ELLDOPA Study Analytical Database

version 20080430

Randomization Module

SAS Variable variable
Name Label Type Length |Range/Codelist/Description
DATASRC Data source Char 4 0002
PDDOCID PD-DOC ID Char o
TREAT Treatment Num 8 I=placebo 2=CL 12.5 5=CL 25 4=CL 50
derived age Age Num 3 Based on enrollment date and date of birth
derived agegts9 Age greater than 89? Char 1 [0=No, 1=Yes
enrollyr Enrollment Year Num 8
birthyr Year of Birth Num 8
cord Coordinator Num 8
inv Investigator Num 8
race Race Num g8 [L=Caucasian
2=Black
3=Hispanic
4=Asian
5=Amer Indian
6=0Other
staff Staff code Num 8
derived pdduration Duration of PD (in months) |Num 8 Based on diagnosis date and enroliment date
derived pdonsetage Age at Diagnosis Num 3 Based on diagnosis date and dafe of birth
gender Gender Num g |l=Male Z=Female
site Site Num 8
derived week Calculated Week Number ~ [Num g  [based on enroliment date and visit date
Form ## Final Diagnosis
SAS Variable Variable
Question on Form |Name Label Type Length |Range/Codelist/Description




derived diag2days Days from BL to Final Num 8
Diagnosis last assessment
date
Q3 diag3 Probability of PD Num g |1=90%-100%
2=50%-89%
3=10%-49%
4=0%-9%
Q4 diag4 Diagnosis Num 3 01 =PD and another neurological disorder
02 = Alzheimer's disease
03 = Chromosome-17 frontotemporal dementia
04 = Corticobasal degeneration
05 = Dementia of the Lewy body type
06 = Dopa-responsive dystonia
07 = Essential tremor
08 = Hemiparkinson/hemiatrophy syndrome
09 = Proven genetic type of PD
10 = Motor neuron disease with parkinsonism
11 = Multiple system atrophy
12 = Neuroleptic-induced parkinsonism
13 = Normal pressure hydrocephalus
14 = Progressive supranuclear palsy
15 = Psychogenic illness
16 = Vascular parkinsonism
17 = Other neurological disorder(s)
18 = No PD nor other neurological disorder
Q5 diag5 Followed Num g8 |l=Yes, 2=No
06 diag6 Opinion Changed Num g8 |I=Yes, 2=No, 3=NA - didn't follow after study
Q7 diag7 Probability of PD - Post Num g  [1=90%-100%
Study 2=50%-89%
3=10%-49%
4=0%-9%




Q8 diag8 Diagnosis - Post Study Num 3 01 = PD and another neurological disorder
02 = Alzheimer's disease
03 = Chromosome-17 frontotemporal dementia
04 = Corticobasal degeneration
05 = Dementia of the Lewy body type
06 = Dopa-responsive dystonia
07 = Essential tremor
08 = Hemiparkinson/hemiatrophy syndrome
09 = Proven genetic type of PD
10 = Motor neuron disease with parkinsonism
11 = Multiple system atrophy
12 = Neuroleptic-induced parkinsonism
13 = Normal pressure hydrocephalus
14 = Progressive supranuclear palsy
15 = Psychogenic illness
16 = Vascular parkinsonism
17 = Other neurological disorder(s)
18 = No PD nor other neurological disorder
Q4 comments diagdcomm Diagnosis Comment Q4 Char 100
Q8 comments diag8comm Diagnosis Comment Q8 Char 100
Q9b - response  |diag9abr Responded Bromocriptine  [Num 8 1=definite, 2=uncertain
Q9a - response  |diag9ar Responded Levodopa Num 8 1=definite, 2=uncertain
Q9a - taken diag9at Taken Levodopa Num g8 |Ll=Yes, 2=No
Q9b - taken diag9bt Taken Bromocriptine Num g8 |1=Yes, 2=No
Q9c - response  [diag9cr Responded Pergolide Num 8 1=definite, 2=uncertain
Q9c - taken diag9ct Taken Pergolide Num g8 |Ll=Yes, 2=No
Q9d - response  |diag9dr Responded Pramipexole Num 8 1=definite, 2=uncertain
Q9d - taken diag9dt Taken Pramipexole Num g8 |Ll=Yes, 2=No
Q9e - response  |diag9er Responded Ropinirole Num 8 1=definite, 2=uncertain
Q9e - taken diag9et Taken Ropinirole Num g8 |1=Yes, 2=No
derived diagdays Days from BL to Final Num 8
Diagnosis form date
Q11 diagstaf Staff Num 8
Form 04 Demographics
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived flldays Days from BL to Num 8

Demographics form date




Q2

11902

2 Gender

Num

I=Male Z2=Female

Q3

11903

3 Ethnicity

Num

T=White (non-hispanic)

2=Black (non-hispanic)

