
TEMPO Data Dictionary ver. 05/2010

Question on 
Form

SAS Variable 
Name Label Type Length Format Range/Codelist/Description

DATASRC Data Source Char 4 0007

PDDOCID PD-DOC ID Char 8 De-identified ID

week Week recorded on CRF Num 8

SITE Site Number Num 8 A number is assigned to each site.

TREAT Treatment Num 8  1=TVP-1012 2MG 
 2 =Placebo (only including placebo data per
     agreement with Sponsor)
 3=TVP-1012 1MG

derived
age Age at enrollment Num 8

date of birth - enrollment date 
(If age is GT 89 set to missing)

derived agegt89 Age greater than 89? Num 8 1=Yes
derived

enrollyr Enrollment year Num 8

derived formdemo 1100 Demographics Num 8 0=Missing Form   1=Form is present
2 demo02 02 Gender Num 8 1=Male

2=Female
3 demo03 03 Race Num 8 1=Caucasian   4=Asian

2=Black           5=American Indian
3=Hispanic      6=Other

4 demo04 04 Hospitalized Num 8 1=Yes   2=No
5a demo05a 05a Pulmonary Num 8 0=None  1=Current  2=Past
5b demo05b 05b Cardiovascular Num 8 0=None  1=Current  2=Past

In some cases of missing data, values have been imputed as part of analysis.

Form 1100 History/Demographic
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TEMPO Data Dictionary ver. 05/2010
5c demo05c 05c Hepatobilliary Num 8 0=None  1=Current  2=Past
5d demo05d 05d Gastrointestinal Num 8 0=None  1=Current  2=Past
5e demo05e 05e Hemato-Lymphatic Num 8 0=None  1=Current  2=Past
5f demo05f 05f Dermatologic Num 8 0=None  1=Current  2=Past
5g demo05g 05g Renal Num 8 0=None  1=Current  2=Past
5h demo05h 05h Genito-Urinary Num 8 0=None  1=Current  2=Past
5i demo05i 05i Ophthalmic Num 8 0=None  1=Current  2=Past
5j demo05j 05j Ear,Nose,Throat Num 8 0=None  1=Current  2=Past
5k demo05k 05k Musculoskeletal Num 8 0=None  1=Current  2=Past
5l demo05l 05l Metabolic/Endocrine Num 8 0=None  1=Current  2=Past

5m demo05m 05m Neurologic Num 8 0=None  1=Current  2=Past
5n demo05n 05n Psychiatric Num 8 0=None  1=Current  2=Past
5o demo05o 05o Allergy/Immunological Num 8 0=None  1=Current  2=Past
5p demo05p 05p Other Num 8 0=None  1=Current  2=Past
6 demo06 06 Drug Abuse Num 8 1=Yes   2=No
7 demo07 07 Alcohol consumption Num 8 1=Yes   2=No
8 demo08 08 Number of Glasses Num 8
9 demo09 09 Smoking Num 8 0=None  1=Current  2=Past
10 demo10 10 Pack-Years Num 8 If past or current in ques. 9 then this is calculated as 

(No. packs/day X No. of smoking years)
11 demo11 11Year Subject Quit 

    Smoking
Num 8

13a demo13a 13a Tremor Num 8 1=Yes   2=No  3=Unknown
13b demo13b 13b Rigidity Num 8 1=Yes   2=No  3=Unknown
13c demo13c 13c Bradykinesia Num 8 1=Yes   2=No  3=Unknown
13d demo13d 13d Postural Disturbances Num 8 1=Yes   2=No  3=Unknown
13e demo13e 13e Other Num 8 1=Yes   2=No  3=Unknown

derived demodays Days from BL to evaluation date 
(History/Demographic Form)

Num 8 Evaluation date - Enrollment date

derived onsetdays Days from BL to PD onset date 
(History/Demographic Form)

Num 8 Evaluation date - PD Onset date

derived demoyear History/Demographics Year Num 8 YYYY
derived dob_yr Year of birth Num 8 YYYY

derived forminex Inclusion/Exclusion Num 8 0=Missing Form   1=Form is present
1 inex01 01 PD Confirmed Num 8  1=Yes  2=No 
2 inex02 02 Birth Control Num 8  1=Yes  2=No 3=NA
3 inex03 03 Negative Pregnancy Num 8  1=Yes  2=No 3=NA
4 inex04 04 Age>=35 Num 8  1=Yes  2=No 
5 inex05 05 H/Y<=3 Num 8  1=Yes  2=No 

Form 1400 Inclusion/Exclusion Review
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TEMPO Data Dictionary ver. 05/2010
6a inex06a 06a Off 60 days Num 8  1=Yes  2=No  3=NA

criteria change ~ 1 yr later to off 42 days
6b inex06b 06b Stable 60 days Num 8  1=Yes  2=No 3=NA
6c inex06c 06c Off 42 days Num 8  1=Yes  2=No 3=NA
7 inex07 07 Selegiline stable 90 Num 8  1=Yes  2=No 3=NA
8 inex08 08 Off 14 days Num 8  1=Yes  2=No 3=NA

criteria change ~ 1 yr later to off 7 days
9 inex09 09 Malignancy,vascular 

     disease
Num 8  1=Yes  2=No 

10 inex10 10 Cardiovascular Num 8  1=Yes  2=No 
11 inex11 11 Hyper/Hypotension Num 8  1=Yes  2=No 
12 inex12 12 MMSE<=23 Num 8  1=Yes  2=No 
13 inex13 13 Psychiatric Illness Num 8  1=Yes  2=No 
14 inex14 14 Depression Num 8  1=Yes  2=No 
15 inex15 15 Abnormal Laboratory Num 8  1=Yes  2=No 
16 inex16 16 Drug Abuse Num 8  1=Yes  2=No 
17 inex17 17 Other Clinical Trial Num 8  1=Yes  2=No 
18 inex18 18 Selegiline AE Num 8  1=Yes  2=No 
19 inex19 19 Tyramine AE Num 8  1=Yes  2=No 
20 inex20 20 Consent Num 8  1=Yes  2=No 
21 inex21 21 Eligible Num 8  1=Yes  2=No 
21 inex23 23 Withdrawn from 

dextromethrophan
Char 1  1=Yes  2=No 3=NA, X= amendment not in effect

21 inex24 24 Withdrawn from gentamicin Char 1  1=Yes  2=No 3=NA, X= amendment not in effect
21 inex25 25 Withdrawn from St. Johns 

