig_scr 

Alkaline Phosphatase 
Clinically Significant 

Alkaline Phosphatase 
Clinically Significant 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_alkaline_
csig_v2 

Alkaline Phosphatase 
Clinically Significant 

Alkaline Phosphatase 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_alkaline_
csig_v3 

Alkaline Phosphatase 
Clinically Significant 

Alkaline Phosphatase 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_alkaline_
oor_scr 

Alkaline Phosphatase 
Out Of Range 

Alkaline Phosphatase 
Out Of Range 

.R="Not Randomized" 
0="No" 
1="Yes" 
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Class Variable Label Description Format Text 

01. Principal bldchm_alkaline_
oor_v2 

Alkaline Phosphatase 
Out Of Range 

Alkaline Phosphatase 
Out Of Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_alkaline_
oor_v3 

Alkaline Phosphatase 
Out Of Range 

Alkaline Phosphatase 
Out Of Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_alkaline_
res_scr 

Alkaline Phosphatase 
Result (U/L) 

Alkaline Phosphatase 
Result (U/L) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_alkaline_
res_v2 

Alkaline Phosphatase 
Result (U/L) 

Alkaline Phosphatase 
Result (U/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_alkaline_
res_v3 

Alkaline Phosphatase 
Result (U/L) 

Alkaline Phosphatase 
Result (U/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bicarb_c
sig_scr 

Bicarbonate Clinically 
Significant 

Bicarbonate Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bicarb_c
sig_v2 

Bicarbonate Clinically 
Significant 

Bicarbonate Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bicarb_c
sig_v3 

Bicarbonate Clinically 
Significant 

Bicarbonate Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bicarb_o
or_scr 

Bicarbonate Out Of 
Range 

Bicarbonate Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bicarb_o
or_v2 

Bicarbonate Out Of 
Range 

Bicarbonate Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bicarb_o
or_v3 

Bicarbonate Out Of 
Range 

Bicarbonate Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bicarb_r
es_scr 

Bicarbonate Result 
(mEq/L) 

Bicarbonate Result 
(mEq/L) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_bicarb_r
es_v2 

Bicarbonate Result 
(mEq/L) 

Bicarbonate Result 
(mEq/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bicarb_r
es_v3 

Bicarbonate Result 
(mEq/L) 

Bicarbonate Result 
(mEq/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bili_csig
_scr 

BUN Clinically 
Significant 

BUN Clinically 
Significant 

.R="Not Randomized" 
9="N/A" 

01. Principal bldchm_bili_csig
_v2 

BUN Clinically 
Significant 

BUN Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
9="N/A" 
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Class Variable Label Description Format Text 

01. Principal bldchm_bili_csig
_v3 

BUN Clinically 
Significant 

BUN Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bili_oor_
scr 

BUN Out Of Range BUN Out Of Range .R="Not Randomized" 
0="No" 

01. Principal bldchm_bili_oor_
v2 

BUN Out Of Range BUN Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 

01. Principal bldchm_bili_oor_
v3 

BUN Out Of Range BUN Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 

01. Principal bldchm_bili_res_
scr 

Bilirubin, Total Result 
(mg/dL) 

Bilirubin, Total Result 
(mg/dL) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_bili_res_
v2 

Bilirubin, Total Result 
(mg/dL) 

Bilirubin, Total Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bili_res_
v3 

Bilirubin, Total Result 
(mg/dL) 

Bilirubin, Total Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bun_csi
g_scr 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bun_csi
g_v2 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_bun_csi
g_v3 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_bun_oor
_scr 

Calcium Out Of Range Calcium Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bun_oor
_v2 

Calcium Out Of Range Calcium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bun_oor
_v3 

Calcium Out Of Range Calcium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_bun_res
_scr 

BUN Result (mg/dL) BUN Result (mg/dL) Numeric 
.R="Not Randomized" 

01. Principal bldchm_bun_res
_v2 

BUN Result (mg/dL) BUN Result (mg/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_bun_res
_v3 

BUN Result (mg/dL) BUN Result (mg/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 
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01. Principal bldchm_calcium_
csig_scr 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_calcium_
csig_v2 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_calcium_
csig_v3 

Calcium Clinically 
Significant 

Calcium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_calcium_
oor_scr 

Calcium Out Of Range Calcium Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_calcium_
oor_v2 

Calcium Out Of Range Calcium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_calcium_
oor_v3 

Calcium Out Of Range Calcium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_calcium_
res_scr 

Calcium Result (mg/dL) Calcium Result (mg/dL) Numeric 
.R="Not Randomized" 

01. Principal bldchm_calcium_
res_v2 

Calcium Result (mg/dL) Calcium Result (mg/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_calcium_
res_v3 

Calcium Result (mg/dL) Calcium Result (mg/dL) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_commen
ts_scr 

Blood Chemistry 
Comments 

Blood Chemistry 
Comments 

Char 

01. Principal bldchm_commen
ts_v2 

Blood Chemistry 
Comments 

Blood Chemistry 
Comments 

Char 

01. Principal bldchm_commen
ts_v3 

Blood Chemistry 
Comments 

Blood Chemistry 
Comments 

Char 

01. Principal bldchm_creat_cs
ig_scr 

Creatinine Clinically 
Significant 

Creatinine Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_creat_cs
ig_v2 

Creatinine Clinically 
Significant 

Creatinine Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_creat_cs
ig_v3 

Creatinine Clinically 
Significant 

Creatinine Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_creat_oo
r_scr 

Creatinine Out Of 
Range 

Creatinine Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 
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01. Principal bldchm_creat_oo
r_v2 

Creatinine Out Of 
Range 

Creatinine Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_creat_oo
r_v3 

Creatinine Out Of 
Range 

Creatinine Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 

01. Principal bldchm_creat_re
s_scr 

Creatinine Result 
(mg/dL) 

Creatinine Result 
(mg/dL) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_creat_re
s_v2 

Creatinine Result 
(mg/dL) 

Creatinine Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_creat_re
s_v3 

Creatinine Result 
(mg/dL) 

Creatinine Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_ggt_csig
_scr 

GGT Clinically 
Significant 

GGT Clinically 
Significant 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_ggt_csig
_v2 

GGT Clinically 
Significant 

GGT Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_ggt_csig
_v3 

GGT Clinically 
Significant 

GGT Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_ggt_oor_
scr 

GGT Out Of Range GGT Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_ggt_oor_
v2 

GGT Out Of Range GGT Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_ggt_oor_
v3 

GGT Out Of Range GGT Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_ggt_res_
scr 

GGT Result (U/L) GGT Result (U/L) Numeric 
.R="Not Randomized" 

01. Principal bldchm_ggt_res_
v2 

GGT Result (U/L) GGT Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_ggt_res_
v3 

GGT Result (U/L) GGT Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_glucose
_csig_scr 

Glucose, Serum 
Clinically Significant 

Glucose, Serum 
Clinically Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_glucose
_csig_v2 

Glucose, Serum 
Clinically Significant 

Glucose, Serum 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 
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01. Principal bldchm_glucose
_csig_v3 

Glucose, Serum 
Clinically Significant 

Glucose, Serum 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_glucose
_oor_scr 

Glucose, Serum Out Of 
Range 

Glucose, Serum Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_glucose
_oor_v2 

Glucose, Serum Out Of 
Range 

Glucose, Serum Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_glucose
_oor_v3 

Glucose, Serum Out Of 
Range 

Glucose, Serum Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_glucose
_res_scr 

Glucose, Serum Result 
(mg/dL) 

Glucose, Serum Result 
(mg/dL) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_glucose
_res_v2 

Glucose, Serum Result 
(mg/dL) 

Glucose, Serum Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_glucose
_res_v3 

Glucose, Serum Result 
(mg/dL) 

Glucose, Serum Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_1_
csig_scr 

Other Blood Test 1 
Clinically Significant 

Other Blood Test 1 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_other_1_
csig_v2 

Other Blood Test 1 
Clinically Significant 

Other Blood Test 1 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_other_1_
csig_v3 

Other Blood Test 1 
Clinically Significant 

Other Blood Test 1 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_other_1_
oor_scr 

Other Blood Test 1 Out 
Of Range 

Other Blood Test 1 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal bldchm_other_1_
oor_v2 

Other Blood Test 1 Out 
Of Range 

Other Blood Test 1 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal bldchm_other_1_
oor_v3 

Other Blood Test 1 Out 
Of Range 

Other Blood Test 1 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal bldchm_other_1_
res_scr 

Other Blood Test 
Result 1 (mmol/L) 

Other Blood Test Result 
1 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_1_
res_v2 

Other Blood Test 
Result 1 (mmol/L) 

Other Blood Test Result 
1 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_1_
res_v3 

Other Blood Test 
Result 1 (mmol/L) 

Other Blood Test Result 
1 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_1_
scr 

Other Blood Test 1 Other Blood Test 1 Char 
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01. Principal bldchm_other_1_
v2 

Other Blood Test 1 Other Blood Test 1 Char 

01. Principal bldchm_other_1_
v3 

Other Blood Test 1 Other Blood Test 1 Char 

01. Principal bldchm_other_2_
csig_scr 

Other Blood Test 2 
Clinically Significant 

Other Blood Test 2 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 

01. Principal bldchm_other_2_
csig_v2 

Other Blood Test 2 
Clinically Significant 

Other Blood Test 2 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 

01. Principal bldchm_other_2_
csig_v3 

Other Blood Test 2 
Clinically Significant 

Other Blood Test 2 
Clinically Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_other_2_
oor_scr 

