TEMPO D)
TEVA Pharmaceuticals Form 1100

Protocol No.: TVP-1012/232 HISTORY/DEMOGRAPHIC (DEMO) Page 1 of 2

All items must be completed. Use U if information is Unavailable. Use N if information is Not Applicable.

WEEK NUMBER Elg WN'CI B N SUBJECTNUMBER|2|3|2H [ ] ]'?AT
evaaTionDATE | | | [ | ] |<§@w\c;}cikz, namemoscoe [ | [ ][ 1 1]

(MM/DD/YY) (1st 3 letters of last name, 1st initial, year of birth)

stenumBer [ [ [ ] SomahP e NSO
1. Date of Birth deymo @i 1. HEIEERIEE
DD YY

MM
2. Gender (1 = Male, 2 = Female) 6 enoPlL 2 I:l
3. Ethnicity Sexmopzs. ]
1 = Caucasian 4 = Asian
2 =Black 5 = American Indian
3 = Hispanic 6 = Other
4. Was subject hospitalized in the past? (1 = Yes, 2 = No) dewooY 4 D
5. Has the subject ever had a significant disorder, disease or surgery of the following systems?:
0 =None 1 = Current 2 = Past (Specify disorder, duration, hospitalization)
[if PAST, specify TIME]
5a. Pulmonary disorder CJ @O @ sa. D
5b. Cardiovascular disorder Semo@ Sl 5b. D
5¢. Hepatobilliary disorder. 5c. l:l
5d. Gastrointestinal disorder. 5d. D
5e. Hemato-Lymphatic disorder Se. D
5f. Dermatological disorder 5i. D
5g. Renal disorder 5¢. D
5h. Genito-Urinary disorder, 5h. I:]
5i. Ophthalmic disorder. 5i. D
5j. Ear, Nose, Throat disordet 5j. I___I
5k. Musculoskeletal disorder, 5k. D
5l. Metabolic/Endocrine disordet 5l D

_BD

5m. Neurological disorder (excl.-PD)

Ej

5n. Psychiatric disorder

[pj

50. Allergy/Immunological disorder

| \
5p. Other (specify) c£ezm 0 @6?

0
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TEVA Pharmaceuticals suBsEcTNUMBER [2[3]2H | [ | weeks ELE_I Form 1100

Protocol No.: TVP-1012/232 Page 2 of 2
HABITS: v
‘ 6. Drug abuse? (1 = Yes, 2 = No) demo @b s [:I
7. Alcohol consumption? (1 = Yes, 2 = No) Sexmod7 7]
8. If Yes in item 7, how many glasses per day (if NO enter NN in boxes)? Cermneps 8 I:]_—_l
9. Smoking? 0 =None 1 = Current 2 = Past a@rr\OCZ)q 8. D
10. If past or current initem 9, please specify how many 'pack years' CSQJMC@ 10. Eljj
(No. of packs per day X No. of smoking years):
11. it past initem 9, when did the subject quit smoking? o1 11 ‘—_—D
YEAR

PARKINSON'S DISEASE HISTORY
12. Date of Parkinson's disease diagnosis: c\@r\f\élz 12. I:D D:'
MONTH  YEAR

13. What were the symptomns at the time of diagnosis?
1=YES 2=NO 3 = UNKOWN

13a. Tremor e 0lBa. 13a. D

13b. Rigidity 13b. D

‘ 13c. Bradykinesia 13c. D
13d. Postural disturbances 13d. D

13e. Other, please specify: de,r NOIlZe 13e. [_—_I

14. Site personnel responsible for information entered: é@ﬂ‘\ﬁ)’!q 14. [:]:]]

' Staff Code

Copyright©) 1997 The University of Rochester. All Rights Reserved. 87197 pg.29



TEMPO
s INCLUSION/EXCLUSION CRITERIA (INEX) hoge 1 o1 2
All items must be completed. Use U if information is Unavallable. Use N if information is Not Applicable.
WEEKNUMBER [0]0] woce susecTNumeer [2]3]2H 1 | | VAT

evALUATIONDATE [ 1 [T 11T ] jvexdoyre  navemos coe [ T T[] [ ]
nNe X oS

(MM/DD/YY) (1st 3 letters of last name, 1st initial, year of birth)

stenumser [ ] 1] 1wnexhosf SCREENINGNUMBER || | | e AZT

INCLUSION CRITERIA YES NO NA
1. Has the subject been diagnosed as having idiopathic Parkinson’s disease ai nexa/ 1. D

(PD) confirmed by at least two of the cardinal signs (resting tremor, bradykinesia,
rigidity) being present?