3=Hispanic

4=Asian or Pacific Islander
5=American Indian or Alaskan Native
6=0Other

7=Unknown

Q4

f11q04

4 Place of birth

Num

1=United States
2=Canada
3=Mexico/Central America
4=South America
5=Europe

6=Asia/Pacific Island
7=Africa

8=Australia/New Zealand
9=0Other

Q5

11905

5 Education

Num

# of years of formal educafion (e.g. 12 = completed
12th grade, 14=2 years of college)

Q6

f11¢06

6 Full-time Employment

Num

I=Yes, Z2=No

Q7

11907

7 Part-time Employment

Num

oo

I=Yes, Z2=No

Q8

f11q08

8 Unemployment/Involuntary

Num

oo

1=Yes, 2=No

Q9

1109

9 Unemployment/Voluntary

Num

I=Yes, Z2=No

Q10

1110

10 Volunteer work

Num

I=Yes, Z2=No

Q11

f11g11

11 Fully retired

Num

I=Yes, Z2=No

Q12

f11g12

12 Semi-retired

Num

I=Yes, Z2=No

Q13

11913

13 Full-time student

Num

I=Yes, Z2=No

Q14

f11q14

14 Part-time student

Num

I=Yes, Z2=No

Q15

f11q15

15 Occupation

Num

(0] No o) Noe) Neo] Heo] Hoo) Nool

OI=Professional, execufive, manager, admin,
educator

02=Technician

03=Clinical, sales

04=Service - domestic, restaurant, protection
05=Farming, forestry, related

06=Industrial, crafts, repair worker
07=Transportation

08=Construction, laborer

09=Never employed

10=Cther

Q16

f11916

16 Homemaker

Num

I=Yes, Z2=No

Q17

f11g17

17 Caregiver/children

Num

I=Yes, Z2=No




Q18

f11918

18 Caregiver/adult

Num

I=Yes, Z2=No

Q19

f11q19

19 Other major
responsibilities

Num

1=Yes, 2=No

Q20

11920

20 Insurance

Num

T=Medicare

2=Medicaid

3=HMO

4=PPO

5=Private Insurance

6=VA

7=Canadian National Health Service
8=None

9=0Other

Q21

f11g21

21 Referral Source

Num

T=clinic - during VisKt

2=clinic - by phone

3=clinic - by malil

4=self-referred

5=referred from VA

6=referred from community neurologist
7=referred from PCP

8=referred from patient support group
9=other

Q22

f11922

22 Interview-Telephone

Num

I=Yes, Z2=No

Q23

f11923

23 Interview-In person

Num

I=Yes, Z2=No

Q24

f11g24

24 Interview-Records
review/Letter

Num

1=Yes, 2=No

Q25

11925

25 Interview-Other

Num

I=Yes, Z2=No

Q26

f11926

26 Pre-screening outcome

Num

T=screening Visit scheduled
2=subject was not scheduled for screening




Q27a f11927a 27a First reason no Num g  [Ul=did not meetinclusion criteria
screening 02=Clinic inconveniently located
03=Transportation not available
04=Feared loss of employment
05=Subject employed and interfered with job
06=Interfered with dependent care or homemaking
responsibilities
07=Expense
08=Study required too much time
09=Non-English speaker, no translation at site
10=Subject apprehensive about clinical studies
11=Subject apprehensive about taking Ldopa
12=Subject apprehensive about taking placebo
13=Subject apprehensive about signing informed
consent
14=Family reluctant to have subject participate
15=Physician reluctant to have subject participate
16=0ther
Q27b f11927b 27b Second reason no Num 8
screening R
Q27c fl1g27c 27c¢ Third reason no Num 8
screening B
Q27 - physician |f11927p 27p Physician reluctant type [Char 1
N=Neurologist, O=Other
Form 58 Caffeine Questionnaire
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived fl3days Days from BL to Caffeine Num 8
form date
Q1 13001 1 drink coffee? Num g8 |1=Yes, 2=No
Q2 13902 2 #coffee(caffeine) last Num 8
week/per day
Q3 13003 3 answer to Q2 is typical?  [Num 8 |1=Yes, 2=No
Q4 13004 4 tea(caffeine)? Num 8 |1=Yes, 2=No
Q5 f13gq05 5 #tea(caffeine) last Num 8
week/per day?
Q6 13006 6 answer to Q5 is typical?  [Num 8 |1=Yes, 2=No




Q7 13007 7 Soda? Num 8 |1=Yes, 2=No
Q8 1308 8 #soda(caffeine) last Num 8
week/per day
Q9 13709 9 answer to Q7 is typical?  [Num 8 1=Yes, 2=No
Form 06 Inclusion/Exclusion
SAS Variabnle Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived fl4days Days from BL to Inc/Exc Num 8
form date
Q1 f14g01 1 Diagnosis idiopathic Num 8
Parkinson 1=Yes, 2=No
Q2 f14g02 2 30yrs + onset of PD Num 8
after29 1=Yes, 2=No
Q3 1403 3 Hoehn and Yahr stage Num 8
derived diagyr Year of Diagnosis Num 8
Q5 14005 5 identifiable cause Num g8 |Ll=Yes, 2=No
Q6 14006 6 history Num g8 |Ll=Yes, 2=No
Q7 14007 7 atypical parkinsonism Num g8 |1=Yes, 2=No
Q8 14908 8 UPDRS tremor score 3.0+ |Num 8
1=Yes, 2=No
Q9 14909 9 freezing/loss postural Num 8
reflexes 1=Yes, 2=No
Q10 14010 10 orthostatic hypotension  [Num g8 |1=Yes, 2=No
Q11 fl4g11 11 history malignant Num 8
melanoma 1=Yes, 2=No
Q12 f14g12 12 unstable medical problem|{Num 8
1=Yes, 2=No
Q13 f14913 13 antiparkinson Num 8
medications 1=Yes, 2=No
Q14 f14q14 14 prior exposure Num g8 |l=Yes, 2=No
Q15 14015 15 neuroleptic,last 6mths  [Num g8 |Ll=Yes, 2=No
Q16 14016 16 selegiline,last 4 mths Num g8 |Ll=Yes, 2=No
Q17 f14q17 17 allowed drug within last  [Num 8
month 1=Yes, 2=No
Q18 14018 18 2000 mg/day vitamin C  [Num g8 |l=Yes, 2=No
Q19 14019 19 2000 IU/day vitamin E [Num g8 |l=Yes, 2=No
Q20 f14920 20 Hamilton Depression<20 [Num 8
Q21 fl4g21 21 Mini-Mental >25 Num 8