Other Blood Test 2 Out 
Of Range 

Other Blood Test 2 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 

01. Principal bldchm_other_2_
oor_v2 

Other Blood Test 2 Out 
Of Range 

Other Blood Test 2 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 

01. Principal bldchm_other_2_
oor_v3 

Other Blood Test 2 Out 
Of Range 

Other Blood Test 2 Out 
Of Range 

.N="N/A" 

.R="Not Randomized" 
1="Yes" 

01. Principal bldchm_other_2_
res_scr 

Other Blood Test 
Result 2 (mmol/L) 

Other Blood Test Result 
2 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_2_
res_v2 

Other Blood Test 
Result 2 (mmol/L) 

Other Blood Test Result 
2 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_2_
res_v3 

Other Blood Test 
Result 2 (mmol/L) 

Other Blood Test Result 
2 (mmol/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_other_2_
scr 

Other Blood Test 2 Other Blood Test 2 Char 

01. Principal bldchm_other_2_
v2 

Other Blood Test 2 Other Blood Test 2 Char 

01. Principal bldchm_other_2_
v3 

Other Blood Test 2 Other Blood Test 2 Char 

01. Principal bldchm_phos_cs
ig_scr 

Phosphorus Clinically 
Significant 

Phosphorus Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_phos_cs
ig_v2 

Phosphorus Clinically 
Significant 

Phosphorus Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
9="N/A" 

01. Principal bldchm_phos_cs
ig_v3 

Phosphorus Clinically 
Significant 

Phosphorus Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_phos_oo
r_scr 

Phosphorus Out Of 
Range 

Phosphorus Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_phos_oo
r_v2 

Phosphorus Out Of 
Range 

Phosphorus Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
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01. Principal bldchm_phos_oo
r_v3 

Phosphorus Out Of 
Range 

Phosphorus Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_phos_re
s_scr 

Phosphorus Result 
(mg/dL) 

Phosphorus Result 
(mg/dL) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_phos_re
s_v2 

Phosphorus Result 
(mg/dL) 

Phosphorus Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_phos_re
s_v3 

Phosphorus Result 
(mg/dL) 

Phosphorus Result 
(mg/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_potass_
csig_scr 

Potassium Clinically 
Significant 

Potassium Clinically 
Significant 

.R="Not Randomized" 
9="N/A" 

01. Principal bldchm_potass_
csig_v2 

Potassium Clinically 
Significant 

Potassium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
9="N/A" 

01. Principal bldchm_potass_
csig_v3 

Potassium Clinically 
Significant 

Potassium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_potass_
oor_scr 

Potassium Out Of 
Range 

Potassium Out Of 
Range 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_potass_
oor_v2 

Potassium Out Of 
Range 

Potassium Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_potass_
oor_v3 

Potassium Out Of 
Range 

Potassium Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 

01. Principal bldchm_potass_r
es_scr 

Potassium Result 
(mEq/L) 

Potassium Result 
(mEq/L) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_potass_r
es_v2 

Potassium Result 
(mEq/L) 

Potassium Result 
(mEq/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_potass_r
es_v3 

Potassium Result 
(mEq/L) 

Potassium Result 
(mEq/L) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_prot_csi
g_scr 

Total Protein Clinically 
Significant 

Total Protein Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_prot_csi
g_v2 

Total Protein Clinically 
Significant 

Total Protein Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_prot_csi
g_v3 

Total Protein Clinically 
Significant 

Total Protein Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_prot_oor
_scr 

Total Protein Out Of 
Range 

Total Protein Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 
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01. Principal bldchm_prot_oor
_v2 

Total Protein Out Of 
Range 

Total Protein Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_prot_oor
_v3 

Total Protein Out Of 
Range 

Total Protein Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_prot_res
_scr 

Total Protein Result 
(g/dL) 

Total Protein Result 
(g/dL) 

Numeric 
.R="Not Randomized" 

01. Principal bldchm_prot_res
_v2 

Total Protein Result 
(g/dL) 

Total Protein Result 
(g/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_prot_res
_v3 

Total Protein Result 
(g/dL) 

Total Protein Result 
(g/dL) 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sgot_csi
g_scr 

SGOT/AST Clinically 
Significant 

SGOT/AST Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sgot_csi
g_v2 

SGOT/AST Clinically 
Significant 

SGOT/AST Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sgot_csi
g_v3 

SGOT/AST Clinically 
Significant 

SGOT/AST Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sgot_oor
_scr 

SGOT/AST Out Of 
Range 

SGOT/AST Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgot_oor
_v2 

SGOT/AST Out Of 
Range 

SGOT/AST Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgot_oor
_v3 

SGOT/AST Out Of 
Range 

SGOT/AST Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgot_res
_scr 

SGOT/AST Result 
(U/L) 

SGOT/AST Result (U/L) Numeric 
.R="Not Randomized" 

01. Principal bldchm_sgot_res
_v2 

SGOT/AST Result 
(U/L) 

SGOT/AST Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sgot_res
_v3 

SGOT/AST Result 
(U/L) 

SGOT/AST Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sgpt_csi
g_scr 

SGPT/ALT Clinically 
Significant 

SGPT/ALT Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sgpt_csi
g_v2 

SGPT/ALT Clinically 
Significant 

SGPT/ALT Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 
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01. Principal bldchm_sgpt_csi
g_v3 

SGPT/ALT Clinically 
Significant 

SGPT/ALT Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sgpt_oor
_scr 

SGPT/ALT Out Of 
Range 

SGPT/ALT Out Of 
Range 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgpt_oor
_v2 

SGPT/ALT Out Of 
Range 

SGPT/ALT Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgpt_oor
_v3 

SGPT/ALT Out Of 
Range 

SGPT/ALT Out Of 
Range 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sgpt_res
_scr 

SGPT/ALT Result (U/L) SGPT/ALT Result (U/L) Numeric 
.R="Not Randomized" 

01. Principal bldchm_sgpt_res
_v2 

SGPT/ALT Result (U/L) SGPT/ALT Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sgpt_res
_v3 

SGPT/ALT Result (U/L) SGPT/ALT Result (U/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sodium_
csig_scr 

Sodium Clinically 
Significant 

Sodium Clinically 
Significant 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sodium_
csig_v2 

Sodium Clinically 
Significant 

Sodium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sodium_
csig_v3 

Sodium Clinically 
Significant 

Sodium Clinically 
Significant 

.N="N/A" 

.R="Not Randomized" 
0="No" 
9="N/A" 

01. Principal bldchm_sodium_
oor_scr 

Sodium Out Of Range Sodium Out Of Range .R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sodium_
oor_v2 

Sodium Out Of Range Sodium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sodium_
oor_v3 

Sodium Out Of Range Sodium Out Of Range .N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bldchm_sodium_
res_scr 

Sodium Result (mEq/L) Sodium Result (mEq/L) Numeric 
.R="Not Randomized" 

01. Principal bldchm_sodium_
res_v2 

Sodium Result (mEq/L) Sodium Result (mEq/L) Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_sodium_
res_v3 

Sodium Result (mEq/L) Sodium Result (mEq/L) Numeric 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal bldchm_visit_dat
e_scr 

Blood Chemistry Visit 
Date 

Blood Chemistry Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal bldchm_visit_dat
e_v2 

Blood Chemistry Visit 
Date 

Blood Chemistry Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal bldchm_visit_dat
e_v3 

Blood Chemistry Visit 
Date 

Blood Chemistry Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 19: COPD 

 
Class Variable Label Description Format Text 

01. Principal copd_chest_not_
tight_scr 

My Chest Does Or 
Does Not Feel Tight At 
All 

My Chest Does Or Does 
Not Feel Tight At All 
(Scale From 0 = "My 
Chest Does Not Feel 
Tight At All" 
5 = "My Chest Feels 
Very Tight") 

.R="Not Randomized" 
0="My Chest Does Not Feel Tight At All" 
5="My Chest Feels Very Tight" 

01. Principal copd_chest_not_
tight_v3 

My Chest Does Or 
Does Not Feel Tight At 
All 

My Chest Does Or Does 
Not Feel Tight At All 
(Scale From 0 = "My 
Chest Does Not Feel 
Tight At All" 
5 = "My Chest Feels 
Very Tight") 

.N="N/A" 

.R="Not Randomized" 
0="My Chest Does Not Feel Tight At All" 

01. Principal copd_comments
_scr 

COPD Comments COPD Comments Char 

01. Principal copd_comments
_v3 

COPD Comments COPD Comments Char 

01. Principal copd_confident_
scr 

I Am Or Am Not 
Confident Leaving My 
Home Despite My Lung 
Condition 

I Am Or Am Not 
Confident Leaving My 
Home Despite My Lung 
Condition (Scale From 0 
= "I Am Confident 
Leaving My Home 
Despite My Lung 
Condition" 
5 = "I Am Not At All 
Confident Leaving My 
Home Because Of My 
Lung Condition") 

.R="Not Randomized" 
0="I Am Confident Leaving My Home 
Despite My Lung Condition" 
5="I Am Not At All Confident Leaving My 
Home Because Of My Lung Condition" 