Wort 
Char 1  1=Yes  2=No 3=NA, X= amendment not in effect

21 inex26 26 Participated in rasagiline trial Char 1 1=Yes  2=No, X= amendment not in effect
derived inexdays Days from BL to evaluation date 

(Inclusion/Exclusion Form)
Num 8 Evaluation date - Enrollment date

derived formdisp 1450 Disposition Num 8 0=Missing Form   1=Form is present
1 disp01 01 Disposition Num 8  1 = subject qualifies for this clinical trial

 2 = subject does not meet inclusion/ 
       exclusion criteria
 3 = subject deceased
 4 = subject decided to withdraw
 5 = subject lost to follow-up during 
       screening
 6 = Other

derived dispdays Days from BL to evaluation date 
(Subject Disposition Form)

Num 8 Evaluation date - Enrollment date

Form 1450 Subject Disposition
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derived formphys 1500 Physical Num 8 0=Missing Form   1=Form is present
1 phys01 01 Skin Num 8 1=Normal  2=Abnormal
2 phys02 02 Head/Neck Num 8 1=Normal  2=Abnormal
3 phys03 03 Ears/Nose/Throat Num 8 1=Normal  2=Abnormal
4 phys04 04 Lungs/Chest Num 8 1=Normal  2=Abnormal
5 phys05 05 Breasts Num 8 1=Normal  2=Abnormal
6 phys06 06 Cardiovascular Num 8 1=Normal  2=Abnormal
7 phys07 07 Abdomen Num 8 1=Normal  2=Abnormal
8 phys08 08 Musculoskeletal Num 8 1=Normal  2=Abnormal
9 phys09 09 Lymphatic Num 8 1=Normal  2=Abnormal
10 phys10 10 Peripherial Vascular Num 8 1=Normal  2=Abnormal
11 phys11 11 Other Num 8 1=Normal  2=Abnormal
12 phys12 12 Mood Num 8 1=depression

2=sadness
3=normal
4=euphoria
5=mania psychosis

13 phys13 13 Speech Num 8 1=Normal  2=Abnormal
14a phys14a 14a CN 1 Num 8 1=Normal  2=Abnormal
14b phys14b 14b CN 2 Num 8 1=Normal  2=Abnormal
14c phys14c 14c CN 3,4,6 Num 8 1=Normal  2=Abnormal
14d phys14d 14d CN 5 Num 8 1=Normal  2=Abnormal
14e phys14e 14e CN 7 Num 8 1=Normal  2=Abnormal
14f phys14f 14f CN 8 Num 8 1=Normal  2=Abnormal
14g phys14g 14g CN 9,10 Num 8 1=Normal  2=Abnormal
14h phys14h 14h CN 11 Num 8 1=Normal  2=Abnormal
14i phys14i 14i CN 12 Num 8 1=Normal  2=Abnormal
15al phys15al 15aL Strength Upper Num 8 1=Normal  2=Abnormal
15ar phys15ar 15aR Strength Upper Num 8 1=Normal  2=Abnormal
15bl phys15bl 15bL Strength Lower Num 8 1=Normal  2=Abnormal
15br phys15br 15bR Strength Lower Num 8 1=Normal  2=Abnormal
15cl phys15cl 15cL Tone Upper Num 8 1=Normal  2=Abnormal
15cr phys15cr 15cR Tone Upper Num 8 1=Normal  2=Abnormal
15dl phys15dl 15dL Tone Lower Num 8 1=Normal  2=Abnormal
15dr phys15dr 15dR Tone Lower Num 8 1=Normal  2=Abnormal
16al phys16al 16aL Rapid Movement Num 8 1=Normal  2=Abnormal
16ar phys16ar 16aR Rapid Movement Num 8 1=Normal  2=Abnormal
16bl phys16bl 16bL Finger Nose Num 8 1=Normal  2=Abnormal
16br phys16br 16bR Finger Nose Num 8 1=Normal  2=Abnormal
17al phys17l 17L Gait Num 8 1=Normal  2=Abnormal
17ar phys17r 17R Gait Num 8 1=Normal  2=Abnormal

Form 1500 Physical Exam
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18al phys18al 18aL Reflex Upper Num 8 1=Normal  2=Abnormal
18ar phys18ar 18aR Reflex Upper Num 8 1=Normal  2=Abnormal
18bl phys18bl 18bL Reflex Lower Num 8 1=Normal  2=Abnormal
18br phys18br 18bR Reflex Lower Num 8 1=Normal  2=Abnormal
18cl phys18cl 18cL Reflex Babinski Num 8 1=Normal  2=Abnormal

3=Absent  4=Present
18cr phys18cr 18cR Reflex Babinski Num 8 1=Normal  2=Abnormal

3=Absent  4=Present
19a phys19al 19aL Pain Num 8 1=Normal  2=Abnormal 3=Untestable
19aa phys19ar 19aR Pain Num 8 1=Normal  2=Abnormal 3=Untestable
19b phys19bl 19bL Light Touch Num 8 1=Normal  2=Abnormal 3=Untestable

19bb phys19br 19bR Light Touch Num 8 1=Normal  2=Abnormal 3=Untestable
19c phys19cl 19cL Position Num 8 1=Normal  2=Abnormal 3=Untestable
19cc phys19cr 19cR Position Num 8 1=Normal  2=Abnormal 3=Untestable
19d phys19dl 19dL Vibration Num 8 1=Normal  2=Abnormal 3=Untestable

19dd phys19dr 19dR Vibration Num 8 1=Normal  2=Abnormal 3=Untestable
derived physdays Days from BL to evaluation date 

(Physical Exam Form)
Num 8 Evaluation date - Enrollment date

derived formupdr 2000 UPDRS Num 8 0=Missing Form   1=Form is present
1 updr01 01 Intellect Impair Num 8 0 = None

1 = Mild.  Consistent forgetfulness with partial recollection
     of events and no other difficulties
2 = Moderate memory loss, with disorientation and 
      moderate difficulty handling complex problems.  Mild
      but definite impairment of function at home with need
      of occasional prompting. 
3 = Severe memory loss with disorientation for time and
      often to place.  Severe impairment in handling 
problems.
4 = Severe memory loss with orientation preserved to 
      person only.  Unable to make judgements or solve 
      problems. Requires much help with personal care.
      Cannot be left alone at all.