Q22 14022 22 off PD meds next 9mths [Num 8 |1=Yes, 2=No
Q23 14023 23 2week washout period  [Num g8 |1=Yes, 2=No
Staff Code fl4staff 1400 Staff Num 8
Form 26 Subject Disposition
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived fl6days Days from BL to Disposition [Num 8
form date
Q1 16001 1 Completed Num g8 |1=Yes, 2=No
Q2 16002 2 week discontinue Num 8
Q3 16003 3 Reason Num 3 T=worsening of disease under study
2=worsening of other preexisting disease
3=other adverse event
4=no deterioration but still unsatisfactory effect
5=protocol violation
6=lost to follow-up
7=withdrawal of consent
8=other
Q4 1604 4 Completed washout Num g |l=Yes, 2=No
Q5 f16q05 5 #days completed Num 8
derived timelast Days to Last Med Num 8
derived studydys Days in study Num 8
Q8 16008 8 Disclosure Num g8 |l=Yes, 2=No
Staff Code 16009 1600 Staff Num 8
Form 46 Dopaminergic Events
SAS vVariable varianie
Question on Form |Name Label Type Length |Range/Codelist/Description
derived fl7days Days from BL to Num 8
Dopaminergic Event form
date
Q1 17001 1 wearing off Num 8 |1=Yes, 2=No
Q2 17002 2 Dyskinesias Num 8 |1=Yes, 2=No
Q3 17003 3 ON-OFF effects Num 8 |1=Yes, 2=No
Q4 17004 4 OFF-Period Dystonias Num 8 |1=Yes, 2=No




Q5 f17905 5 OFF-Period Dystonias Num 8
before? 1=Yes, 2=No
Q6 17906 6 OFF-Period Dystonias Num g  |1=Only through night or first thing In morning
experience 2=0nly during off periods later in the day
3=Both
Q7 17007 7 freezing Num 8 |1=Yes, 2=No
Q8a f17008a 8a Freezing occuring in off [Num 8 |1=Yes, 2=No,
periods 3=Unable to determine, 4=NA
Q8b f17q08b 8b Freezing occuring inon  [Num 8 1=Yes, 2=No,
periods 3=Unable to determine, 4=NA
Form 20 Fatigue Questionnaire
SAS Variable Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f18days Days from BL to Fatigue Num 8
form date
Q1 18001 1 Patience Num 8 |
Q2 18002 2 Motivation Num 8 |1
Q3 18703 3 Concentration Num 8 |1
Q4 18004 4 exercise Num 8 |1/
Q5 18705 5 Heat Num 8 |1
Q6 18006 6 Inactivity Num 8 |1
Q7 18007 7 Stress Num 8 |1
Q8 18708 8 Depression Num 8 |1/
Q9 18009 9 Work Num 8 |1
Q10 18710 10 Afternoon Num 8 |1/
Q11 f18q11 11 Morning Num 8 |1/
Q12 18012 12 Routine daily activities ~ [Num 8 |1/
Q13 18013 13 Resting Num 8 |1/
Q14 18014 14 Drowsy Num 8 |1
Q15 18015 15 Sleeping Num 8 |1/
Q16 18716 16 Cool temperature Num 8 |1/
Q17 18017 17 Positive experience Num 8 |1
Q18 18018 18 easily? Num 8 |1/
Q19 18019 19 Physical functioning Num 8 |1/
Q20 18020 20 Frequent problems Num 8 |1/
Q21 f18g21 21 Sustained physical Num 8 17

functioning




Q22 18922 22 Certain duties and Num 8

responsibilities 1-7
Q23 18023 23 Other symptoms Num 8 |/
Q24 18024 24 Most disabling symptom [Num 8 |1/
Q25 f18925 25 Among three most Num 8

disabling symptom 1-7
Q26 18026 26 Interferes Num 8

w/work,family,social life 1-7
Q27 18027 27 Other symptom worse  [Num 8 |/
Q28 18028 28 Different? Num 8 |1/
Q29 18029 29 Exercise Num 8 |/
Q30 18030 30 Lack of energy after eat [Num g |U-4
Q31 18931 31 Light-headed Num g |U-4

derived fatigue Fatigue Sum Num Subtract 1 from each response of questions 1-29, the
sum these 29 modified values as well as questions 30
& 31
Form 38 Hamilton Depression
Scale
SAS Variabnle variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f19days Days from BL to Ham D Num 8

form date
Q1 19901 Depression Mood Num g |U-4
Q2 19002 Work and Activities Num g |U-4
Q3 19003 Genital Symptoms Num g |U-2
Q4 f19q04 Somatic Symptoms Num 8

Gastrointestinal 0-2
Q5 19005 Loss of Weight Num g |U-2
Q6 19006 Insomnia Early Num g |U-2
Q7 19007 Insomnia Middle Num g |U-2
Q8 19008 Insomnia Late Num g |U-2
Q9 19909 Somatic Symptoms General [Num 8 02
Q10 19010 Feeling of Guilt Num g |U-4
Q11 19911 Suicide Num g (U4
Q12 19012 Anxiety Psychic Num g |U-4
Q13 19013 Anxiety Somatic Num g |U-4
Q14 1914 Hypochondriasis Num g |U-4




Q15 19915 Insight Num 8 |02
Q16 19016 Retardation Num g |U-4
Q17 19917 Agitation Num g |U-4
derived hamilton Sum of Questions 1-17 Num 8 Sum or questions 1-17
Total Score totalsc Hamilton Total from the CRF|{Num 8
form 0-52
Form 14 Schwab & England
Activities of Daily Living
Scale
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f21days Days from BL to SE ADL Num 8
form date
Q1 from coordinator [f21q01 1 SE/ADL Coordinator Score[Num 8
form 0-100
Q2 21002 2 SE/ADL Subjects Score  [Num g |U-100
Q1 from primary [f21903 SE/ADL P.Rater Num 8
rater form 0-100
Staff Code f21q04 4 2100 Staff Num 8
Form 50 Modified Hoehn and Yahr
Scale
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f22days Days from BL to Hoehn Yahr[Num 8
form date
Q1 f22q01 1 Hoehn and Yahr Stage Num 8
Staff Code 22002 2200 Staff Num 8
Form 44 The Satiety Visual
Analogue Scale
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description