01. Principal copd_confident_
v3 

I Am Or Am Not 
Confident Leaving My 
Home Despite My Lung 
Condition 

I Am Or Am Not 
Confident Leaving My 
Home Despite My Lung 
Condition (Scale From 0 
= "I Am Confident 
Leaving My Home 
Despite My Lung 
Condition" 
5 = "I Am Not At All 
Confident Leaving My 
Home Because Of My 
Lung Condition") 

.N="N/A" 

.R="Not Randomized" 
0="I Am Confident Leaving My Home 
Despite My Lung Condition" 
5="I Am Not At All Confident Leaving My 
Home Because Of My Lung Condition" 

01. Principal copd_has_energ
y_scr 

I Have Lots Of Energy 
Or No Energy At All 

I Have Lots Of Energy 
Or No Energy At All 
(Scale From 0 = "I Have 
Lots Of Energy" 
5 = "I Have No Energy 
At All") 

.R="Not Randomized" 
0="I Have Lots Of Energy" 
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Class Variable Label Description Format Text 

01. Principal copd_has_energ
y_v3 

I Have Lots Of Energy 
Or No Energy At All 

I Have Lots Of Energy 
Or No Energy At All 
(Scale From 0 = "I Have 
Lots Of Energy" 
5 = "I Have No Energy 
At All") 

.N="N/A" 

.R="Not Randomized" 
0="I Have Lots Of Energy" 

01. Principal copd_never_cou
gh_scr 

I Never Cough Or I 
Cough All The Time 

I Never Cough Or I 
Cough All The Time 
(Scale From 0 = "I Never 
Cough" 
5 = "I Cough All The 
Time") 

.R="Not Randomized" 
0="I Never Cough" 

01. Principal copd_never_cou
gh_v3 

I Never Cough Or I 
Cough All The Time 

I Never Cough Or I 
Cough All The Time 
(Scale From 0 = "I Never 
Cough" 
5 = "I Cough All The 
Time") 

.N="N/A" 

.R="Not Randomized" 
0="I Never Cough" 

01. Principal copd_no_phlegm
_scr 

I Have Phlegm Or No 
Phlegm (Mucus) In My 
Chest At All 

I Have Phlegm Or No 
Phlegm (Mucus) In My 
Chest At All (Scale From 
0 = "I Have No Phlegm 
In My Chest At All" 
5 = "My Chest Is 
Completely Full Of 
Phlegm") 

.R="Not Randomized" 
0="I Have No Phlegm In My Chest At All" 
5="My Chest Is Completely Full Of Phlegm" 

01. Principal copd_no_phlegm
_v3 

I Have Phlegm Or No 
Phlegm (Mucus) In My 
Chest At All 

I Have Phlegm Or No 
Phlegm (Mucus) In My 
Chest At All (Scale From 
0 = "I Have No Phlegm 
In My Chest At All" 
5 = "My Chest Is 
Completely Full Of 
Phlegm") 

.N="N/A" 

.R="Not Randomized" 
0="I Have No Phlegm In My Chest At All" 

01. Principal copd_not_breathl
ess_scr 

When I Walk Up A Hill 
Or One Flight Of Stairs 
I Am Or Am Not 
Breathless 

When I Walk Up A Hill 
Or One Flight Of Stairs I 
Am Or Am Not 
Breathless (Scale From 
0 = "When I Walk Up A 
Hill Or One Flight Of 
Stairs I Am Not 
Breathless" 
5 = "When I walk Up A 
Hill Or One Flight Of 
Stairs I Am Very 
Breathless") 

.M="Missing" 

.R="Not Randomized" 
0="When I Walk Up A Hill Or One Flight Of 
Stairs I Am Not Breathless" 
5="When I walk Up A Hill Or One Flight Of 
Stairs I Am Very Breathless" 

01. Principal copd_not_breathl
ess_v3 

When I Walk Up A Hill 
Or One Flight Of Stairs 
I Am Or Am Not 
Breathless 

When I Walk Up A Hill 
Or One Flight Of Stairs I 
Am Or Am Not 
Breathless (Scale From 
0 = "When I Walk Up A 
Hill Or One Flight Of 
Stairs I Am Not 
Breathless" 
5 = "When I walk Up A 
Hill Or One Flight Of 
Stairs I Am Very 
Breathless") 

.N="N/A" 

.R="Not Randomized" 
0="When I Walk Up A Hill Or One Flight Of 
Stairs I Am Not Breathless" 
5="When I walk Up A Hill Or One Flight Of 
Stairs I Am Very Breathless" 
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Class Variable Label Description Format Text 

01. Principal copd_not_limited
_scr 

I Am Or Am Not Limited 
Doing Any Activities At 
Home I Am Very 
Limited 

I Am Or Am Not Limited 
Doing Any Activities At 
Home/ I Am Very 
Limited (Scale From 0 = 
"I Am Not Limited During 
Any Activities At Home" 
5 = "I am Very Limited 
During Activities At 
Home") 

.R="Not Randomized" 
0="I Am Not Limited During Any Activities At 
Home" 
5="I am Very Limited During Activities At 
Home" 

01. Principal copd_not_limited
_v3 

I Am Or Am Not Limited 
Doing Any Activities At 
Home I Am Very 
Limited 

I Am Or Am Not Limited 
Doing Any Activities At 
Home/ I Am Very 
Limited (Scale From 0 = 
"I Am Not Limited During 
Any Activities At Home" 
5 = "I am Very Limited 
During Activities At 
Home") 

.N="N/A" 

.R="Not Randomized" 
0="I Am Not Limited During Any Activities At 
Home" 

01. Principal copd_score_scr COPD Score COPD Score Numeric 
.R="Not Randomized" 

01. Principal copd_score_v3 COPD Score COPD Score Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal copd_sleep_sou
ndly_scr 

I Sleep Soundly Or I 
Don't Sleep Soundly 

I Sleep Soundly Or I 
Don't Sleep Soundly 
(Scale From 0 = "I Sleep 
Soundly" 
5 = "I Don't Sleep 
Soundly Because Of My 
Lung Condition") 

.R="Not Randomized" 
0="I Sleep Soundly" 
5="I Don't Sleep Soundly Because Of My 
Lung Condition" 

01. Principal copd_sleep_sou
ndly_v3 

I Sleep Soundly Or I 
Don't Sleep Soundly 

I Sleep Soundly Or I 
Don't Sleep Soundly 
(Scale From 0 = "I Sleep 
Soundly" 
5 = "I Don't Sleep 
Soundly Because Of My 
Lung Condition") 

.N="N/A" 

.R="Not Randomized" 
0="I Sleep Soundly" 
5="I Don't Sleep Soundly Because Of My 
Lung Condition" 

01. Principal copd_visit_date_
scr 

COPD Visit Date COPD Visit Date SAS Date 
.R="Not Randomized" 

01. Principal copd_visit_date_
v3 

COPD Visit Date COPD Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 20: EKG 

 
Class Variable Label Description Format Text 

01. Principal ekg_abnormal_s
pec 

If The EKG Result Was 
Abnormal, Please 
Provide Details 

If The EKG Result Was 
Abnormal, Please 
Provide Details 

Char 

01. Principal ekg_abnormal_s
pec_2nd 

If The EKG Result Was 
Abnormal, Please 
Provide Details 

If The EKG Result Was 
Abnormal, Please 
Provide Details 

Char 

01. Principal ekg_comments EKG Comments EKG Comments Char 

01. Principal ekg_comments_2
nd 

EKG Comments EKG Comments Char 

01. Principal ekg_qtc_int QTc Interval QTc Interval Numeric 
.M="Missing" 
.R="Not Randomized" 

01. Principal ekg_qtc_int_2nd QTc Interval QTc Interval Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal ekg_result EKG Result EKG Result .R="Not Randomized" 
1="Normal" 
2="Abnormal" 
3="Other, Specify" 

01. Principal ekg_result_2nd EKG Result EKG Result .N="N/A" 
.R="Not Randomized" 
1="Normal" 

01. Principal ekg_visit_date EKG Visit Date EKG Visit Date SAS Date 
.R="Not Randomized" 

01. Principal ekg_visit_date_2
nd 

EKG Visit Date EKG Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 21: Pregnancy Test 

 
Class Variable Label Description Format Text 

01. Principal pregt_comments
1-2 

Pregnancy Test 
Comments 

Pregnancy Test 
Comments 

Char 

01. Principal pregt_results1-2 Pregnancy Test 
Results 

Pregnancy Test Results .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="Not Applicable, Not Female Of 
Child-Bearing Potential" 

01. Principal pregt_visit_dt1-2 Pregnancy Test Visit 
Date 

Pregnancy Test Visit 
Date 

SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 22: St. Georges Respiratory Questionnaire 

 
Class Variable Label Description Format Text 

01. Principal respq_bad_side_
eff_scr 

I Have Unpleasant Side 
Effects From My 
Medication? 

I Have Unpleasant Side 
Effects From My 
Medication? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_bad_side_
eff_v3 

I Have Unpleasant Side 
Effects From My 
Medication? 