2 updr02 02 Thought Disorder Num 8 0 = None
1 = Vivid dreaming
2 = "Benign" hallucinations with insight retained
3 = Occasional to frequent hallucinations or delusions;
      without insight; could interfere with daily activities
4 = Persistent hallucinations, delusions, or florid 
      psychosis.  Not able to care for self.

Form 2000 UPDRS
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3 updr03 03 Depression Num 8 0 = Not present

1 = Periods of sadness or guilt greater than normal, never
      sustained for days or weeks.
2 = Sustained depression (1 week or more)
3 = Sustained depression with vegetative symptoms 
      (insomnia, anorexia, weight loss, loss of interest)
4 = Sustained depression with vegetative symptoms and
      suicidal thoughts or intents

4 updr04 04 Motivation/Initiative Num 8 0 = Normal
1 = Less assertive than usual; more passive
2 = Loss of initiative or disinterest in elective (non-routine)
      activities
3 = Loss of initiative or disinterest in day-to-day (routine)
      activities
4 = Withdrawn, complete loss of motivation

5 updr05 05 Speech Num 8 0 = Normal
1 = Mildly affected. No difficulty being understood
2 = Moderately affected. Sometimes asked to repeat
      statements
3 = Severely affected. Frequently asked to repeat
      statements
4 = Unintelligible most of the time

6 updr06 06 Salivation Num 8 0 = Normal
1 = Slight but definite excess of saliva in mouth; may have
      nighttime drooling
2 = Moderately excessive saliva in mouth;may have 
      minimal drooling
3 = Marked excess of saliva with some drooling
4 = Marked drooling, requires constant tissue or 
      handkerchief

7 updr07 07 Swallowing Num 8 0 = Normal
1 = Rare choking
2 = Occasional choking
3 = Requires soft food
4 = Requires NG tube or gastrostomy feeding

8 updr08 08 Handwriting Num 8 0 = Normal
1 = Slightly slow or small
2 = Moderately slow or small;all words are legible
3 = Severly affected;not all words are legible
4 = The majority of words are not legible
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9 updr09 09 Cutting Food Num 8 0 = Normal

1 = Somewhat slow and clumsy,but no help needed
2 = Can cut most foods,although clumsy and slow;some
      help needed
3 = Food must be cut by someone,but can still feed slowly
4 = Needs to be fed

10 updr10 10 Dressing Num 8 0 = Normal
1 = Somewhat slow and clumsy,but no help needed
2 = Occasional assistance with buttoning,getting arms in
      sleeves
3 = Considerable help required,but can do some things 
alone
4 = Helpless

11 updr11 11 Hygiene Num 8 0 = Normal
1 = Somewhat slow and clumsy,but no help needed
2 = Needs help to shower or bathe;or very slow in hygienic
      care
3 = Requires assistance for washing,brushing teeth,
      combing hair,going to bathroom
4 = Foley catheter or other mechanical aids

12 updr12 12 Turning in Bed Num 8 0 = Normal
1 = Somewhat slow and clumsy,but no help needed
2 = Can turn alone or adjust sheets,but with great difficulty
3 = Can initiate,but not turn or adjust sheets alone
4 = Helpless

13 updr13 13 Falling Num 8 0 = None
1 = Rare falling
2 = Occasional falls,less than once per day
3 = Falls an average of once daily
4 = Falls more than once daily

14 updr14 14 Freezing Num 8 0 = None
1 = Rare freezing when walking;may have start-hesitation
2 = Occasional freezing when walking
3 = Frequent freezing.Occasionally falls from freezing
4 = Frequent falls from freezing

15 updr15 15 Walking Num 8 0 = Normal
1 = Mild difficulty.May not swing arms or may tend to drag 
leg
2 = Moderate difficulty,but requires little or no assistance
3 = Severe disturbance of walking, requiring assistance
4 = Cannot walk at all,even with assistance
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16a updr16a 16a Tremor:RA Num 8 0 = Absent

1 = Slight and infrequently present
2 = Moderate;bothersome to patient
3 = Severe;interferes with many activities
4 = Marked;interferes with most activities

16b updr16b 16b Tremor:LA Num 8 0 = Absent
1 = Slight and infrequently present
2 = Moderate;bothersome to patient
3 = Severe;interferes with many activities
4 = Marked;interferes with most activities

17 updr17 17 Sensory Complaints Num 8 0 = None
1 = Occasionally has numbness,tingling, or mild aching
2 = Frequently has numbness,tingling, or aching;not 
      distressing
3 = Frequent painful sensations
4 = Excruciating pain

18 updr18 18 Speech Num 8 0 = Normal
1 = Slight loss of expression, diction and/or volume
2 = Monotone,slurred but understandable;moderately
      impaired
3 = Marked impairment,difficult to understand
4 = Unintelligible
(half point are allowed, e.g. 0.5,1.5, 2.5)

19 updr19 19 Facial Expression Num 8 0 = Normal
1 = Slight hypomimia,could be normal "Poker Face"
2 = Slight but definitely abnormal diminution of facial
      expression
3 = Moderate hypomimia;lips parted some of the time
4 = Masked or fixed facies with severe or complete 
      loss of facial expression; lips parted 1/4 inch or more
(half point are allowed, e.g. 0.5,1.5, 2.5)

20 updr20 20 Tremor:Face Num 8 0 = Absent
1 = Slight and infrequently present
2 = Mild in amplitude and present most of the time or 
       moderate in amplitude, but only intermittently present
3 = Moderate in amplitude and present most of the time
4 = Marked in amplitude and present most of the time
(half point are allowed, e.g. 0.5,1.5, 2.5)
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21 updr21 21 Tremor:RH Num 8 0 = Absent

1 = Slight and infrequently present
2 = Mild in amplitude and present most of the time or 
       moderate in amplitude, but only intermittently present
3 = Moderate in amplitude and present most of the time
4 = Marked in amplitude and present most of the time
(half point are allowed, e.g. 0.5,1.5, 2.5)