derived f23days Days from BL to Satiety form|Num 8
date
Q1 23001 1 Desire to eat(B. B.) Num g |U-10
Q2 23002 2 Hungry(B. B.) Num g |U-10
Q3 23003 3 Full(B. B.) Num g |U-10
Q4 23004 4 How much food(B. B.) Num g |U-10
Q5 23005 5 How thirsty(B. B.) Num g |U-10
Q6 23006 6 Desire to eat(A. B.) Num g |U-10
Q7 23007 7 Hungry(A.B.) Num g |U-10
Q8 23008 8 Full(A. B.) Num g |U-10
Q9 23009 9 How much food(A. B.) Num g |U-10
Q10 23010 10 How thirsty(A. B.) Num g |U-10
Q11 f23q11 11 Desire to eat(B. L.) Num g |U-10
Q12 23012 12 Hungry(B. L.) Num g |U-10
Q13 23013 13 Full(B. L.) Num g |U-10
Q14 23014 14 How much food(B. L.)  [Num g |U-10
Q15 23015 15 How thirsty(B. L.) Num g |U-10
Q16 23016 16 Desire to eat(A. L.) Num g |U-10
Q17 23017 17 Hungry(A. L.) Num g |U-10
Q18 23018 18 Full(A. L.) Num g |U-10
Q19 23019 19 How much food(A. L.)  [Num g |U-10
Q20 23020 20 How thirsty(A. L.) Num g |U-10
Q21 23021 21 Desire to eat(B. D.) Num g |U-10
Q22 23022 22 Hungry(B. D.) Num g |U-10
Q23 23023 23 Full(B. D.) Num g |U-10
Q24 23024 24 How much food(B. D.)  [Num g |U-10
Q25 23025 25 How thirsty(B. D.) Num g |U-10
Q26 23026 26 Desire to eat(A. D.) Num g |U-10
Q27 23027 27 Hungry(A. D.) Num g |U-10
Q28 23028 28 Full(A. D.) Num g |U-10
Q29 23029 29 How much food(A. D.)  [Num g |U-10
Q30 23030 30 How thirsty(A. D.) Num g |U-10
Q31 23931 31 Desire to eat(B. S.) Num g |U-10
Q32 23032 32 Hungry(B. S.) Num g |U-10
Q33 23033 33 Full(B. S.) Num g |U-10
Q34 23034 34 How much food(B. S.)  [Num g |U-10
Q35 23035 35 How thirsty(B. S.) Num g |U-10




derived

BreakPost

The Satiety Visual Analogue
Scale : SUM Q6-Q10 -
Desire to Eat After Breakfast

Num

Sum of questions 6-10

derived

BreakPre

The Satiety Visual Analogue
Scale : SUM Q1-Q5 -
Desire to Eat Before
Breakfast

Num

Sum of questions 1-5

derived

DinerPost

The Satiety Visual Analogue
Scale : SUM Q26-Q30 -
Desire to Eat After Dinner

Num

Sum of questions 26-30

derived

DinerPre

The Satiety Visual Analogue
Scale : SUM Q21-Q25 -
Desire to Eat Before Dinner

Num

Sum of questions 21-25

derived

LunchPost

The Satiety Visual Analogue
Scale : SUM Q16-Q20 -
Desire to Eat After Lunch

Num

Sum of questions 16-20

derived

LunchPre

The Satiety Visual Analogue
Scale : SUM Q11-Q15 -
Desire to Eat Before Lunch

Num

Sum of questions 11-15

derived

SleepPre

The Satiety Visual Analogue
Scale : SUM Q31-Q35 -
Desire to Eat Before
Sleeping

Num

Sum of questions 31-35

Form 16

Quality of Life

Question on Form

SAS Variable
Name

Label

Variable
Type

Length

Range/Codelist/Description

derived

f24days

Days from BL to Quality of
Life form date

Num

Q1

24001

01 Lightheaded Standing

Num

02

Q2

2402

02 Trouble /w Balance
Walking

Num

0-4




Q3 f24q03 03 Trouble Swallowing Num 8
Liquids 0-4
Q4 f24q04 04 PD Affects Num 8
Communication 0-4
Q5 24005 05 Bathroom at Night Num g |U-4
Q6 24006 06 Numbness Num g |U-4
Q7 24007 07 Bladder Control Difficult [Num g |U-4
Q8 24008 08 Constipation Num g |U-4
Q9 24009 09 Trouble Falling Asleep  [Num g |U-4
Q10 24010 10 Trouble Staying Asleep [Num g |U-4
Q11 24911 11 Positive Outlook Difficult [Num g |04
Q12 24012 12 Burden to Others Num g |U-4
Q13 f24q13 13 Not Limited Social Num 8
Activities 0-4
Q14 f24q14 14 Worry About Future Num g |U-4
Q15 24015 15 Reluctant to Ask Num g (U4
Q16 24016 16 Dependent Num g |U-4
Q17 24017 17 Difficult to Adjust Num g |U-4
Q18 24018 18 Not Affected Social Life [Num g |04
Q19 24019 19 Travel for Leisure Num g |U-4
Q20 f24920 20 Not Changed Family Role[Num 8 0.4
Q21 24021 21 Withdraw Socially Num g |U-4
Q22 24022 22 View Not Changed Num g |U-4
Q23 24023 23 Independent Hygiene Num g |U-4
Q24 24024 24 Independent Eating Num g |U-4
Q25 24025 25 Communication Problem [Num g |U-4
Q26 24026 26 Fatigue Limits Num g |U-4
Q27 24027 27 PD Inteferes at Home  [Num g |U-4
Q28 24028 28 PD Inteferes /w Driving  [Num g |U-4
Q29 f24929 29 PD Prevents Sharing Bed|Num 8 0.4
Q30 24930 30 PD Affects Affection Num g [0-4
Q31 24931 31 Less Desirable Num g [0-4
Q32 24032 32 Financial Strain Num g |U-4
Q33 24033 33 PD Symptoms Are Num g |U-4
derived pdaol Unweighted PDQUALIF Num 8 Sum of questions 1-32 divided by s2*4 multiplied by
Total 100
derived pdgol_1 Social/Role Function Num 8 Ssum of questions 2,12, 15, 17/, 15, 19, 21, 26, 27