2. If female, is the subject postmenopausal, surgically-sterilized, or adequate birth controt
(barrier methods not adequate)? A%

V\ﬁx@?’ D

3. if female and of childbearing potential was the pregnancy test (Plasma beta-HCG test)

negative at screening? . .
prealed i ‘Jun& ms

4. Isth bject 35 lder? &M d”g
. Is the subject 35 years or older? %ueﬁﬁb‘ﬂé' ‘L

5. Is the modified Hoehn and Yahr stage < 3.07 - CRY o upﬁf td s ]
L ne X0bo

6a. If the subject was previously on levodopa, amantadine, or dopamine agonists, have they 6a.
been off these drugs and stable for at least 80 days at the time of screening v151t‘>
"WNeX b
6b. Has the subject been on a stable dose of anticholinergics or specified antldepressants éb. D
(amitriptyline or trazadone) for at least 60 days, if taking one of these medicines?

- P
\WeXeH

MeND

t
6c. Has subject been withdrawn from selective serotonin reuptake inhibitors (SSRI), ‘Y\QX%Q'SC. D
antidepressants (with the exception of amitriptyline and trazodone), meperidine (pethidine)
and dextromethorphan for at least 42 days prior to screening, if previously taking one of
these medicines?

LW&K®7
7. Has subject been stable for at least 90 days off of selegiline at the time of the screening visit, 7. D
if previously taking selegiline?

e
8. Has the subject been withdrawn from sympathomimetics (including over the counter (OTC) co!d 8.
remedies-oral or nasal) for at least 14 days prior to screening?

pg 48



TEVA Pharmaceuticals M Form 1400
Protocol No.: TVP-1012/232  SUBJECT NUMBER WEEK # mm Page 2 of 2

XCLUSION CRITERI

YES NO

. 9. Does the subject have any unstable systemic medical problems or clinically significant malignancy 9.
and/or clinically significant or unstable vascular disease? MWEKRD ki

10. Does the subject have clinically significant arrhythmia, valvular heart disease, or * nex @
congestive heart failure (NYHA class 2 or greater) as judged by investigator? ! {

11. Does the subject have significant ischemic heart or cerebrovascular disease, severe hypertension,
clinically significant orthostatic hypotension, or clinically significant syncope associated with )
hypotension (in the past 2 years)? AneX il

12. Does the subject have dementia as defined by MMSE score < 237 ( WK 2

13. Does the subject have clinically significant psychiatric illness which compromises their ability to
provide consent or participate fully in the study? nexXid

14. Does the subject have major/severe depression?

Tvexiy

. 15. Does the subject have clinically significant abnormal laboratory test results that make | VERSD
him/her ineligible for this study?

16. Does the subject abuse substances or drugs? ‘ weX ]

17. Has the subject participated in a clinical trial during the previous 60 days or been taking any
experimental drug within the past 90 days? w7

LY
18. Has the subject ever experienced any serious adverse reaction to selegiline (deprenyl)? (v\f_ﬁl&

A
18. Has the subject ever had any adverse reaction associated with ingestion of 1\/\@&\6?
tyramine-containing food (i.e., cheese, red wine)?

7
20. Has the subject signed an informed consent? (e KPP
21. Does the subject meet all the inclusion/exciusion criteria for this study? {Vk&fﬂ \
. H . [}
. 22. Completed by (Investigator only): LAk A2
Staft Code
Copyright@©) 1997 The University of Rochester. All Rights Reserved. 6/25/97 pg- 49



TEMPO
TEVA Pharmaceutical F 1400
P e P 1o 21232 INCLUSION/EXCLUSION CRITERIA (INEX) Page 1 of 3

Al tems must be completed. Use U # information is Unavailable. Use N if information is Not Applicable.

week Numeer  [s]c] sussectnumeer [213[2H | | |PAT
EVAL‘(‘@J,;?,,%’”EI 11T T fvxe?\c&ﬁ’@— namemos cooe [ [ [ ][]

{1st 3 fetters of last name, 1st initial, year of birth) \V\ef\NB

steENuMBER [ ] | ] e X I/va SCREENING NUMBER D:l:]'iv\exq
INCLUSION CRITERIA

1.

®.

Has the subject been diagnosed as having idiopathic Parkinson’s disease
(PD) confirmed by at least two of the cardinal signs (resting tremor, bradykinesia,
rigidity) being present?

It female, is the subject postmenopausal, surgically-sterilized, or adequats birth contro!
(barmmier methods not adequate)?

If female and of childbearing potential was the pregnancy test (Plasma beta-HCG test)
negative at screening?

Is the subject 35 years or older?

5. Is the modified Hoehn and Yahr stage < 3.0?

6a. If the subject was previously on levodopa, amantadine, or dopamine agonists, have they

been off these drugs and stable for at least 42 days at the time of baseline visit?

6b. Has the subject been on a stable dose of anticholinergics or specified antidepressants

{amitriptyline or trazadone) for at least 60 days, if taking one of these medicines?

6c. Has subject been withdrawn from selective serotonin reuptake inhibitors (SSRI),

antidepressants (with the exception of amitriptyline and trazodone), meperidine (pethidine)
for at least 42 days prior to baseline, if previously taking one of
these medicines?

. Has subject been stable for at least 90 days off of selegiline at the time of the baseline visit,

if previously taking selegiline?