22 updr22 22 Tremor:LH Num 8 0 = Absent
1 = Slight and infrequently present
2 = Mild in amplitude and present most of the time or 
       moderate in amplitude, but only intermittently present
3 = Moderate in amplitude and present most of the time
4 = Marked in amplitude and present most of the time
(half point are allowed, e.g. 0.5,1.5, 2.5)

23 updr23 23 Tremor:RF Num 8 0 = Absent
1 = Slight and infrequently present
2 = Mild in amplitude and present most of the time or 
       moderate in amplitude, but only intermittently present
3 = Moderate in amplitude and present most of the time
4 = Marked in amplitude and present most of the time
(half point are allowed, e.g. 0.5,1.5, 2.5)

24 updr24 24 Tremor:LF Num 8 0 = Absent
1 = Slight and infrequently present
2 = Mild in amplitude and present most of the time or 
       moderate in amplitude, but only intermittently present
3 = Moderate in amplitude and present most of the time
4 = Marked in amplitude and present most of the time
(half point are allowed, e.g. 0.5,1.5, 2.5)

25 updr25 25 Action Tremor:RH Num 8 0 = Absent
1 = Slight; present with action
2 = Moderate in amplitude; present with action
3 = Moderate in amplitude with posture holding as well
      as action
4 = Marked amplitude; interferes with feeding
(half point are allowed, e.g. 0.5,1.5, 2.5)

26 updr26 26 Action Tremor:LH Num 8 0 = Absent
1 = Slight; present with action
2 = Moderate in amplitude; present with action
3 = Moderate in amplitude with posture holding as well
      as action
4 = Marked amplitude; interferes with feeding
(half point are allowed, e.g. 0.5,1.5, 2.5)
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27 updr27 27 Rigidity:Neck Num 8 0 = Absent

1 = Slight or detectable only when activated by mirror 
      or other movements
2 = Mild to moderate
3 = Marked, but full range of motion easily achieved
4 = Severe, range of motion achieved with difficulty
(half point are allowed, e.g. 0.5,1.5, 2.5)

28 updr28 28 Rigidity:RUE Num 8 0 = Absent
1 = Slight or detectable only when activated by mirror 
      or other movements
2 = Mild to moderate
3 = Marked, but full range of motion easily achieved
4 = Severe, range of motion achieved with difficulty
(half point are allowed, e.g. 0.5,1.5, 2.5)

29 updr29 29 Rigidity:LUE Num 8 0 = Absent
1 = Slight or detectable only when activated by mirror 
      or other movements
2 = Mild to moderate
3 = Marked, but full range of motion easily achieved
4 = Severe, range of motion achieved with difficulty
(half point are allowed, e.g. 0.5,1.5, 2.5)

30 updr30 30 Rigidity:RLE Num 8 0 = Absent
1 = Slight or detectable only when activated by mirror
      or other movements
2 = Mild to moderate
3 = Marked, but full range of motion easily achieved
4 = Severe, range of motion achieved with difficulty
(half point are allowed, e.g. 0.5,1.5, 2.5)

31 updr31 31 Rigidity:LLE Num 8 0 = Absent
1 = Slight or detectable only when activated by mirror 
      or other movements
2 = Mild to moderate
3 = Marked, but full range of motion easily achieved
4 = Severe, range of motion achieved with difficulty
(half point are allowed, e.g. 0.5,1.5, 2.5)

32 updr32 32 Finger Taps:RH Num 8 0 = Normal (>15/5 sec)
1 = Mild slowing and/or reduction in amplitude
      (11 - 14/5 sec).  
2 = Moderately impaired.  Definite and early 
      fatiguing.  May have occasional arrests in
      movement (7 - 10/5 sec)
3 = Severely impaired.  Frequent hesitation in
      initiating movements or arrests in ongoing
      movement (3 - 6/5 sec)
4 = Can barely perform the task (0 - 2/5 sec)
(half point are allowed, e.g. 0.5,1.5, 2.5)
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33 updr33 33 Finger Taps:LH Num 8 0 = Normal (>15/5 sec)

1 = Mild slowing and/or reduction in amplitude
      (11 - 14/5 sec).  
2 = Moderately impaired.  Definite and early 
      fatiguing.  May have occasional arrests in
      movement (7 - 10/5 sec)
3 = Severely impaired.  Frequent hesitation in
      initiating movements or arrests in ongoing
      movement (3 - 6/5 sec)
4 = Can barely perform the task (0 - 2/5 sec)
(half point are allowed, e.g. 0.5,1.5, 2.5)

34 updr34 34 Hand Movement:R Num 8 0 = Normal
1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in
      initiating movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)

35 updr35 35 Hand Movement:L Num 8 0 = Normal
1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.  
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in initiating
      movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)

36 updr36 36 Rapid Alt Move:R Num 8 0 = Normal
1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.  
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in initiating
      movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)

37 updr37 37 Rapid Alt Move:L Num 8 0 = Normal
1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.  
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in initiating
      movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)
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38 updr38 38 Leg Agility:R Num 8 0 = Normal

1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.  
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in initiating
      movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)

39 updr39 39 Leg Agility:L Num 8 0 = Normal
1 = Mild slowing and/or reduction in amplitude
2 = Moderately impaired.  Definite and early fatiguing.  
      May have occasional arrests in movement
3 = Severely impaired.  Frequent hesitation in initiating
      movements or arrests in ongoing movement
4 = Can barely perform the task
(half point are allowed, e.g. 0.5,1.5, 2.5)

40 updr40 40 Arising Chair Num 8 0 = Normal
1 = Slow; or may need more than one attempt
2 = Pushes self up from arms of seat
3 = Tents to fall back and may have to try more than 
       one time, but can get up without help
4 = Unable to arise without help
(half point are allowed, e.g. 0.5,1.5, 2.5)

41 updr41 41 Posture Num 8 0 = Normal erect
1 = Not quite erect, slightly stooped posture; could be 
      normal for older person
2 = Moderately stooped posture, definitely abnormal; 
      can be leaning slightly to one side
3 = Severely stooped posture with kyphosis; can be 
      leaning moderately to one side
4 = Marked flexion with extreme abnormality of posture 
(half point are allowed, e.g. 0.5,1.5, 2.5)