multiplied by 100.0/36.0




derived pdgol_2 Self-Image/Sexuality Num 8 Sum of questions 4, 30, 20, 22, 31, 25, 32 multiplied
by 100.0/28.0
derived pdgol_3 Sleep Num 8 Sum of questions 9, 10, 29 multiplied by 100.0/12.0
derived pdqol_4 Outlook Num 8 Sum of questions 11, 14, 15, 16 multiplied by
100.0/16.0
derived pdgol_5 Physical Function Num 8 Sum of questions 1, 3, 6, 8, 28 multiplied by
100.0/20.0
derived pdgol_6 Independence Num 8 Sum of questions 23, 24 multiplied by 100.0/8.0
derived pdqol_7 Urinary Function Num 8 Sum of questions 5, 7 multiplied by 100.0/8.0
derived pdgoltot PDQUALIF Total Num 8 pdgol_1+pdqol_2+pdqol_3+pdgol_4+pdgol_5+pdgol_
6+pdqol_7 divided by 7.0
Form 30 Two-Point Finger Tapping
SAS Varianle Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f28days Days from BL to Two Point [Num 8
Finger Tap form date
Q1 f28g01 1 time of pre-dose test Num 8
Q6 28006 6 time of post-dose test Num 8
Q7 28907 7 time of post-dose test Num 8
Q2-left f28g02I 2| #tapping(dominant) pre- [Num 8
dose
Q2-right f28g02r 2r #tapping(dominant) pre- [Num 8
dose
Q3-left f28q03I 3l #tapping(non dominant)  [Num 8
pre-dose
Q3-right f28903r 3r #tapping(hon dominant) [Num 8
pre-dose
Q4-left f28q04lI 4] #tapping(dominant) pre- |Num 8
dose
Q4-right f28q04r 4r #tapping(dominant) pre- |Num 8
dose
Q5-left f28q05I 51 #tapping(non dominant) [Num 8
pre-dose
Q5-right f28g05r 5r #tapping(hon dominant) [Num 8
pre-dose
Q8-left f28q08I 8l #tapping(dominant) post- [Num 8

dose




Q8-right f28908r 8r #tapping(dominant) post- [Num 8
dose
Q9-left f28q09I 9l #tapping(non dominant) [Num 8
post-dose
Q9-right f28909r 9r #tapping(non dominant) [Num 8
post-dose
Q10-left f28q10I 10l #tapping(dominant) post-[Num 8
dose
Q10-right f28g10r 10r #tapping(dominant) post-|[Num 8
dose
Q11-left f28q11l 11l #tapping(non dominant) [Num 8
post-dose
Q11-right f28q11r 11r #tapping(non dominant) [Num 8
post-dose
Form 18 Mini-Mental Status Exam
SAS variable Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f40days Days from BL to MMSE form|{Num 8
date
Q1 40001 1 Year? Num g |U1
Q2 40002 2 Season? Num g |U1
Q3 40003 3 Date? Num g |U1
Q4 40004 4 Day? Num g |U1
Q5 40005 5 Month? Num g |U1
Q6 40006 6 State? Num g |U1
Q7 40007 7 County? Num g |U1
Q8 40008 8 City? Num g |U1
Q9 40009 9 Address? Num g |U1
Q10 40010 10 Floor? Num g |U1
Q11 40011 11 Repeat Num g |U9
Q12 40012 12 Serial 7s Num g |U»
Q13 40013 13 Remember? Num g |U9
Q14 40014 14 Watch? Num g |U1
Q15 40015 15 pencil? Num g |U1
Q16 40016 16 Phrase Num g |U1
Q17 40017 17 Read Num g |U1
Q18 40018 18 Directions Num g |U9
Q19 40019 19 Sentence Num g |U1
Q20 40020 20 Drawing Num g |U1




Staff Code f40g21 4000 Staff Num 8
Total Score mm MMSE Total from the CRF  [Num 8
form 0-30
derived f40total MMSE Derived Score Num g8 |oumorquestons 1-20
Form 22 Vital Signs
SAS Varianie | Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f61_oh Orthostat Hypotension Num g8  [lT'supine systolic BF - standing systolic BF > 20 AND
standing heart rate- supine heart rate > 10, the
f61 _oh=1
derived féldays Days from BL to Vitals form [Num 8
date
Q2 61902 2 Supine Pulse Num 8
Q4 f61q04 4 Stand Pulse Num 8
Q5 61905 5 Respiration Num 8
Q6 61906 6 weight(kg) Num 8
Staff Code 61908 8 6100 Staff Num 8
Q1 diastolic f61gq01d 1d Supine Dia BP Num 8
Q1 systolic f61g01s 1s Supine Sys BP Num 8
Q3 diastolic f61q03d 3d Stand Dia BP Num 8
Q3 systolic f61g03s 3s Stand Sys BP Num 8
derived rate_ss Difference between Rest- Num 8
Stand Pulse
Visit Number f6lweek Week number of scheduled |Num 8
visit (taken from Vitals form)
Form 02 Medical History
SAS Varianle Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived f62days Days from BL to Med Hx Num 8
form date
Q1 f62q01 Cardiovasc Num 8 0=none, 1=still present, 2=not still present
Q2 f62q02 Pulmonary Num 8 0O=none, 1=still present, 2=not still present
Q3 f62q03 Allergies Num 8 0O=none, 1=still present, 2=not still present
Q4 f62q04 Gastro Num 8 0O=none, 1=still present, 2=not still present
Q5 f62q05 Endocrine Num 8 0=none, 1=still present, 2=not still present