I Have Unpleasant Side 
Effects From My 
Medication? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
2="N/A" 

01. Principal respq_bend_over
_scr 

I Am Short Of Breath 
When I Bend Over 

I Am Short Of Breath 
When I Bend Over 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_bend_over
_v3 

I Am Short Of Breath 
When I Bend Over 

I Am Short Of Breath 
When I Bend Over 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_bath
e_scr 

I Cannot Take A Bath 
Or Shower, Or I Take A 
Long Time 

I Cannot Take A Bath Or 
Shower, Or I Take A 
Long Time 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_bath
e_v3 

I Cannot Take A Bath 
Or Shower, Or I Take A 
Long Time 

I Cannot Take A Bath Or 
Shower, Or I Take A 
Long Time 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_chor
es_scr 

I Cannot Do Household 
Chores 

I Cannot Do Household 
Chores 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_chor
es_v3 

I Cannot Do Household 
Chores 

I Cannot Do Household 
Chores 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_go_o
ut_scr 

I Cannot Go Out For 
Entertainment Or 
Recreation 

I Cannot Go Out For 
Entertainment Or 
Recreation 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_go_o
ut_v3 

I Cannot Go Out For 
Entertainment Or 
Recreation 

I Cannot Go Out For 
Entertainment Or 
Recreation 

.M="Missing" 

.R="Not Randomized" 
0="False" 

01. Principal respq_cant_groc
ery_scr 

I Cannot Go Out Of 
The House To Do The 
Grocery Shopping 

I Cannot Go Out Of The 
House To Do The 
Grocery Shopping 

.R="Not Randomized" 
0="False" 

01. Principal respq_cant_groc
ery_v3 

I Cannot Go Out Of 
The House To Do The 
Grocery Shopping 

I Cannot Go Out Of The 
House To Do The 
Grocery Shopping 

.M="Missing" 

.R="Not Randomized" 
0="False" 

01. Principal respq_cant_mov
e_far_scr 

I Cannot Move Far 
From My Bed Or Chair 

I Cannot Move Far From 
My Bed Or Chair 

.R="Not Randomized" 
0="False" 

01. Principal respq_cant_mov
e_far_v3 

I Cannot Move Far 
From My Bed Or Chair 

I Cannot Move Far From 
My Bed Or Chair 

.M="Missing" 

.R="Not Randomized" 
0="False" 
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Class Variable Label Description Format Text 

01. Principal respq_cant_sport
s_scr 

I Cannot Play Sports Or 
Active Games 

I Cannot Play Sports Or 
Active Games 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cant_sport
s_v3 

I Cannot Play Sports Or 
Active Games 

I Cannot Play Sports Or 
Active Games 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_chores_lo
ng_scr 

Jobs Such As 
Housework Take A 
Long Time, Or I Have 
To Stop For R 

Jobs Such As 
Housework Take A Long 
Time, Or I Have To Stop 
For R 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_chores_lo
ng_v3 

Jobs Such As 
Housework Take A 
Long Time, Or I Have 
To Stop For R 

Jobs Such As 
Housework Take A Long 
Time, Or I Have To Stop 
For R 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_climbing_
stair_scr 

Climbing Up A Flight Of 
Stairs 

Climbing Up A Flight Of 
Stairs 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_climbing_
stair_v3 

Climbing Up A Flight Of 
Stairs 

Climbing Up A Flight Of 
Stairs 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_comments
_scr 

Comments Comments Char 

01. Principal respq_comments
_v3 

Comments Comments Char 

01. Principal respq_cough_4w
ks_scr 

Over The Past 4 
Weeks, I Have 
Coughed 

Over The Past 4 Weeks, 
I Have Coughed 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_cough_4w
ks_v3 

Over The Past 4 
Weeks, I Have 
Coughed 

Over The Past 4 Weeks, 
I Have Coughed 

.M="Missing" 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_cough_hu
rts_scr 

Coughing Hurts Coughing Hurts .R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cough_hu
rts_v3 

Coughing Hurts Coughing Hurts .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cough_sle
ep_scr 

My Coughing Or 
Breathing Disturbs My 
Sleep 

My Coughing Or 
Breathing Disturbs My 
Sleep 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cough_sle
ep_v3 

My Coughing Or 
Breathing Disturbs My 
Sleep 

My Coughing Or 
Breathing Disturbs My 
Sleep 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
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Class Variable Label Description Format Text 

01. Principal respq_cough_tire
d_scr 

Coughing Makes Me 
Tired 

Coughing Makes Me 
Tired 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_cough_tire
d_v3 

Coughing Makes Me 
Tired 

Coughing Makes Me 
Tired 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_desc_lung
_cond_scr 

How Would You 
Describe Your 
Lung/Respiratory 
Condition? 

How Would You 
Describe Your 
Lung/Respiratory 
Condition? 

.R="Not Randomized" 
1="Causes Me No Problems" 
2="Causes Me A Few Problems" 
3="Causes Me A lot Of Problems" 
4="The Most Important Problem I Have" 

01. Principal respq_desc_lung
_cond_v3 

How Would You 
Describe Your 
Lung/Respiratory 
Condition? 

How Would You 
Describe Your 
Lung/Respiratory 
Condition? 

.M="Missing" 

.R="Not Randomized" 
1="Causes Me No Problems" 
2="Causes Me A Few Problems" 
3="Causes Me A lot Of Problems" 
4="The Most Important Problem I Have" 

01. Principal respq_diff_climbi
ng_scr 

My Breathing Makes It 
Difficult To Do Things 
Such As Climbing Up 
Hills 

My Breathing Makes It 
Difficult To Do Things 
Such As Climbing Up 
Hills 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_diff_climbi
ng_v3 

My Breathing Makes It 
Difficult To Do Things 
Such As Climbing Up 
Hills 

My Breathing Makes It 
Difficult To Do Things 
Such As Climbing Up 
Hills 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_diff_heavy
_scr 

My Breathing Makes It 
Difficult To Do Things 
Such As Carrying 
Heavy Loads 

My Breathing Makes It 
Difficult To Do Things 
Such As Carrying Heavy 
Loads 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_diff_heavy
_v3 

My Breathing Makes It 
Difficult To Do Things 
Such As Carrying 
Heavy Loads 

My Breathing Makes It 
Difficult To Do Things 
Such As Carrying Heavy 
Loads 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_diff_manu
al_scr 

My Breathing Makes It 
Difficult To Do Things 
Such As Very Heavy 
Manual Work 

My Breathing Makes It 
Difficult To Do Things 
Such As Very Heavy 
Manual Work 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_diff_manu
al_v3 

My Breathing Makes It 
Difficult To Do Things 
Such As Very Heavy 
Manual Work 

My Breathing Makes It 
Difficult To Do Things 
Such As Very Heavy 
Manual Work 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_embarass
_cough_scr 

My Coughing Or 
Breathing Is 
Embarrassing In Public 

My Coughing Or 
Breathing Is 
Embarrassing In Public 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_embarass
_cough_v3 

My Coughing Or 
Breathing Is 
Embarrassing In Public 

My Coughing Or 
Breathing Is 
Embarrassing In Public 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_embarass
_meds_scr 

I Get Embarrassed 
Using My Medication In 
Public? 

I Get Embarrassed 
Using My Medication In 
Public? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 
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Class Variable Label Description Format Text 

01. Principal respq_embarass
_meds_v3 

I Get Embarrassed 
Using My Medication In 
Public? 

I Get Embarrassed 
Using My Medication In 
Public? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_ex_not_sa
fe_scr 

Exercise Is Not Safe 
For Me 

Exercise Is Not Safe For 
Me 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_ex_not_sa
fe_v3 

Exercise Is Not Safe 
For Me 

Exercise Is Not Safe For 
Me 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_exhaust_e
asy_scr 

I Become Exhausted 
Easily 

I Become Exhausted 
Easily 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_exhaust_e
asy_v3 

I Become Exhausted 
Easily 

I Become Exhausted 
Easily 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_family_nui
sance_scr 

My Lung/Respiratory 
Problem Is A Nuisance 
To My Family, Friends, 
Or Neighbours 

My Lung/Respiratory 
Problem Is A Nuisance 
To My Family, Friends, 
Or Neighbours 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_family_nui
sance_v3 

My Lung/Respiratory 
Problem Is A Nuisance 
To My Family, Friends, 
Or Neighbours 

My Lung/Respiratory 
Problem Is A Nuisance 
To My Family, Friends, 
Or Neighbours 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_flight_stair
s_scr 

If I Walk Up One Flight 
Of Stairs, I Have To Go 
Slowly Or Stop 

If I Walk Up One Flight 
Of Stairs, I Have To Go 
Slowly Or Stop 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_flight_stair
s_v3 

If I Walk Up One Flight 
Of Stairs, I Have To Go 
Slowly Or Stop 

If I Walk Up One Flight 
Of Stairs, I Have To Go 
Slowly Or Stop 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_frail_scr I Have Become Frail Or 
An Invalid Because Of 
My Lung/Respiratory 
Problem 

I Have Become Frail Or 
An Invalid Because Of 
My Lung/Respiratory 
Problem 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_frail_v3 I Have Become Frail Or 
An Invalid Because Of 
My Lung/Respiratory 
Problem 

I Have Become Frail Or 
An Invalid Because Of 
My Lung/Respiratory 
Problem 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_good_day
s_4wks_scr 

Over The Past 4 
Weeks, In An Average 
Week, How Many Good 
Days Have You Had? 

Over The Past 4 Weeks, 
In An Average Week, 
How Many Good Days 
Have You Had? 