42 updr42 42 Gait Num 8 0 = Normal
1 = Walks slowly, may shuffle with short steps, but 
      no festination or propulsion
2 = Walks with difficulty, but requires little or no 
      assistance; may have some festination, short 
      steps, or propulsion
3 = Severe disturbance of gait, requiring assistance
4 = Cannot walk at all even with assistance
(half point are allowed, e.g. 0.5,1.5, 2.5) 
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43 updr43 43 Postural Stability Num 8 0 = Normal

1 = Retropulsion, but recovers unaided
2 = Absence of postural response; would fall if not caught
      by examiner
3 = Very unstable, tends to lose balance spontaneously
4 = Unable to stand without assistance
(half point are allowed, e.g. 0.5,1.5, 2.5)

44 updr44 44 Bradykinesia Num 8 0 = None
1 = Minimal slowness, giving movement a deliberate
      character; could be normal for some persons.
      Possible reduced amplitude
2 = Mild degree of slowness and poverty of movement
      which is definitely abnormal.  Alternatively, some
      reduced amplitude
3 = Moderate slowness,poverty or small amplitude 
      of movement
4 = Marked slowness, poverty or small amplitude 
      of movement
(half point are allowed, e.g. 0.5,1.5, 2.5)

45 updr45 45 S/E ADL Subject Num 8  0 - 100%

46 updr46 46 S/E ADL Num 8  0 - 100%

47 updr47 47 H/Y Stage Num 8 Stage 0.0 = Asymptomatic
Stage 1.0 = Unilateral involvement only
Stage 1.5 = Unilateral and axial involvement
Stage 2.0 = Bilateral involvement without 
                  impairment of balance
Stage 2.5 = Mild bilateral involvement with 
                  recovery on retropulsion (pull) test
Stage 3.0 = Mild to moderate bilateral involvement;
                  some postural instability but physically
                  independent; needs assistance to
                  recover from pull test
Stage 4.0 = Severe disability; still able to walk or
                  stand unassisted
Stage 5.0 = Wheelchair, bound or bedridden 
                  unless aided

derived updrment UPDRS Mental 1-4 Num 8 UPDRS Mental sum questions 1-4

derived updradl UPDRS ADL 5-17 Num 8

sum of questions 5-17 q16=(16a and 16b)/2
derived updrmotr UPDRS Motor 18-44 Num 8 UPDRS Motor sum questions 18-44

page 13 of 27



TEMPO Data Dictionary ver. 05/2010
derived updrs UPDRS 1-44 Num 8 UPDRS sum questions 1-44
derived updrtrmr Tremor 16,20-26 Num 8 Tremor sum questions16 and 20-26

derived updrrgid Rigidity 27-31 Num 8 Rigidity sum questions 27-31

derived updrbrdy Bradykinesia 32-39,44 Num 8 Bradykinesia sum questions 32-39 and 44

derived updrpigd PIGD 13-15,42,43 Num 8 PIGD sum questions 13-15 and 42-43

derived updrdays Days from BL to evaluation date 
(UPDRS Form)

Num 8 Evaluation date - Enrollment date

derived formmotr 2100 Timed Motor Num 8 0=Missing Form   1=Form is present
1.1 left motr01la 1la Pron-Supin L1 Num 8 recorded in seconds, 1 to 3 digit number

1.2 left motr01lb 1lb Pron-Supin L2 Num 8 recorded in seconds, 1 to 3 digit number

1.1 right motr01ra 1ra Pron-Supin R1 Num 8 recorded in seconds, 1 to 3 digit number

1.2 right motr01rb 1rb Pron-Supin R2 Num 8 recorded in seconds, 1 to 3 digit number

2.1 left motr02la 2la Hand/Arm L1 Num 8 recorded in seconds, 1 to 3 digit number

2.2 left motr02lb 2lb Hand/Arm L2 Num 8 recorded in seconds, 1 to 3 digit number
2.1 right motr02ra 2ra Hand/Arm R1 Num 8 recorded in seconds, 1 to 3 digit number
2.2 right motr02rb 2rb Hand/Arm R2 Num 8 recorded in seconds, 1 to 3 digit number

3.1 left motr03la 3la Finger L1 Num 8 recorded in seconds, 1 to 3 digit number

3.2 left motr03lb 3lb Finger L2 Num 8 recorded in seconds, 1 to 3 digit number
3.1 right motr03ra 3ra Finger R1 Num 8 recorded in seconds, 1 to 3 digit number
3.2 right motr03rb 3rb Finger R2 Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR01L 1l Pron-Supin L best Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR01R 1r Pron-Supin R best Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR02L 2l Hand/Arm L best Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR02R 2r Hand/Arm R best Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR03L 3l Finger L best Num 8 recorded in seconds, 1 to 3 digit number

derived MOTR03R 3r Finger R best Num 8 recorded in seconds, 1 to 3 digit number

derived motrscr Timed Motor Score Num 8
motrscr=(motr01l+motr01r+motr02l+motr02r
+motr03l+motr03r)/6
There are 3 tests for motrscr.  Each test has 2 trials.  
The highest score a or b is used in the calculation

Form 2100 Timed Motor Tests
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derived motrdays Days from BL to evaluation date 

(Timed Motor Tests Form)
Num 8 Evaluation date - Enrollment date

formqol 2200 QOL Num 8 0=Missing Form   1=Form is present
1 qol01 01 Lightheaded Num 8 0 = Never

1 = Rarely
2 = Sometimes
3 = Occasionally
4 = Always

2 qol02 02 Balance Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Occasionally
4 = Always

3 qol03 03 Swallowing Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Occasionally
4 = Always

4 qol04 04 Communication Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Occasionally
4 = Always

5 qol05 05 Night Bathroom Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Occasionally
4 = Always

6 qol06 06 Hand/Feet Numb Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always

Form 2200 Quality of Life
NOTE: For qol01-qol33 the same imputation is used.  If 5 or 
fewer components(qol01-qol33) are missing then each 
missing value is set to the mean of qol01-qol33.  If more are 
missing these individual items remain missing.
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7 qol07 07 Bladder Control Num 8 0 = Never

1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always

8 qol08 08 Constipation Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always

9 qol09 09 Falling Asleep Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always

10 qol10 10 Staying Asleep Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always
(CONTAINS ONE IMPUTED VALUE OF 1.39)