Q6 62006 Renal Num 8 0O=none, 1=still present, 2=not still present
Q7 62907 Urologic Num 8 0O=none, 1=still present, 2=not still present
Q8 62008 Musculo Num 8 0=none, 1=still present, 2=not still present
Q9 62009 Dermatol Num 8 0O=none, 1=still present, 2=not still present
Q10 62910 Neurologic Num 8 0=none, 1=still present, 2=not still present
Q11 f62g11 Psychiat Num 8 0=none, 1=still present, 2=not still present
Q12 62912 Other Num 8 0=none, 1=still present, 2=not still present
Staff Code f62stf Staff Num 8
Inventory Tracking (Notes
whether the form is
present or not at this visit)
SAS Variabnle variable
Question on Form |Name Label Type Length |Range/Codelist/Description
form1100 1100 Demographics Num 8 |U=Not present, 1=Fresent
form1300 1300 Caffeine Num g8 |U=Not present, 1=Fresent
form1400 1400 Inclusion/Exclusion Num g8 |U=Not present, 1=Fresent
form1600 1600 Subject Disp Num 8 |U=Not present, 1=Fresent
form1700 1700 Dopaminergic Events |Num g8 |U=Not present, 1=Fresent
form1800 1800 Fatigue Num 8 |U=Not present, 1=Fresent
form1900 1900 Hamilton Num 8 |U=Not present, 1=Fresent
form2000 2000 UPDRS P Num 8 U=Not present, 1=Fresent
form2001 2000 UPDRS T Num 8 U=Not present, 1=Fresent
form2002 2000 UPDRS Tp Num 8 U=Not present, 1=Fresent
form2100 2100 SE/ADL Num 8 U=Not present, 1=Fresent
form2200 2200 Hoehn/Yahr Num g8 |U=Not present, 1=Fresent
form2300 2300 Satiety Visual Num g8 |U=Not present, 1=Fresent
form2400 2400 Quality of Life Num g8 |U=Not present, 1=Fresent
form2800 2800 Two-Point Finger Num g8 |U=Not present, 1=Fresent
form4000 4000 Mini-Mental Num g8 |U=Not present, 1=Fresent
form6002 6002 Any AE Num 8 |U=Not present, 1=Fresent
form6100 6100 Vitals Num 8 |U=Not present, 1=Fresent
form6200 6200 Medical History Num g8 |U=Not present, 1=Fresent
Incident Module




SAS Variable Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
incO1 1 AE Num g |U=No, I=Yes
derived inc02days 2 Days from BL to Incident [Num 8
AE date
inc03 3 Disclosure Num g [U=No, 1=Yes
derived incO4days 4 Days from BL to Incident |Num 8
Disclosure date
inc05 5 Wash out after 40 weeks |Num 8
(WOA) 0=No, 1=Yes
derived incO6days 6 Days from BL to Incident [Num 8
WOA date
inc07 7 Wash out before 40 weeks [Num 8
(WOB) 0=No, 1=Yes
derived incO8days 8 Days from BL to Incident [Num 8
WOB date
inc09 9 Termination Num g [U=No, 1=Yes
derived incl0days 10 Days from BL to Incident [Num 8
Termination date
incll 11 Termination Reason Num 8
inc13 13 At Scheduled Num g [lermatscheduled Visit
0=No, 1=Yes
incl4 14 Term Visit Num 8 Last Visit beftore Termination
incident Any Incident Num g8 |U=No, 1=Yes
incql15 15 INV Num 8 Investigator Staff Code
Form 10 UPDRS - Primary Rater
SAS Variable variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived p20days Days from BL to UPDRS Num 8
Primary Rater form date
Time of Exam p20etime Exam time Num 8
Q1 p20q01 1 Intellectual Impair Num g |U-4
Q2 p20q02 2 Thought Disorder Num g |U-4
Q3 p20q03 3 Depression Num g |U-4
Q4 p20q04 4 Motivation/Initiative Num g |U-4
Q5 p20q05 5 Speech Num g |U-4
Q6 p20q06 6 Salivation Num g |U-4
Q7 p20q07 7 Swallowing Num g |U-4
Q8 p20q08 8 Handwriting Num g |U-4




Q9 p20q09 9 Cutting Food Num g |U-4

Q10 p20q10 10 Dressing Num g |U-4

Q11 p20q1l 11 Hygiene Num g |U-4

Q12 p20q12 12 Turning in Bed Num g |U-4

Q13 p20q13 13 Falling Num g |U-4

Q14 p20ql4 14 Freezing Num g |U-4

Q15 p20q15 15 Walking Num g |U-4

Q16 p20q16 16 Tremor Num g |U-4

Q17 p20ql7 17 Sensory Complaints Num g |U-4

Q18 p20q18 18 Speech Num 8 0-4 (.5 Increments allowed)
Q19 p20g19 19 Facial Expressions Num g8 |U-4 (.5 ncrements allowed)
Q27 p20q27 27 Arising Chair Num g [0-4 (.5 increments allowed)
Q28 p20g28 28 Posture Num 8 0-4 (.5 Increments allowed)
Q29 p20q29 29 Gait Num 8 0-4 (.5 Increments allowed)
Q30 p20qg30 30 Postural Stability Num g [0-4 (.5 increments allowed)
Q31 p20qg31 31 Bradykinesia Num g [0-4 (.5 increments allowed)
Q32 p20932 32 Was motor section Num 8

videotaped? 1=Yes, 2=No
Q33 p20qg33 33 Completion Status Num g8 [1=Conducted by Primary Rater
2=Not conducted by Primary Rater