.M="Missing" 

.R="Not Randomized" 
1="None" 
2="1 Or 2" 
3="3 Or 4" 
4="Nearly Every Day/Every Day" 
5="Every Day" 
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01. Principal respq_good_day
s_4wks_v3 

Over The Past 4 
Weeks, In An Average 
Week, How Many Good 
Days Have You Had? 

Over The Past 4 Weeks, 
In An Average Week, 
How Many Good Days 
Have You Had? 

.M="Missing" 

.R="Not Randomized" 
1="None" 
2="1 Or 2" 
3="3 Or 4" 
4="Nearly Every Day/Every Day" 
5="Every Day" 

01. Principal respq_had_a_job
_scr 

If You Have Ever Held 
A Job, Check Off One 
Box Only 

If You Have Ever Held A 
Job, Check Off One Box 
Only 

.M="Missing" 

.R="Not Randomized" 
1="My Lung/Respiratory Problem Does Not 
Affect My Job" 
3="My Lung/Respiratory Problem Made Me 
Stop My Job" 
4="N/A" 

01. Principal respq_had_a_job
_v3 

If You Have Ever Held 
A Job, Check Off One 
Box Only 

If You Have Ever Held A 
Job, Check Off One Box 
Only 

.M="Missing" 

.R="Not Randomized" 
1="My Lung/Respiratory Problem Does Not 
Affect My Job" 
2="My Lung/Respiratory Problem Interferes 
With My Work Or Made Me Change My Job" 
3="My Lung/Respiratory Problem Made Me 
Stop My Job" 
4="N/A" 

01. Principal respq_has_lung_
meds_scr 

Receiving Medication 
For Lung/Respiratory? 

Receiving Medication 
For Lung/Respiratory? 

.M="Missing" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal respq_has_lung_
meds_v3 

Receiving Medication 
For Lung/Respiratory? 

Receiving Medication 
For Lung/Respiratory? 

.M="Missing" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal respq_health_de
sc_scr 

Present Health 
Description 

Present Health 
Description 

.R="Not Randomized" 
1="Poor" 
2="Fair" 
3="Good" 
4="Very Good" 

01. Principal respq_health_de
sc_v3 

Present Health 
Description 

Present Health 
Description 

.M="Missing" 

.R="Not Randomized" 
1="Poor" 
2="Fair" 
3="Good" 
4="Very Good" 

01. Principal respq_how_breat
h_aff_scr 

How Does Your 
Breathing Problem 
Affect You? 

How Does Your 
Breathing Problem 
Affect You? 

.M="Missing" 

.R="Not Randomized" 
1="It Does Not Stop Me From Doing 
Anything I Would Like To Do" 
2="It Stops Me From Doing One Or Two 
Things I Would Like To Do" 
3="It Stops Me From Doing Most Of The 
Things I Would Like To Do" 

01. Principal respq_how_breat
h_aff_v3 

How Does Your 
Breathing Problem 
Affect You? 

How Does Your 
Breathing Problem 
Affect You? 

.M="Missing" 

.R="Not Randomized" 
1="It Does Not Stop Me From Doing 
Anything I Would Like To Do" 
2="It Stops Me From Doing One Or Two 
Things I Would Like To Do" 
3="It Stops Me From Doing Most Of The 
Things I Would Like To Do" 



  

NWU2013-02-01 - Enhanced Person: Data Dictionary  

03/10/2021 

73 

Class Variable Label Description Format Text 

01. Principal respq_hurry_slo
w_scr 

If I Hurry Or Walk Fast, 
I Have To Stop Or Slow 
Down 

If I Hurry Or Walk Fast, I 
Have To Stop Or Slow 
Down 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_hurry_slo
w_v3 

If I Hurry Or Walk Fast, 
I Have To Stop Or Slow 
Down 

If I Hurry Or Walk Fast, I 
Have To Stop Or Slow 
Down 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_long_get_
dress_scr 

I Take A Long Time To 
Get Washed Or 
Dressed 

I Take A Long Time To 
Get Washed Or Dressed 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_long_get_
dress_v3 

I Take A Long Time To 
Get Washed Or 
Dressed 

I Take A Long Time To 
Get Washed Or Dressed 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_med_interf
eres_scr 

My Medication 
Interferes With My Life 
A Lot? 

My Medication Interferes 
With My Life A Lot? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_med_interf
eres_v3 

My Medication 
Interferes With My Life 
A Lot? 

My Medication Interferes 
With My Life A Lot? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_med_not_
help_scr 

My Medication Does 
Not Help Me Very 
Much 

My Medication Does Not 
Help Me Very Much 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_med_not_
help_v3 

My Medication Does 
Not Help Me Very 
Much 

My Medication Does Not 
Help Me Very Much 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
2="N/A" 

01. Principal respq_no_contro
l_scr 

I Feel That I Am Not In 
Control Of My 
Lung/Respiratory 
Problem 

I Feel That I Am Not In 
Control Of My 
Lung/Respiratory 
Problem 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_no_contro
l_v3 

I Feel That I Am Not In 
Control Of My 
Lung/Respiratory 
Problem 

I Feel That I Am Not In 
Control Of My 
Lung/Respiratory 
Problem 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_not_expec
t_b_scr 

I Do Not Expect My 
Lung/Respiratory 
Problem To Get Any 
Better 

I Do Not Expect My 
Lung/Respiratory 
Problem To Get Any 
Better 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_not_expec
t_b_v3 

I Do Not Expect My 
Lung/Respiratory 
Problem To Get Any 
Better 

I Do Not Expect My 
Lung/Respiratory 
Problem To Get Any 
Better 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
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01. Principal respq_oth_act_st
opped_scr 

Other Important 
Activities That Your 
Lung/Respiratory 
Problems May Stop 
You From Doing 

Other Important 
Activities That Your 
Lung/Respiratory 
Problems May Stop You 
From Doing 

Char 

01. Principal respq_oth_act_st
opped_v3 

Other Important 
Activities That Your 
Lung/Respiratory 
Problems May Stop 
You From Doing 

Other Important 
Activities That Your 
Lung/Respiratory 
Problems May Stop You 
From Doing 

Char 

01. Principal respq_panic_bre
ath_scr 

I Panic Or Get Afraid 
When I Cannot Catch 
My Breath 

I Panic Or Get Afraid 
When I Cannot Catch 
My Breath 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_panic_bre
ath_v3 

I Panic Or Get Afraid 
When I Cannot Catch 
My Breath 

I Panic Or Get Afraid 
When I Cannot Catch 
My Breath 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_phlegm_4
wks_scr 

Over The Past 4 
Weeks, I Have Brought 
Up Phlegm (Sputum) 

Over The Past 4 Weeks, 
I Have Brought Up 
Phlegm (Sputum) 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_phlegm_4
wks_v3 

Over The Past 4 
Weeks, I Have Brought 
Up Phlegm (Sputum) 

Over The Past 4 Weeks, 
I Have Brought Up 
Phlegm (Sputum) 

.M="Missing" 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_play_sport
s_scr 

Playing Sports Or 
Active Games 
(Baseball, Tennis, 
Etc)? 

Playing Sports Or Active 
Games (Baseball, 
Tennis, Etc)? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_play_sport
s_v3 

Playing Sports Or 
Active Games 
(Baseball, Tennis, 
Etc)? 

Playing Sports Or Active 
Games (Baseball, 
Tennis, Etc)? 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_prob_4wk
s_scr 

During The Past 4 
Weeks, How Many 
Severe Respiratory 
Problems Have You 
Had? 

During The Past 4 
Weeks, How Many 
Severe Respiratory 
Problems Have You 
Had? 

.R="Not Randomized" 
0="No Episodes" 
1="1 Episode" 
2="2 Episodes" 
3="3 Episodes" 
4="More Than 3 Episodes" 

01. Principal respq_prob_4wk
s_v3 

During The Past 4 
Weeks, How Many 
Severe Respiratory 
Problems Have You 
Had? 

During The Past 4 
Weeks, How Many 
Severe Respiratory 
Problems Have You 
Had? 

.M="Missing" 

.R="Not Randomized" 
0="No Episodes" 
1="1 Episode" 
2="2 Episodes" 
3="3 Episodes" 
4="More Than 3 Episodes" 
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01. Principal respq_short_b_4
wks_scr 

Over The Past 4 
Weeks, I Have Had 
Shortness Of Breath 

Over The Past 4 Weeks, 
I Have Had Shortness 
Of Breath 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_short_b_4
wks_v3 

Over The Past 4 
Weeks, I Have Had 
Shortness Of Breath 

Over The Past 4 Weeks, 
I Have Had Shortness 
Of Breath 

.M="Missing" 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_sit_or_lay
_scr 

Sitting Or Lying Still Sitting Or Lying Still .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_sit_or_lay
_v3 

Sitting Or Lying Still Sitting Or Lying Still .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_too_much
_eff_scr 

Everything Seems Too 
Much Of An Effort 

Everything Seems Too 
Much Of An Effort 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_too_much
_eff_v3 

Everything Seems Too 
Much Of An Effort 

Everything Seems Too 
Much Of An Effort 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_visit_dt_s
cr 

Visit Date Visit Date SAS Date 
.R="Not Randomized" 

01. Principal respq_visit_dt_v
3 

Visit Date Visit Date SAS Date 
.M="Missing" 
.R="Not Randomized" 

01. Principal respq_walk_hills
_scr 

Walking Up Hills Walking Up Hills .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_hills
_v3 