11 qol11 11 Positive Outlook Num 8 0 = Always
1 = Frequently
2 = Sometimes
3 = Rarely
4 = Never

12 qol12 12 Burden to Others Num 8 0 = Never
1 = Rarely
2 = Sometimes
3 = Frequently
4 = Always

13 qol13 13 Social Activities Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree

14 qol14 14 Worry Num 8 0 = Always           3 = Rarely
1 = Frequently       4 = Never
2 = Sometimes

15 qol15 15 Asking Help Num 8 0 = Never           3 = Frequently
1 = Rarely          4 = Always
2 = Sometimes
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16 qol16 16 Depend on Others Num 8 0 = Never           3 = Frequently

1 = Rarely          4 = Always
2 = Sometimes

17 qol17 17 Adjust Changes Num 8 0 = Very             3 = Slightly
1 = Moderately   4 = Not at All
2 = Somewhat

18 qol18 18 -Affect Satisfaction Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree

19 qol19 19 Traveling Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree

20 qol20 20 Family Role Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree

21 qol21 21 Avoid Social Num 8 0 = Always           3 = Rarely
1 = Frequently       4 = Never
2 = Sometimes

22 qol22 22 View Unchanged Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree
(CONTAINS ONE IMPUTED VALUE OF 1.97)

23 qol23 23 Personal Independent Num 8 0 =  Everyday     3 = 1-2 Days
1 =  5-6 Days     4 = Never
2 =  3-4 Days

24 qol24 24 Food Independent Num 8 0 =  Everyday     3 = 1-2 Days
1 =  5-6 Days      4 = Never
2 =  3-4 Days

25 qol25 25 Communication Num 8 0 = Strongly Disagree     3 = Somewhat Agree
1 = Somewhat Disagree 4 = Strongly Agree
2 = Agree

26 qol26 26 Fatigue Num 8 0 = Always           3 = Rarely
1 = Frequently       4 = Never
2 = Sometimes

27 qol27 27 Work at Home Num 8 0 = Always           3 = Rarely
1 = Frequently       4 = Never
2 = Sometimes

28 qol28 28 Driving Num 8 0 = Doesn't Apply     3 = Frequently
1 = Rarely                 4 = Constantly
2 = Sometimes
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29 qol29 29 Sharing Bed Num 8 0 =  Everyday     3 = 1-2 Days

1 =  5-6 Days      4 = Never/Does not apply
2 =  3-4 Days

30 qol30 30 Affection Num 8 0 = Never/Does not apply           
1 = Rarely             3 = Frequently
2 = Sometimes      4 = Always

31 qol31 31 Sexually Desirable Num 8 0 = Strongly Agree     3 = Somewhat Disagree
1 = Somewhat Agree 4 = Strongly Disagree
2 = Agree

32 qol32 32 Financial Strain Num 8 0 = Doesn't Apply         3 = Frequently
1 = Rarely a concern    4 = Constantly
2 = Sometimes

33 qol33 33 PD Symptoms Num 8 0 = Much Better           3 = Somewhat Worse
1 = Somewhat Better   4 = Much Worse
2 = About the Same

QOL11R QOL Reverse Scale Q11 Num 8 Scale reversal of QOL11  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL14R QOL Reverse Scale Q14 Num 8 Scale reversal of QOL14  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL17R QOL Reverse Scale Q17 Num 8 Scale reversal of QOL17  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL21R QOL Reverse Scale Q21 Num 8 Scale reversal of QOL21  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0
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QOL26R QOL Reverse Scale Q26 Num 8 Scale reversal of QOL26  Therefore:

0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL27R QOL Reverse Scale Q27 Num 8 Scale reversal of QOL27  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL29R QOL Reverse Scale Q29 Num 8 Scale reversal of QOL29  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0

QOL31R QOL Reverse Scale Q31 Num 8 Scale reversal of QOL31  Therefore:
0 becomes a 4
1 becomes a 3
2 remains a 2
3 becomes a 1
4 becomes a 0
(IMPUTED VALUES HAVE 2 DECIMAL PLACES)

derived QOLSCOR QOL Score Num 8 Sum of QOL1 to QOL33 using scale reversals for 
questions 11, 14, 17, 21, 26, 27, 29, 31  If answers to 
more than 5 questions were missing QOLSCOR is 
set to missing.  If 5 or less are missing then the 
missing value is filled with the mean of the values 
present.
(IMPUTED VALUES HAVE 2 DECIMAL PLACES)

derived qoldays
Days from BL to evaluation date 
(Quality of Life Scale Form)

Num 8 Evaluation date - Enrollment date

derived formcgi 2300 CGI Num 8 0=Missing Form   1=Form is present

Form  2300 Clinical Global Impression

page 19 of 27



TEMPO Data Dictionary ver. 05/2010
1 cgi01 01 Severity Num 8 0=Not assessed           4=Moderately ill 

1=Normal, not at all ill   5=Markedly ill
2=Borderline ill             6=Severely ill
3=Mildly ill                   7=Among the most 
                                      extremely ill subjects

2 cgi02 02 Improvement Num 8 0=Not assessed               4=No change 
1=Very much improved    5=Minimally worse
2=Much improved             6=Much worse
3=Minimally improved       7=Very much
                                               worse

3 cgi03 03 Efficacy (basis of 
                   drug effect only)

Num 8  range 01 - 16

cgi03a 03a Therapeutic Num 8   cgi03a=3-int((cgi03-1)/4.0)  
 (The integer value when cgi03-1 is divided by 4) 

cgi03b 03b Side Effects Num 8   cgi03b=mod(cgi03-1,4)  
 (The remainder of cgi03-1 divided by 4)

derived cgidays
Days from BL to evaluation date 
(Clinical Global Impression Form)

Num 8 Evaluation date - Enrollment date

derived formbeck 3000 Beck Num 8 0=Missing Form   1=Form is present
1 beck01 01 Sad Unhappy Num 8 0= I do not feel sad

1= I feel sad or blue
2= I am blue or sad all the time and I can't
      snap out of it
3= I am so sad or unhappy that I can't stand it

2 beck02 02 Pessimistic Num 8 0= I am not particularly pessimistic or discouraged
     about the future
1= I feel discouraged about the future
2= I feel I have nothing to look forward to
3= I feel that the future is hopeless and that things
     cannot improve