Q34 p20g34 34 2000 Staff Num 8
Q20a p20g20a 20a Tremor:Face Num 8 |U-4 (.5 ncrements allowed)
Q20b p20g20b 20b Tremor:RH Num 8 |U-4 (.5 ncrements allowed)
Q20c p20g20c 20c Tremor:LH Num 8 |U-4 (.5 Increments allowed)
Q20d p20g20d 20d Tremor:RF Num 8 |U-4 (.5 ncrements allowed)
Q20e p20g20e 20e Tremor:LF Num 8 |U-4 (.5 Increments allowed)
Q21a p20g21a 21a Action Tremor:RH Num 8 |U-4 (.5 ncrements allowed)
Q21b p20921b 21b Action Tremor:LH Num 8 |U-4 (.5 ncrements allowed)
Q22a p20qg22a 22a Rigidity:Neck Num g8 |0-4 (.5 increments allowed)
Q22b p20922b 22b Rigidity:RUE Num 8 |U-4 (.5 ncrements allowed)
Q22c p20g22c 22c¢ Rigidity:LUE Num 8 |U-4 (.5 ncrements allowed)
Q22d p20g22d 22d Rigidity:RLE Num 8 |U-4 (.5 ncrements allowed)
Q22e p20g22e 22e Rigidity:LLE Num 8 |U-4 (.5 ncrements allowed)
Q23a p20g23a 23a Finger Taps:R Num 8 |U-4 (.5 ncrements allowed)
Q23b p20923b 23b Finger Taps:L Num 8 |U-4 (.5 ncrements allowed)
Q24a p20g24a 24a Hand Movement:R Num 8 |U-4 (.5 ncrements allowed)
Q24b p20g24b 24b Hand Movement:L Num 8 |U-4 (.5 ncrements allowed)
Q25a p20g25a 25a Rapid Alt Move:R Num 8 |U-4 (.5 ncrements allowed)
Q25b p20g25b 25b Rapid Alt Move:L Num 8 |U-4 (.5 ncrements allowed)
Q26a p20g26a 26a Leg Agility:R Num 8 |U-4 (.5 ncrements allowed)




Q26b p20qg26b 26b Leg Agility:L Num g  |0-4 (.5 increments allowed)
Q26¢ p20g26¢ 26¢ Toe Tapping:R Num g  [U-4 (.o ncrements allowed)
Q26d p20q26d 26d Toe Tapping:L Num g  |0-4 (.5 increments allowed)
derived pmental Total Mental Num g  [oumorQuestons 1-4 by primary rater
derived pmotadl Total Motor + ADL Num 3 Sum of Total Motor and Total ADL by primary rater
derived pmotor Total Motor Num g  [oumorQuestions 18-31 by primary rater
derived prigid Total Rigidity Num g  [oumorQuestions 22a-22€ by primary rater
derived ptremor Total Tremor Num 3 Sum of Questions 16,20a-20e,21a,21b by primary
rater
derived pupdrs Total UPDRS Num g |Sum of Total Mental, Total ADL, Total Motor by
primary rater
derived pad Total ADL Num 3 Sum of Questions 5-17 by primary rater
derived pbrady Total Bradykinesia Num 8  [Sum of Questions 23a-31 by primary rater
Form 10 UPDRS - Treating
Investigator Post Dose
SAS Variable Varraple
Question on Form |Name Label Type Length |Range/Codelist/Description
derived r20days Days from BL to UPDRS Num 8
Treating Pl after 1st Dose
form date
Time of Exam r20etime Exam time Num 8
Q18 r20918 18 Speech Num 8 0-4 (.5 Increments allowed)
Q19 r20919 19 Facial Expressions Num 8 |U-4 (.5 ncrements allowed)
Q27 r20q27 27 Arising Chair Num g8 [0-4 (.5 increments allowed)
Q28 r20g28 28 Posture Num 8 0-4 (.5 Increments allowed)
Q29 r20929 29 Gait Num 8 0-4 (.5 Increments allowed)
Q30 r20g30 30 Postural Stability Num 8 0-4 (.5 Increments allowed)
Q31 r20g31 31 Bradykinesia Num g8 [0-4 (.5 increments allowed)
Q32 r20q32 32 Was motor section Num 8
videotaped? 1=Yes, 2=No
Q34 r20q34 34 2000 Staff Num 8
Q20a r20g20a 20a Tremor:Face Num 8 |U-4 (.5 ncrements allowed)
Q20b r20920b 20b Tremor:RH Num 8 |U-4 (.5 ncrements allowed)
Q20c r20020c 20c Tremor:LH Num 8 |U-4 (.5 ncrements allowed)
Q20d r20920d 20d Tremor:RF Num 8 |U-4 (.5 ncrements allowed)
Q20e r20920e 20e Tremor:LF Num 8 |U-4 (.5 ncrements allowed)
Q21a r20921a 21a Action Tremor:RH Num 8 |U-4 (.5 ncrements allowed)




Q21b r20g21b 21b Action Tremor:LH Num g  |0-4 (.5 ncrements allowed)
Q22a r20g22a 22a Rigidity:Neck Num g  |0-4 (.5 ncrements allowed)
Q22b r20922b 22b Rigidity:RUE Num g |U-4 (.o increments allowed)
Q22c r20g22c 22c Rigidity:LUE Num g  |0-4 (.5 ncrements allowed)
Q22d r20g22d 22d Rigidity:RLE Num g |U-4 (.o increments allowed)
Q22e r20g22e 22e Rigidity:LLE Num g  |0-4 (.5 ncrements allowed)
Q23a r20g23a 23a Finger Taps:R Num g |U-4 (.o increments allowed)
Q23b r20g23b 23b Finger Taps:L Num g  |0-4 (.5 ncrements allowed)
Q24a r20g24a 24a Hand Movement:R Num g |U-4 (.o increments allowed)
Q24b r20g24b 24b Hand Movement:L Num g  |0-4 (.5 ncrements allowed)
Q25a r20g25a 25a Rapid Alt Move:R Num g  |0-4 (.5 ncrements allowed)
Q25b r20g25b 25b Rapid Alt Move:L Num g  |0-4 (.5 ncrements allowed)
Q26a r20g26a 26a Leg Agility:R Num g  |0-4 (.5 ncrements allowed)
Q26b r20g26b 26b Leg Agility:L Num g  |0-4 (.5 ncrements allowed)
Q26¢ r20g26c 26¢ Toe Tapping:R Num g |U-4 (.o increments allowed)
Q26d r20q26d 26d Toe Tapping:L Num g  |0-4 (.5 ncrements allowed)
derived rtremor Total Tremor Num ) Sum of Questions 16,20a-20e,21a,21b by freating
investigator post dose and 16 by treating investigator
pre-dose
derived rupdrs Total UPDRS Num 8 SUM of motor by treating investigator post-dose and
mental & adl by treating investigator pre-dose
derived rrigid Total Rigidity Num ) Sum of Questions 2Za-27e by treafing investigator
post-dose
derived rbrady Total Bradykinesia Num 8 Sum or Questions Z23a-s1 by treating Investigator post
dose
derived rmotadl Total Motor + ADL Num 8 SUM of Motor by treating investigator post-dose +
ADL by treating investigator pre-dose
derived rmotor Total Motor Num ) Sum of Questions 18-31 by treafing Investigator post-
dose
Form 10 UPDRS - Treating
Investigator Pre-dose
SAS Variable Variable
Question on Form |Name Label Type Length |Range/Codelist/Description
derived t20days Days from BL to UPDRS Num 8

