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Section 1: Identifiers

Class Variable Label Description Format Text

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

Class

Variable

Label

Description

Format Text

01.

Principal

FOLDERINSTAN
CENAME

Dataset Folder Name

"Concomitant Medications"="Concomitant
Medications"

01.

Principal

MAXUPDATED

Last Updated

SAS Date

01.

Principal

MINCREATED

Created Time

SAS Date

01.

Principal

PAGEREPEATNU
MBER

Page Repeat Number

Numeric

01.

Principal

PROJECT

Protocol

"MAY2016-07-01"="MAY2016-07-01"

01.

Principal

RAVEID

Rave ID

Numeric

01.

Principal

RECORDPOSITIO
N

Record Position

Numeric

01.

Principal

SITE

Site

"Cleveland Clinic Foundation"="Cleveland
Clinic Foundation"

"Huntsman Cancer Institute/University of
Utah"="Huntsman Cancer Institute/University
of Utah"

"M D Anderson Cancer Center"="M D
Anderson Cancer Center"

"Mayo Clinic in Arizona"="Mayo Clinic in
Arizona"

"Mayo Clinic"="Mayo Clinic"

"University of Michigan Comprehensive
Cancer Center"="University of Michigan
Comprehensive Cancer Center"
"University of Pittsburgh Cancer Institute
(UPCI)"="University of Pittsburgh Cancer
Institute (UPCI)"

"University of Puerto Rico"="University of
Puerto Rico"

01.

Principal

SITENUMBER

Site Number

"AZ020"="AZ020"
"MI1014"="MI014"
"MN026"="MN026"
"OHO027"="0OH027"
"PA015"="PA015"
"PR0O08"="PR008"
"TX035"="TX035"
"UT003"="UT003"

01.

Principal

TARGETDAYS

Target Days From
Baseline

Numeric
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Section 3: Concomitant Medication

Class

Variable

Label

Description

Format Text

01. Principal

CMCONT

Continuing

1="Yes"
2=IINO|I
3="Unknown"

01. Principal

CMDOSE

Dose

Numeric

01. Principal

CMENDDT

Stop Date

SAS Date

01. Principal

CMENDDT_DD

Stop Date (Day Of The
Month)

Numeric

01. Principal

CMENDDT_MM

Stop Date (Month)

Numeric

01. Principal

CMENDDT_YYYY

Stop Date (Year)

Numeric

01. Principal

CMFREQ

Frequency

"2 times/week"="2 times/week"

"Biw"="Biw"
"PRN"="PRN"
"Tiw"="Tiw"
"bid"="bid"
"other"="other"
"q12h"="q12h"
"q1h"="g1h"
"q3d"="qg3d"
"g4h"="g4h"
"g6h"="g6h"
"q8h"="g8h"
"gam"="gam"
llqd":llqdll
"ghs"="ghs"
"qid"="qid"

"gmonth"="gmonth"

"god"="qod"
"qwk"="gqwk"
"tid"="tid"
"x1"="x1"
"x2"="x2"
"x3"="x3"

01. Principal

CMFREQ_SP

Frequency Specify

Char
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Class

Variable

Label

Description

Format Text

01. Principal

CMINDICATN

Indication

"100"="Hypertension"
"109"="Hypothyroidism"
"11"="Anticoagulation"
"112"="Indigestion"
"113"="Induce Sedation"
"114"="Infection"
"115"="Inflammation"
"117"="Insomnia"
"118"="ltching"

"124"="Local Anesthesia"
"13"="Anxiety"

"130"="Mood"

"131"="Mouth Sores"
"133"="Muscle Spasm"
"138"="Nasal Symptom"
"139"="Nausea"
"140"="Nausea And Vomiting"
"141"="Neuropathy"
"143"="Nutrition"
"145"="Pain"
"152"="Pharyngitis"
"157"="Post Traumatic Stress Disorder"
"16"="Arrhythmia"
"160"="Preprocedure/Diagnostic Testing"
"161"="Pretreatment”
"162"="Prophylaxis"
"163"="Pruritus"
"166"="Pulmonary Embolus"
"167"="Rash"

"169"="Reflux"
"17"="Arthralgia"
"172"="Respiratory Distress/Dyspnea"
"173"="Restless Leg Syndrome"
"175"="Rhinitis"
"176"="Rhinorrhea"
"18"="Arthritis"
"180"="Sinusitis"