3 beck03 03 Failure Num 8 0= I do not feel like a failure
1= I feel I have failed more than the average
     person
2= As I look back on my life, all I can see 
     is a lot of failures
3= I feel I am a complete failure as a person
     (parent, husband, wife)

Form 3000 Beck Depression Scale
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4 beck04 04 Dissatisfied Num 8 0= I am not particularly dissastisfied

1= I don't enjoy things the way I used to
2= I don't get satisfaction out of anything anymore
3= I am dissatisfied with everything

5 beck05 05 Guilty Num 8 0= I don't feel particularly guilty
1= I feel bad or unworthy a good part of the time
2= I feel quite guilty
3= I feel as though I am very bad or worthless

6 beck06 06 Disappointed Num 8 0= I don't feel disappointed in myself
1= I am disappointed in myself
2= I am disgusted with myself
3= I hate myself

7 beck07 07 Suicide Num 8 0= I don't have any thoughts of harming myself
1= I feel I would be better off dead
2= I have definite plans about committing suicide
3= I would kill myself if I had the chance

8 beck08 08 Lost Interest Num 8 0= I have not lost interest in other people
1= I am less interested in other people than I
     used to be
2= I have lost most of my interest in other 
     people and have little feeling for them
3= I have lost all my interest in other people 
     and don't care about them at all

9 beck09 09 Decisions Num 8 0= I make decisions about as well as ever
1= I try to put off making decisions
2= I have great difficulty in making decisions
3= I can't make any decisions any more

10 beck10 10 Appearance Num 8 0=I don't feel I look any worse than I used to
1= I am worried that I am looking old or unattractive
2= I feel that there are permanent changes in my 
    appearance and they make me look unattractive
3= I feel that I am ugly or repulsive looking

11 beck11 11 Work Num 8 0= I can work about as well as before
1= It takes extra effort to get started at doing
     something
2= I have to push myself very hard to do anything
3= I can't do any work at all

12 beck12 12 Tired Num 8 0= I don't get any more tired than usual
1= I get tired more easily than I used to
2= I get tired from doing anything
3= I get too tired to do anything
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13 beck13 13 Appetite Num 8 0= My appetite is no worse than usual

1= My appetite is not as good as it used to be
2=My appetite is much worse now
3= I have no appetite at all anymore

14 beck14 14 Beck Depression Num 8 Score

derived beckscor Beck Depression Num 8 sum of beck01 to beck13

derived beckdays
Days from BL to evaluation date 
(BECK Depression Scale Form)

Num 8 Evaluation date - Enrollment date

formmmse 4000 Mini-Mental Num 8 0=Missing Form   1=Form is present
1 mmse01 1 Year? Num 8 score 0 to 1 points
2 mmse02 2 Season? Num 8 score 0 to 1 points
3 mmse03 3 Date? Num 8 score 0 to 1 points
4 mmse04 4 Day? Num 8 score 0 to 1 points
5 mmse05 5 Month? Num 8 score 0 to 1 points
6 mmse06 6 State? Num 8 score 0 to 1 points
7 mmse07 7 County? Num 8 score 0 to 1 points
8 mmse08 8 City? Num 8 score 0 to 1 points
9 mmse09 9 Address? Num 8 score 0 to 1 points
10 mmse10 10 Floor? Num 8 score 0 to 1 points
11 mmse11 11 Repeat Num 8 score 0 to 3 points
12 mmse12 12 Serial 7s Num 8 score 0 to 5 points
13 mmse13 13 Remember? Num 8 score 0 to 3 points
14 mmse14 14 Watch? Num 8 score 0 to 1 points
15 mmse15 15 pencil? Num 8 score 0 to 1 points
16 mmse16 16 Phrase Num 8 score 0 to 1 points
17 mmse17 17 Read Num 8 score 0 to 1 points
18 mmse18 18 Directions Num 8 score 0 to 3 points
19 mmse19 19 Sentence Num 8 score 0 to 1 points
20 mmse20 20 Drawing Num 8 score 0 to 1 points

derived mmsescor Mini-Mental Status Num 8 Sum of MMSE questions 1-20
derived mmsedays Days from BL to evaluation date 

(MMSE Form)
Num 8 Evaluation date - Enrollment date

derived formlevo 4200 Levodopa Num 8 0=Missing Form   1=Form is present
1 levo01 01 Employed Full Num 8 1= Yes  2= No

Form 4000 Mini-mental State Exam

Form 4200 Assess Need for Levodopa
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2 levo02 02 Threat Full-time Num 8

1=none
2=slight but not serious (no expressed concern)
3=moderate, prompting concern by patient or family
4=moderate, prompting concern by employer
5=considerable, prompting concern by patient (or
family) and employer
6=imminent, will likely lose or stop full-time work
within next month
N=not applicable

3 levo03 03 Employed Part Num 8 1= Yes  2= No
4 levo04 04 Threat Part-time Num 8 1=none

2=slight but not serious (no expressed concern)
3=moderate, prompting concern by patient or
family
4=moderate, prompting concern by employer
5=considerable, prompting concern by patient
(or family) and employer
6=imminent, will likely lose or stop part-time work
within next month
N=not applicable

5 levo05 05 Homemaker Full Num 8 1= Yes  2= No
6 levo06 06 Threat Full Home Num 8 1=none

2=slight but not serious (no expressed concern)
3=moderate, prompting concern by patient
4=moderate, prompting concern by family
5=considerable, prompting concern by patient and 
family
6=imminent, will likely need to give up full-time
 homemaking within next month
N=not applicable

7 levo07 07 Homemaker Part Num 8 1= Yes  2= No
8 levo08 08 Threat Part Home Num 8 1=none

2=slight but not serious (no expressed concern)
3=moderate, prompting concern by patient
4=moderate, prompting concern by family
5=considerable, prompting concern by patient and 
family
6=imminent, will likely need to give up part-time
homemaking within next month
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9 levo09 09 Occupational Num 8 0=Usual Level

1=Lower Level
2=Marginal Level
3=Unable

10 levo10 10 Finances Num 8 0=Full
1=requires minor assistance
2=requires major assistance
3=unable

11 levo11 11 Domestic Num 8 0=Full
1=Impaired
2=Unable

12 levo12 12 ADL Num 8 0=Full
1=Mildly Impaired
2=Moderately Impaired
3=Severely impaired