Walking Up Hills Walking Up Hills .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_hous
e_scr 

Walking In The House Walking In The House .R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_hous
e_v3 

Walking In The House Walking In The House .M="Missing" 
.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_level
_grd_scr 

Walking Outside On 
Level Ground 

Walking Outside On 
Level Ground 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 
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01. Principal respq_walk_level
_grd_v3 

Walking Outside On 
Level Ground 

Walking Outside On 
Level Ground 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_slow
er_scr 

I Walk Slower Than 
Other People, Or I Stop 
For Rests 

I Walk Slower Than 
Other People, Or I Stop 
For Rests 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_walk_slow
er_v3 

I Walk Slower Than 
Other People, Or I Stop 
For Rests 

I Walk Slower Than 
Other People, Or I Stop 
For Rests 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_wash_you
rself_scr 

Washing Yourself Or 
Dressing 

Washing Yourself Or 
Dressing 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_wash_you
rself_v3 

Washing Yourself Or 
Dressing 

Washing Yourself Or 
Dressing 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_wheeze_4
wks_scr 

Over The Past 4 
Weeks, I Have Had 
Episodes Of Wheezing 

Over The Past 4 Weeks, 
I Have Had Episodes Of 
Wheezing 

.M="Missing" 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 

01. Principal respq_wheeze_4
wks_v3 

Over The Past 4 
Weeks, I Have Had 
Episodes Of Wheezing 

Over The Past 4 Weeks, 
I Have Had Episodes Of 
Wheezing 

.M="Missing" 

.R="Not Randomized" 
1="Not At All" 
2="A Few Days A Month" 
3="Several Days A Week" 
4="Almost Every Day" 
5="Only With Lung/Respiratory Infections" 

01. Principal respq_wheeze_h
urt_more_scr 

If You Wheeze, Is It 
Worse In The Morning? 

If You Wheeze, Is It 
Worse In The Morning? 

.M="Missing" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal respq_wheeze_h
urt_more_v3 

If You Wheeze, Is It 
Worse In The Morning? 

If You Wheeze, Is It 
Worse In The Morning? 

.M="Missing" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal respq_when_talk
_scr 

I Am Short Of Breath 
When I Talk 

I Am Short Of Breath 
When I Talk 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_when_talk
_v3 

I Am Short Of Breath 
When I Talk 

I Am Short Of Breath 
When I Talk 

.M="Missing" 

.R="Not Randomized" 
0="False" 
1="True" 

01. Principal respq_worst_ep_
lgth_scr 

How Long Did The 
Worst Episode Of 
Lung/Respiratory 
Problem Last? 

How Long Did The 
Worst Episode Of 
Lung/Respiratory 
Problem Last? 

.M="Missing" 

.R="Not Randomized" 
1="Less Than A Day" 
2="1 Or 2 Days" 
3="3 Days Or More" 
4="A Week Or More" 
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Class Variable Label Description Format Text 

01. Principal respq_worst_ep_
lgth_v3 

How Long Did The 
Worst Episode Of 
Lung/Respiratory 
Problem Last? 

How Long Did The 
Worst Episode Of 
Lung/Respiratory 
Problem Last? 

.M="Missing" 

.R="Not Randomized" 
1="Less Than A Day" 
2="1 Or 2 Days" 
4="A Week Or More" 
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Section 23: Other Scales 

 
Class Variable Label Description Format Text 

01. Principal scales_breathles
s_scr 

How Often Are You 
Breathless? 

How Often Are You 
Breathless? 

.R="Not Randomized" 
0="I Only Get Breathless With Strenuous 
Exercise" 
1="I Get Short Of Breath When Hurrying On 
The Level Or Walking Up A Slight Hill" 
2="I  Walk Slower Than People Of The 
Same Age On The Level Because Of 
Breathlessness Or Have To Stop For Breath" 
3="I Stop For Breath After Walking About 
100 Yards Or After A few Minutes On The 
Level" 

01. Principal scales_breathles
s_v3 

How Often Are You 
Breathless? 

How Often Are You 
Breathless? 

.N="N/A" 

.R="Not Randomized" 
0="I Only Get Breathless With Strenuous 
Exercise" 
1="I Get Short Of Breath When Hurrying On 
The Level Or Walking Up A Slight Hill" 
2="I  Walk Slower Than People Of The 
Same Age On The Level Because Of 
Breathlessness Or Have To Stop For Breath" 
3="I Stop For Breath After Walking About 
100 Yards Or After A few Minutes On The 
Level" 

01. Principal scales_comment
s_scr 

Other Scales 
Comments 

Other Scales Comments Char 

01. Principal scales_comment
s_v3 

Other Scales 
Comments 

Other Scales Comments Char 

01. Principal scales_dif_breat
h_scr 

How Much Difficulty Is 
Your Breathing 
Causing You Right 
Now? 

How Much Difficulty Is 
Your Breathing Causing 
You Right Now? 

.N="N/A" 

.R="Not Randomized" 
0="Nothing At All" 
1="Very Slight" 
2="Slight" 
0.5="Very, Very Slight (Just Noticeable)" 

01. Principal scales_dif_breat
h_v3 

How Much Difficulty Is 
Your Breathing 
Causing You Right 
Now? 

How Much Difficulty Is 
Your Breathing Causing 
You Right Now? 

.N="N/A" 

.R="Not Randomized" 
0="Nothing At All" 
1="Very Slight" 
2="Slight" 
3="Moderate" 
0.5="Very, Very Slight (Just Noticeable)" 

01. Principal scales_visit_dt_s
cr 

Other Scales Visit Date Other Scales Visit Date SAS Date 
.R="Not Randomized" 

01. Principal scales_visit_dt_v
3 

Other Scales Visit Date Other Scales Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 



  

NWU2013-02-01 - Enhanced Person: Data Dictionary  

03/10/2021 

79 

 
 

Section 24: BODE Index 

 
Class Variable Label Description Format Text 

01. Principal bode_6mwd_oth
1-2 

6MWD (m) 6MWD (m) .N="N/A" 
.R="Not Randomized" 
0="<=350" 
1="250-349" 
2="150-249" 
3="<=149" 

01. Principal bode_6mwd_scr 6MWD (m) 6MWD (m) .N="N/A" 
.R="Not Randomized" 
0="<=350" 
1="250-349" 
2="150-249" 
4="<=159" 

01. Principal bode_6mwd_v3 6MWD (m) 6MWD (m) .M="Missing" 
.N="N/A" 
.R="Not Randomized" 
0="<=350" 
1="250-349" 
2="150-249" 

01. Principal bode_bmi_oth1-2 BMI BMI .N="N/A" 
.R="Not Randomized" 
0=">21" 
1="<=21" 

01. Principal bode_bmi_scr BMI BMI .N="N/A" 
.R="Not Randomized" 
0=">21" 

01. Principal bode_bmi_v3 BMI BMI .N="N/A" 
.R="Not Randomized" 
0=">21" 
1="<=21" 

01. Principal bode_comments
_oth1-2 

Bode Comments Bode Comments Char 

01. Principal bode_comments
_scr 

Bode Comments Bode Comments Char 

01. Principal bode_comments
_v3 

Bode Comments Bode Comments Char 

01. Principal bode_fev_oth1-2 FEV, % Pred FEV, % Pred .N="N/A" 
.R="Not Randomized" 
0=">=65" 
1="50-64" 
3="<=35" 

01. Principal bode_fev_scr FEV, % Pred FEV, % Pred .N="N/A" 
.R="Not Randomized" 
0=">=65" 
1="50-64" 
3="<=35" 
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01. Principal bode_fev_v3 FEV, % Pred FEV, % Pred .N="N/A" 
.R="Not Randomized" 
0=">=65" 
1="50-64" 
2="36-49" 

01. Principal bode_index_scor
e_oth1-2 

BODE Index Score BODE Index Score Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bode_index_scor
e_scr 

BODE Index Score BODE Index Score Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bode_index_scor
e_v3 

BODE Index Score BODE Index Score Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bode_mmrc_oth1
-2 

MMRC MMRC .N="N/A" 
.R="Not Randomized" 
0="0-1" 
1="2" 
2="3" 

01. Principal bode_mmrc_scr MMRC MMRC .N="N/A" 
.R="Not Randomized" 
0="0-1" 
1="2" 
2="3" 

01. Principal bode_mmrc_v3 MMRC MMRC .N="N/A" 
.R="Not Randomized" 
0="0-1" 
1="2" 
2="3" 

01. Principal bode_visit_date_
oth1-2 

BODE Visit Date BODE Visit Date SAS Date 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 

01. Principal bode_visit_date_
scr 

BODE Visit Date BODE Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal bode_visit_date_
v3 

BODE Visit Date BODE Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 25: Bronchial Biopsy 

 
Class Variable Label Description Format Text 

01. Principal bronchbx_angio_
scr_1-9 

Angiogenic Squamous 
Dysplasia (ASD) 

Angiogenic Squamous 
Dysplasia (ASD) 

.M="Missing" 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bronchbx_angio_
v3_1-9 

Angiogenic Squamous 
Dysplasia (ASD) 

Angiogenic Squamous 
Dysplasia (ASD) 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal bronchbx_bio_sp
ec_date_scr1 