Treating Pl form date




derived t20dosedays Days from BL to UPDRS Num 8
Treating Pl date of most
recent dose
Time of Exam t20etime Exam time Num 8
Q1 20001 1 Intellectual Impair Num g |U-4
Q2 20002 2 Thought Disorder Num g |U-4
Q3 20003 3 Depression Num g |U-4
Q4 20004 4 Motivation/Initiative Num g |U-4
Q5 20005 5 Speech Num g |U-4
Q6 20006 6 Salivation Num g |U-4
Q7 20007 7 Swallowing Num g |U-4
Q8 20008 8 Handwriting Num g |U-4
Q9 20009 9 Cutting Food Num g |U-4
Q10 20010 10 Dressing Num g |U-4
Q11 t20q11 11 Hygiene Num g |U-4
Q12 20012 12 Turning in Bed Num g |U-4
Q13 20013 13 Falling Num g |U-4
Q14 20014 14 Freezing Num g |U-4
Q15 20015 15 Walking Num g |U-4
Q16 20016 16 Tremor Num g |U-4
Q17 20017 17 Sensory Complaints Num g |U-4
Q18 20018 18 Speech Num 8 0-4 (.5 Increments allowed)
Q19 20919 19 Facial Expressions Num 8 |U-4 (.5 ncrements allowed)
Q27 t20g27 27 Arising Chair Num g [0-4 (.5 increments allowed)
Q28 2028 28 Posture Num g8 |0-4 (.5 increments allowed)
Q29 20029 29 Gait Num 8 0-4 (.5 Increments allowed)
Q30 t20g30 30 Postural Stability Num g8 [0-4 (.5 increments allowed)
Q31 t20g31 31 Bradykinesia Num g [0-4 (.5 increments allowed)
Q32 t20q932 32 Was motor section Num 8
videotaped? 1=Yes, 2=No
Q33 t20933 33 Completion Status Num 8
1=Conducted within window by Treating Investigator
2=Conducted within window NOT by Treating
Investigator
3=Conducted outside window by Treating Investigator
4=Conducted outside window NOT by Treating
Investigator
5=Missed Visit
6=Other
Staff Code t20934 34 2000 Staff Num 8
Q20a t20920a 20a Tremor:Face Num 8 |U-4 (.5 ncrements allowed)




Q20b t20g20b 20b Tremor:RH Num g [0-4 (.5 increments allowed)
Q20c t20g20c 20c Tremor:LH Num g [0-4 (.5 increments allowed)
Q20d t20g20d 20d Tremor:RF Num g [0-4 (.5 increments allowed)
Q20e t20g20e 20e Tremor:LF Num g [0-4 (.5 increments allowed)
Q21a t20g21a 21a Action Tremor:RH Num g8 |9-4 (.5 ncrements allowed)
Q21b t20g21b 21b Action Tremor:LH Num g [0-4 (.5 increments allowed)
Q22a t20g22a 22a Rigidity:Neck Num g [0-4 (.5 increments allowed)
Q22b t20022b 22b Rigidity:RUE Num g8 |U-4 (.5 ncrements allowed)
Q22c t20g22¢c 22c Rigidity:LUE Num g [0-4 (.5 increments allowed)
Q22d t20922d 22d Rigidity:RLE Num g8 |U-4 (.5 ncrements allowed)
Q22e t20g22e 22e Rigidity:LLE Num g [0-4 (.5 increments allowed)
Q23a t20g23a 23a Finger Taps:R Num g [0-4 (.5 increments allowed)
Q23b t20g23b 23b Finger Taps:L Num g [0-4 (.5 increments allowed)
Q24a t20g24a 24a Hand Movement:R Num g [0-4 (.5 increments allowed)
Q24b t20q24b 24b Hand Movement:L Num g [0-4 (.5 increments allowed)
Q25a t20g25a 25a Rapid Alt Move:R Num g [0-4 (.5 increments allowed)
Q25b t20g25b 25b Rapid Alt Move:L Num g [0-4 (.5 increments allowed)
Q26a t20g26a 26a Leg Agility:R Num g [0-4 (.5 increments allowed)
Q26b t20g26b 26b Leg Agility:L Num g [0-4 (.5 increments allowed)
Q26¢ t20g26¢ 26¢ Toe Tapping:R Num g [0-4 (.5 increments allowed)
Q26d t20qg26d 26d Toe Tapping:L Num g [0-4 (.5 increments allowed)
derived tadl Total ADL Num ) Sum of Questions 5-17 by freafing investigator pre-
dose
derived tbrady Total Bradykinesia Num 8 Sum or Questions Z3a-s1 by treating Investigator pre-
dose
derived tmental Total Mental Num ) Sum of Questions 1-4 by treafing investigator pre-
dose
derived tmotadl Total Motor + ADL Num 8 SUM of Motor + ADL by treating investigator pre-dose
derived tmotor Total Motor Num 3 Sum of Questions 18-31 by freafing investigator pre-
dose
derived trigid Total Rigidity Num ) Sum of Questions 2Za-22¢€ by treafing investigator pre
dose
derived tremor Total Tremor Num g |Sum of Questions 16,20a-20€,21a,21b by treating
investigator pre-dose
derived tupdrs Total UPDRS Num g |Sum of Total Mental, Total ADL, Total Motor by

treating investigator pre-dose