13 levo13 13 Levodopa Warranted Num 8 1= Yes  2= No
14 levo14 14 Reason Num 8 1=functional disability

2=social embarrassment
3=both
4=other

15 levo15 15 Motor Problem Num 8 1=tremor
2=rigidity
3=bradykinesia
4=gait
5=postural imbalance
6=other

16 levo16 16 Prompted By Num 8 1=patient
2=patient's family
3=coordinator
4=investigator
5=mutual consensus by all of the above
6=other

17 levo17 17 Determined at Num 8 1=scheduled follow-up evaluation
2=unscheduled follow-up evaluation
3=other time
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19 levo19 19 Active Phase Num 8 1= yes

2= subject refuses active treatment phase
3= no, investigator feels the subject should be
treated with another PD medication (not Levodopa)
4= no, investigator feels subject requires levodopa
now
5= other 
N= not applicable

21 levo21 21 Outcome Num 8 1=the subject will be started on levodopa
2=the subject will be started on a dopamine agonist
3=the subject will be started on another PD
medication other than levodopa or a dopamine
agonist and terminate from the study
4=the subject will be started on another PD
medication other than levodopa or a dopamine
agonist and will continue in the study
(47 patients had a value for this ques; data was
merged in from the open label and therefore will 
contain the value on each of their observations, 
47pt * 7visits = 329 instances)

derived levoweek Week they reached the need for 
levodopa

Num 8

derived daystolevo21_reco
rded

Days from BL to recorded value 
of Levo21

Calculated number of days from BL to the form date 
at which this value is recorded. Will have this value on
every observation due to merging this information in 
from the open label.

derived levodays Days from BL to evaluation date 
(Assess Need for Levodopa 
Form)

Num 8 Evaluation date - Enrollment date

derived daystolevo Days from BL to need for 
levodopa

Num 8 q18(Date of need levodopa) - Enrollment date

derived daysto rasagiline
Days from BL to Active Rasagiline

Num 8 q20(Date of Active Rasagiline) - Enrollment date 
(placebo group only)

formvitl 6100 Vital Signs Num 8 0=Missing Form   1=Form is present
1 vitl01 1 Time Num 8 TIME5. 24 hour clock
2 vitl02 2 Height Num 8  cm
3 vitl03 3 Weight Num 8  Kg
4 vitl04s 4 Rest Sys BP Num 8
4 vitl04d 4 Rest Dia BP Num 8
5 vitl05s 5 Stand Sys BP Num 8

Form 6100 Vitals
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5 vitl05d 5 Stand Dia BP Num 8
6 vitl06 6 Rest Pulse Num 8  beats/min
7 vitl07 7 Stand Pulse Num 8  beats/min
8 vitl08 8 Orthostatic Hypotension Num 8 1= Yes  2= No

vitl_oh Orthostatic Hypotension Num 8  vitl_oh=0 unless vitl04s-vitl05s>20 and vitl07-
vitl06>10 then vitl_oh=1 Othostatic Hypotension

mabp_sit MABP Rest Num 8  mabp_sit=vitl04d+(vitl04s-vitl04d)/3.0

mabp_std MABP Stand Num 8  mabp_std=vitl05d+(vitl05s-vitl05d)/3.0

derived mabp_ss MABP Rest-Stand Num 8  mabp_ss=mabp_sit-mabp_std

derived rate_ss Pulse Rest-Stand Num 8  rate_ss=vitl06-vitl07

derived vitldays Days from BL to evaluation date 
(Vitals Form)

Num 8 Evaluation date - Enrollment date

derived formecg 6200 ECG Num 8 0=Missing Form   1=Form is present
2 ecg02 2 ECG Result Num 8 1 = Normal

2 = Abnormal, but acceptable for study
3 = Abnormal, unacceptable for study

4 ecg04 4 X-Ray Result Num 8 1 = Normal
2 = Abnormal, but acceptable for study
3 = Abnormal, unacceptable for study

derived ecgdays Days from BL to evaluation date 
(ECG/Chest X-ray Form)

Num 8 Evaluation date - Enrollment date

derived ecgtestdays Days from BL to ECG date Num 8 ECG date - Enrollment date

derived xraytestdays
Days from BL to Chest X-ray date

Num 8 Chest X-ray date - Enrollment date

formlab 6500 Abnormal Labs Num 8  0=Missing Form   1=Form is present
1 lab01 1 Was laboratory analysis 

performed?
Num 8

 1 = Yes  2 = No
derived labdays Days from BL to evaluation date 

(Lab Tests Form)
Num 8 Evaluation date - Enrollment date

formtrm1 Termination 1 Num 8  0=Missing Form   1=Form is present
2 trm102 2 Last Visit Num 8

Form 6500 Lab Tests

Form 6200 ECG/Chest X-ray

Form 7000 Study Termination/Completion: Double-Blind
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3 trm103 3 Completed Num 8 1= Yes, complete double blind phase

2 = No, terminated in the double blind phase
      If No (2), answer the question below , 
     otherwise enter N's

5 trm105 5 Termination Reason Num 8 1 = Adverse experience
2 = Failed to return
3 = Event unrelated to therapy
4 = Subject's request
5 = Unsatisfactory response - lack of efficacy
     (as determined by patient)
6 = Protocol violation
7 = death of subject
8 = Other (specify)

derived trm1days Days from BL to evaluation date 
(Study Termination/Completion 
Form)

Num 8 Evaluation date - Enrollment date

derived lstmd1days Days from BL to last on 
medication date (Study 
Termination/Completion Form)

Num 8 Last meds date - Enrollment date

derived term1days Days from BL to termination date 
(Study Termination/Completion 
Form)

Num 8 Termination date - Enrollment date

formsig 9000 Signature Num 8 0=Missing Form   1=Form is present
1 - 5 sig01 1 Visit Status Num 8 1 = Within visit window and conducted by enrolling

      investigator
2 = Within visit window and not conducted by 
      enrolling investigator
3 = Not done
4 = Out of visit window and conducted by enrolling
      investigator
5 = Out of visit window and not conducted by 
      enrolling investigator

derived sigdays Days from BL to evaluation date 
(Signature Form)

Num 8 Evaluation date - Enrollment date

Form 9000 Signature Form
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