Bronchoscopy Biopsy 
Date 

Bronchoscopy Biopsy 
Date 

Numeric 
.R="Not Randomized" 

01. Principal bronchbx_bio_sp
ec_date_v3 

Bronchoscopy Biopsy 
Date 

Bronchoscopy Biopsy 
Date 

Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal bronchbx_comm
ents_scr_1-9 

Bronchoscopy 
Comments 

Bronchoscopy 
Comments 

Char 

01. Principal bronchbx_comm
ents_v3_1-9 

Bronchoscopy 
Comments 

Bronchoscopy 
Comments 

Char 

01. Principal bronchbx_doc_id
_scr_1-9 

Uploaded Document ID Uploaded Document ID Char 

01. Principal bronchbx_doc_id
_v3_1-9 

Uploaded Document ID Uploaded Document ID Char 

01. Principal bronchbx_hist_s
cr_1-9 

Bronchoscopy 
Histology Details 

Bronchoscopy Histology 
Details 

.N="N/A" 

.R="Not Randomized" 
1="Normal" 
2="Low Grade Dysplasia" 
3="Mild Dysplasia" 
4="Moderate Dysplasia" 
5="Severe Dysplasia" 
6="Reserve Cell Hyperplasia" 
7="Squamous Metaplasia" 
9="Inadequate Specimen" 

01. Principal bronchbx_hist_v
3_1-9 

Bronchoscopy 
Histology Details 

Bronchoscopy Histology 
Details 

.N="N/A" 

.R="Not Randomized" 
1="Normal" 
2="Low Grade Dysplasia" 
3="Mild Dysplasia" 
4="Moderate Dysplasia" 
5="Severe Dysplasia" 
6="Reserve Cell Hyperplasia" 
7="Squamous Metaplasia" 
8="Carcinoma In Situ" 

01. Principal bronchbx_infl_sc
r_1-9 

Inflammation Inflammation .M="Missing" 
.N="N/A" 
.R="Not Randomized" 
1="Absent" 
2="Mild" 
3="Moderate" 
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01. Principal bronchbx_infl_v3
_1-9 

Inflammation Inflammation .N="N/A" 
.R="Not Randomized" 
1="Absent" 
2="Mild" 
3="Moderate" 

01. Principal bronchbx_site_s
cr_1-9 

Bronchoscopy Site Bronchoscopy Site Char 

01. Principal bronchbx_site_v
3_1-9 

Bronchoscopy Site Bronchoscopy Site Char 

01. Principal bronchbx_spec_i
d_scr_1-9 

Specimen ID Specimen ID Char 

01. Principal bronchbx_spec_i
d_v3_1-9 

Specimen ID Specimen ID Char 

01. Principal bronchbx_visit_d
ate_scr1 

Bronchoscopy Visit 
Date 

Bronchoscopy Visit Date SAS Date 
.R="Not Randomized" 

01. Principal bronchbx_visit_d
ate_v3 

Bronchoscopy Visit 
Date 

Bronchoscopy Visit Date SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 26: Agent Intervention 

 
Class Variable Label Description Format Text 

01. Principal agent_amount_m
issed1-11 

Amount Of Agent 
Missed (# Of Vials) 

Amount Of Agent 
Missed (# Of Vials) 

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

01. Principal agent_comments
1-11 

Agent Interruption 
Comments 

Agent Interruption 
Comments 

Char 

01. Principal agent_reason_st
opped1-11 

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

01. Principal agent_reason_st
opped_spec1-11 

Reason Agent 
Stopped, Specify 

Reason Agent Stopped, 
Specify 

Char 

01. Principal agent_restart_dat
e1-11 

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

01. Principal agent_restarted1-
11 

Was Agent Restarted? Was Agent Restarted? .F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
0="No" 
1="Yes" 

01. Principal agent_stopped_d
ate1-11 

Agent Stopped Date Agent Stopped Date SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 27: Agent Modification 

 
Class Variable Label Description Format Text 

01. Principal agmod_comment
s 

Agent Modification 
Comments 

Agent Modification 
Comments 

Char 

01. Principal agmod_new_dos
e 

New Agent Dose (mcg) New Agent Dose (mcg) Numeric 
.F="No Record For This Visit" 
.R="Not Randomized" 

01. Principal agmod_reason_
modified 

Reason Agent Dose 
Modified 

Reason Agent Dose 
Modified 

.F="No Record For This Visit" 

.R="Not Randomized" 
1="AE/SAE, Specify" 

01. Principal agmod_reason_
modified_spec 

Reason Agent Dose 
Modified, Specify 

Reason Agent Dose 
Modified, Specify 

Char 

01. Principal agmod_start_dat
e 

New Agent Dose Start 
Date 

New Agent Dose Start 
Date 

SAS Date 
.F="No Record For This Visit" 
.R="Not Randomized" 
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Section 28: Agent Return And Compliance 

 
Class Variable Label Description Format Text 

01. Principal agrc_amt_missin
g_phc 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

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

01. Principal agrc_amt_missin
g_v2 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

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

01. Principal agrc_amt_missin
g_v3 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

Amount Of Agent 
Missing/Not Accounted 
For This Period (# Of 
Vials) 

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

01. Principal agrc_amt_prov_p
rev_phc 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

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

01. Principal agrc_amt_prov_p
rev_v2 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

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

01. Principal agrc_amt_prov_p
rev_v3 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

Amount Of Agent 
Provided At Previous 
Visit (# Of Vials) 

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

01. Principal agrc_amt_return
ed_phc 

Amount Of Agent 
Returned At This Visit 
(# Of Vials) 

Amount Of Agent 
Returned At This Visit (# 
Of Vials) 

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

01. Principal agrc_amt_return
ed_v2 

Amount Of Agent 
Returned At This Visit 
(# Of Vials) 

Amount Of Agent 
Returned At This Visit (# 
Of Vials) 

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

01. Principal agrc_amt_return
ed_v3 

Amount Of Agent 
Returned At This Visit 
(# Of Vials) 

Amount Of Agent 
Returned At This Visit (# 
Of Vials) 

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

01. Principal agrc_amt_used_
phc 

Amount Of Agent Used 
During This Period (# 
Of Vials) 

Amount Of Agent Used 
During This Period (# Of 
Vials) 

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

01. Principal agrc_amt_used_
v2 

Amount Of Agent Used 
During This Period (# 
Of Vials) 

Amount Of Agent Used 
During This Period (# Of 
Vials) 

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

01. Principal agrc_amt_used_
v3 

Amount Of Agent Used 
During This Period (# 
Of Vials) 

Amount Of Agent Used 
During This Period (# Of 
Vials) 

Numeric 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal agrc_comments_
phc 

Agent Return And 
Compliance Comments 

Agent Return And 
Compliance Comments 

Char 

01. Principal agrc_comments_
v2 

Agent Return And 
Compliance Comments 

Agent Return And 
Compliance Comments 

Char 

01. Principal agrc_comments_
v3 

Agent Return And 
Compliance Comments 

Agent Return And 
Compliance Comments 

Char 

01. Principal agrc_num_doses
_less_12_phc 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As <12.5% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
<12.5% 

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

01. Principal agrc_num_doses
_less_12_v2 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As <12.5% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
<12.5% 

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

01. Principal agrc_num_doses
_less_12_v3 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As <12.5% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
<12.5% 

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

01. Principal agrc_num_doses
_more_12_phc 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As >12.5% 
But <100% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
>12.5% But <100% 

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

01. Principal agrc_num_doses
_more_12_v2 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As >12.5% 
But <100% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
>12.5% But <100% 

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

01. Principal agrc_num_doses
_more_12_v3 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As >12.5% 
But <100% 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
>12.5% But <100% 

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

01. Principal agrc_num_doses
_none_phc 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As None 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
None 

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

01. Principal agrc_num_doses
_none_v2 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As None 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
None 

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

01. Principal agrc_num_doses
_none_v3 

Number Of Doses 
Taken During This 
Period Per Nebulizer 
Reported As None 

Number Of Doses Taken 
During This Period Per 
Nebulizer Reported As 
None 

Numeric 
.F="No Record For This Visit" 
.M="Missing" 
.N="N/A" 
.R="Not Randomized" 
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Class Variable Label Description Format Text 

01. Principal agrc_num_full_p
hc 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

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

01. Principal agrc_num_full_v
2 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

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

01. Principal agrc_num_full_v
3 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

Number Of Full Doses 
Taken During This 
Period Per Nebulizer 
Reported 

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

01. Principal agrc_visit_date_
phc 

Agent Return And 
Compliance Visit Date 

Agent Return And 
Compliance Visit Date 

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

01. Principal agrc_visit_date_v
2 

Agent Return And 
Compliance Visit Date 

Agent Return And 
Compliance Visit Date 

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

01. Principal agrc_visit_date_v
3 

Agent Return And 
Compliance Visit Date 

Agent Return And 
Compliance Visit Date 

SAS Date 
.F="No Record For This Visit" 
.N="N/A" 
.R="Not Randomized" 
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Section 29: Carbon Monoxide Respiratory Test 