"181"="Skin Irritation"
"182"="Sleep"

"183"="Sleep Apnea"
"184"="Smoking Cessation"
"187"="Supplement"

[continued...]
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Class

Variable

Label

Description

Format Text

01. Principal

[...continued]

CMINDICATN

[...continued]

"192"="Urinary"
"198"="Vertigo"
"199"="Vitamins"
"2"="Acidity"
"20"="Asthma"
"200"="Vomiting"
"202"="Weight Loss"
"22"="Attention Deficit Hyperactivity Disorder
(ADHD)"

"23"="Benign Prostatic Hyperplasia"
"24"="Bipolar Disorder"
"25"="Birth Control"
"29"="Bronchitis"
"32"="Cardiac"
"33"="Cellulitis"
"36"="Cns Disease"
"38"="Congestion"
"39"="Conjunctivitis"
"4"="Allergic Reaction"
"40Q"="Constipation"
"42"="Cough"
"43"="Dehydration"
"44"="Depression"
"45"="Dermatitis"

"46"="Diabetes"
"47"="Diarrhea"
"49"="Dyspepsia"
ll5II=IIA”ergyll

ll51 II=IIDySpneaII
"53"="Earache"
"60"="Erectile Dysfunction"
ll66ll=llFeverll
"69"="Flu Symptoms"
ll7ll=llAnemia"
"72"="Gastic Ulcer"
"73"="Gastritis"

"74"="Gastroesophageal Reflux Disease"
"75"="Gastrointestinal Distress"
"77"="Glaucoma"

"8"="Anesthesia"

"83"="Headache"

"9"="Anorexia"

"92"="Hormonal Manipulation"

[continued...]
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Class

Variable

Label

Description

Format Text

01. Principal [...continued] [...continued]
CMINDICATN "95"="Hypercholesterolemia"
"98"="Hyperlipidemia"
"Other Specify"="Other Specify"
01. Principal CMINDICATN_SP | Indication Specify "Acid Reflux"="Acid Reflux"

"Barrett's"="Barrett's"

"Cataract Surgery"="Cataract Surgery"
"Cataract surgery"="Cataract surgery"
"Exposure keratitis of left eye"="Exposure
keratitis of left eye"

"FAP study agent"="FAP study agent"
"FAP"="FAP"

"Familial Adenomatous Polyposis"="Familial
Adenomatous Polyposis"

"Fluid for sedation"="Fluid for sedation"
"H. Pylori"="H. Pylori"
"Hypogonadism"="Hypogonadism"
"Hypoviaminosis D"="Hypoviaminosis D"
"Low testosterone"="Low testosterone"
"Migraine"="Migraine"
"Migraines"="Migraines"

"Polyp reduction"="Polyp reduction"
"Prevention of macular degeneration
secondary to scar tissue on
eye"="Prevention of macular degeneration
secondary to scar tissue on eye"
"Sunburn"="Sunburn"

"Upset Stomach"="Upset Stomach"
"Upset stomach"="Upset stomach"
"achalasia"="achalasia"

"c-diff"="c-diff"

"desmoid treatment"="desmoid treatment"
"dysmenorrhea and
menorrhagia"="dysmenorrhea and
menorrhagia"

"fluid for sedation"="fluid for sedation"
"hypermotility"="hypermotility"

"menstrual cramps"="menstrual cramps"
"probiotic"="probiotic"

"research study drug"="research study

[continued...]
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Class Variable Label Description Format Text
01. Principal [...continued] [...continued]
drug"
CMINDICATN_SP "sepsis"="sepsis"
"sore throat"="sore throat"
"tinea pedis"="tinea pedis"
01. Principal CMSTRTDT Start Date SAS Date
01. Principal CMSTRTDT_DD | Start Date (Day Of The Numeric
Month)
01. Principal CMSTRTDT_MM | Start Date (Month) Numeric
01. Principal CMSTRTDT_YYY | Start Date (Year) Numeric
Y
01. Principal CMUNITS Units Of Measure Char
01. Principal COM Concomitant Char
Medication Comments
01. Principal CONMED Is The Participant 1="Yes"
Taking Any 2="No"
Concomitant
Medications?
01. Principal CONMEDNAME | Concomitant Agent Char
Name
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