 
Class Variable Label Description Format Text 

01. Principal coresp_comment
s_scr 

CO Respiration 
Comments 

CO Respiration 
Comments 

Char 

01. Principal coresp_comment
s_scr_2nd 

CO Respiration 
Comments 

CO Respiration 
Comments 

Char 

01. Principal coresp_comment
s_v2 

CO Respiration 
Comments 

CO Respiration 
Comments 

Char 

01. Principal coresp_comment
s_v2_2nd 

CO Respiration 
Comments 

CO Respiration 
Comments 

Char 

01. Principal coresp_comment
s_v3 

CO Respiration 
Comments 

CO Respiration 
Comments 

Char 

01. Principal coresp_value_sc
r 

CO Respiration Value CO Respiration Value Numeric 
.R="Not Randomized" 

01. Principal coresp_value_sc
r_2nd 

CO Respiration Value CO Respiration Value Numeric 
.R="Not Randomized" 

01. Principal coresp_value_v2 CO Respiration Value CO Respiration Value Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal coresp_value_v2
_2nd 

CO Respiration Value CO Respiration Value Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal coresp_value_v3 CO Respiration Value CO Respiration Value Numeric 
.N="N/A" 
.R="Not Randomized" 

01. Principal coresp_visit_dat
e_scr 

CO Respiration Visit 
Date 

CO Respiration Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal coresp_visit_dat
e_scr_2nd 

CO Respiration Visit 
Date 

CO Respiration Visit 
Date 

SAS Date 
.R="Not Randomized" 

01. Principal coresp_visit_dat
e_v2 

CO Respiration Visit 
Date 

CO Respiration Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal coresp_visit_dat
e_v2_2nd 

CO Respiration Visit 
Date 

CO Respiration Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal coresp_visit_dat
e_v3 

CO Respiration Visit 
Date 

CO Respiration Visit 
Date 

SAS Date 
.N="N/A" 
.R="Not Randomized" 
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Section 30: Off Study 

 
Class Variable Label Description Format Text 

01. Principal offst_agent_end_
dt 

Agent End Date Agent End Date SAS Date 
.M="Missing" 

01. Principal offst_comments Off Study Comments Off Study Comments Char 

01. Principal offst_last_contac
t_dt 

Date Of Last Contact Date Of Last Contact SAS Date 
.M="Missing" 

01. Principal offst_off_dt Off Study Date Off Study Date SAS Date 

01. Principal offst_reas_off Reason Off Study Reason Off Study 1="Study Complete" 
2="Ineligible" 
3="Adverse Event" 
4="Participant Withdrawal" 
5="Physician Decision" 
6="Lost To Follow-Up" 
7="Other, Specify" 

01. Principal offst_reas_off_sp
ec 

Reason Off Study, 
Specify 

Reason Off Study, 
Specify 

Char 
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Section 31: Timepoints 

 
Class Variable Label Description Format Text 

01. Principal visit_comments_
fup 

Visit Comments (Follow 
Up Telephone) 

Visit Comments (Follow 
Up Telephone) 

Char 

01. Principal visit_comments_
phc 

Visit Comments (Phone 
Call Day 15) 

Visit Comments (Phone 
Call Day 15) 

Char 

01. Principal visit_comments_
pscr 

Visit Comments 
(Pre-Screening Visit) 

Visit Comments 
(Pre-Screening Visit) 

Char 

01. Principal visit_comments_
scr 

Visit Comments 
(Screening Visit) 

Visit Comments 
(Screening Visit) 

Char 

01. Principal visit_comments_
v1 

Visit Comments (Visit 
1) 

Visit Comments (Visit 1) Char 

01. Principal visit_comments_
v2 

Visit Comments (Visit 
2) 

Visit Comments (Visit 2) Char 

01. Principal visit_comments_
v3 

Visit Comments (Visit 
3) 

Visit Comments (Visit 3) Char 

01. Principal visit_comments_
v4 

Visit Comments (Visit 4 
Follow Up) 

Visit Comments (Visit 4 
Follow Up) 

Char 

01. Principal visit_end_date_f
up 

Visit End Date (Follow 
Up Telephone) 

Visit End Date (Follow 
Up Telephone) 

SAS Date 
.N="N/A" 

01. Principal visit_end_date_p
hc 

Visit End Date (Phone 
Call Day 15) 

Visit End Date (Phone 
Call Day 15) 

SAS Date 
.N="N/A" 

01. Principal visit_end_date_p
scr 

Visit End Date 
(Pre-Screening Visit) 

Visit End Date 
(Pre-Screening Visit) 

SAS Date 
.N="N/A" 

01. Principal visit_end_date_s
cr 

Visit End Date 
(Screening Visit) 

Visit End Date 
(Screening Visit) 

SAS Date 
.N="N/A" 

01. Principal visit_end_date_v
1 

Visit End Date (Visit 1) Visit End Date (Visit 1) SAS Date 
.N="N/A" 

01. Principal visit_end_date_v
2 

Visit End Date (Visit 2) Visit End Date (Visit 2) SAS Date 
.N="N/A" 

01. Principal visit_end_date_v
3 

Visit End Date (Visit 3) Visit End Date (Visit 3) SAS Date 
.N="N/A" 

01. Principal visit_end_date_v
4 

Visit End Date (Visit 4 
Follow Up) 

Visit End Date (Visit 4 
Follow Up) 

SAS Date 
.N="N/A" 

01. Principal visit_start_date_f
up 

Visit Start Date (Follow 
Up Telephone) 

Visit Start Date (Follow 
Up Telephone) 

SAS Date 
.N="N/A" 

01. Principal visit_start_date_
phc 

Visit Start Date (Phone 
Call Day 15) 

Visit Start Date (Phone 
Call Day 15) 

SAS Date 
.N="N/A" 

01. Principal visit_start_date_
pscr 

Visit Start Date 
(Pre-Screening Visit) 

Visit Start Date 
(Pre-Screening Visit) 

SAS Date 
.N="N/A" 

01. Principal visit_start_date_
scr 

Visit Start Date 
(Screening Visit) 

Visit Start Date 
(Screening Visit) 

SAS Date 
.N="N/A" 

01. Principal visit_start_date_
v1 

Visit Start Date (Visit 1) Visit Start Date (Visit 1) SAS Date 
.N="N/A" 
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Class Variable Label Description Format Text 

01. Principal visit_start_date_
v2 

Visit Start Date (Visit 2) Visit Start Date (Visit 2) SAS Date 
.N="N/A" 

01. Principal visit_start_date_
v3 

Visit Start Date (Visit 3) Visit Start Date (Visit 3) SAS Date 
.N="N/A" 

01. Principal visit_start_date_
v4 

Visit Start Date (Visit 4 
Follow Up) 

Visit Start Date (Visit 4 
Follow Up) 

SAS Date 
.N="N/A" 
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Section 32: Participant Contact 

 
Class Variable Label Description Format Text 

01. Principal partcntct_comme
nts1-4 

Participant Contact 
Comments 

Participant Contact 
Comments 

Char 

01. Principal partcntct_compli
ant1-4 

Is The Participant 
Compliant With 
Protocol Intervention 
Per Telephone Or 
Email? 

Is The Participant 
Compliant With Protocol 
Intervention Per 
Telephone Or Email? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes" 
2="Not Asked" 

01. Principal partcntct_date1-4 Participant Contact 
Date 

Participant Contact Date SAS Date 
.N="N/A" 
.R="Not Randomized" 

01. Principal partcntct_med_c
hange1-4 

Were Any Changes In 
Concomitant 
Medications Reported? 
(Either New Started Or 
Old Stopped)? 

Were Any Changes In 
Concomitant 
Medications Reported? 
(Either New Started Or 
Old Stopped)? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes (Complete ConMed Form)" 
2="Not Asked" 

01. Principal partcntct_report1
-4 

Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

.N="N/A" 

.R="Not Randomized" 
0="No" 
1="Yes (Complete AE)" 
2="Not Asked" 
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Section 33: Unblinding 

 
Class Variable Label Description Format Text 

01. Principal unblinding_agent Unblinding Agent Unblinding Agent .R="Not Randomized" 
0="Placebo" 
1="Inhaled Iloprost" 

01. Principal unblinding_cons
ort_code 

Registering Consortium 
Code 

Registering Consortium 
Code 

Char 

01. Principal unblinding_dose Agent Dose Agent Dose .R="Not Randomized" 
1="2.5 x 1 Dose, Then 5" 

01. Principal unblinding_dose
_freq 

Agent Dose Frequency Agent Dose Frequency .R="Not Randomized" 
1="BID" 
2="QID" 

01. Principal unblinding_inst_
code 

Registering Institution 
Code 

Registering Institution 
Code 

Char 

01. Principal unblinding_inst_
name 

Registering Institution 
Name 

Registering Institution 
Name 

Char 

01. Principal unblinding_proto
col 

DCP Protocol Numbers DCP Protocol Numbers Char 

01. Principal unblinding_rand_
num 

Randomization Number Randomization Number Char 

01. Principal unblinding_tac_c
ode 

Treatment Assignment 
Code 

Treatment Assignment 
Code 

.R="Not Randomized" 
1="TAC1" 
2="TAC2" 
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Section 34: TACTAD 

 
Class Variable Label Description Format Text 

01. Principal tactad_code1-2 Treatment Assignment 
Code (TAC) 

Treatment Assignment 
Code (TAC) 

.M="Missing" 
0="TAC-0" 
1="TAC1" 
2="TAC2" 

01. Principal tactad_start_dt1-
2 

TAC Code Start Date TAC Code Start Date SAS Date 
.M="Missing" 
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