YES NO NA

[ E

g

¥
1]

2=

6a.

6c.

OooooO o0 O O
o B B B

B8 O

Has the subject been withdrawn from sympathomimetics (including over the counter (OTC) cold 8. l:] D

remedies-oral or nasal) for at least 7 days prior to baseline?

6/8/88 < — (@J\@
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T A e nag  SuBsEcTNumeer [2]3[2H T [ ] weex+[S[c] Page 2013
EXCLUSION CRITERIA YES NO

. 8. Does the subject have any unstable systemic medical problems or clinically significant malignancy
and/or clinically significant or unstable vascular disease?

10. Does the subject have clinically significant arrhythmia, valvular heart disease, or
congestive heart failure (NYHA class 2 or greater) as judged by investigator?

11. Does the subject have significant ischemic heart or cerebrovascutar disease, severe hypertension,
clinically significant orthostatic hypotension, or clinically significant syncope associated with
hypotension (in the past 2 years)?

L

12. Does the subject have dementia as defined by MMSE score < 23?

13. Does the subject have clinically significant psychiatric illness which compromises their ability to
provide consent or participate fully in the study?

14. Does the subject have major/severe depression? 14.

. 15. Does the subject have clinically significant abnommal laboratory test results that make
him/Mer ineligible for this study?

16. Does the subject abuse substances or drugs?

17. Mas the subject participated in a clinical trial during the previous 60 days or been taking any
axperimental drug within the past 90 days?

18. Has the subject ever experienced any serious adverse reaction to selegiline (deprenyl)?

O 0O oo 00

19. Has the subject ever had any adverse reaction associated with ingestion of
tyramine-containing food (i.e., cheese, red wine)?

20. Has the subject signed an informed consent? 20. D

21. Does the subject meet ali the inclusion/exciusion criteria for this study? 21.[ | [B

. 22. Completed by (Investigator only): 22, D:D
Staff Code

»
Copyrighté 1997 The University of Rochester. All Rights Reserved. RVE-SN k‘éﬂ—/s —> TN4/897  pg 31



TEVA Pharmaceuticals Form 1400
Protocol No.: TVP-10127232  SUBJECT NUMBER [2i3f2F | | J week# [s[c] Page 3 of 3

Conditions of Amendment | should not be incorporated into the protoco! until

your site has IRB approval
YES NO NA
23. Has the subject been withdrawn from dextromethorphan (DM) for at least 7 days 23 D % D
prior to baseline? Inexa2>>

24. Has the subject been withdrawn from gentamicin for at least 14 days prior to baseline?
inexa

25. Has the subject been withdrawn form St. John's Wort for at least 14 days prior to baseline? 25. D %
nerzs

26. Has the subject participated at any time in an eariier trial of rasagiline? lb\/l ex 26

Copyright(©) 1988 The University of Rochester. All Rights Reserved. 6/18/98 pg.3la




TEMPO
TEVA Pharmaceuticals Form 1450
Protocol No.: TVP-1012/232 SUBJECT DISPOSITION (DISP) Page 1 of 1

. . All items must be completed, Use U if information is Unavailable. Use N if information is Not Applicable.

WEEK NUMBER IN= susJecTNumeer [21312H | | | A
evaLuaTionDate[ | 1 [T [T ] Aai’ﬁa‘\‘ﬁ namermoscone [ [ | ][]

MM/DD/YY)
( (1st 3 letters of ast name, 1st initial, year of birth)
Pl

stenumeer [ [ | ] Oisphosp JigPNECR

1. Subject Disposition: I SP &/ .[]
1 = subject qualifies for this clinical trial
2 = subject does not meet inclusion/exclusion criteria
3 = subject deceased
4 = subject decided to withdraw

If Yes, give reason:

5 = subject lost to follow-up during screening

If Yes, explain:

. 6. Other

If Yes, specify:

i
2. Completed by (Investigator or Coordinator): d\‘! §(3 o2 2. L__Dj

Staff Code

1897 The University of Rochester. 6/25/97 pg. 50



TEMPO

TEVA Pharmaceuticals Form 1500
Protocol No.: TVP-1012/232 PHYSICAL EXAMINATION (PHYS) Page 1 of 3

All items must be completed. Use U if information is Unavailable. Use N if information is Not Applicable.

WEEK NUMBER weer susecTNumeer [2]3]2H | | |PAT
EVALUATIONDATE | | { | || [ | \DMSCHE' namemoscooe [ [ T 1 [] [ ]

(MMDDYY) (1st 3 letters of last name, 1st initial, year of birth)
sTENuMBER [ | [ ] P’L“'W AP Phyo NDOR
ORGAN SYSTEM ABNORMALITIES BY EXAMINATION {check appropriate response) 1="Normal
If Abnormal, describe abnormality briefly in as quantitative terms as possible. 2 = Abnormal

{If not examined, enter N in box, i.e., subject refused}

1. Skin ?Mé@’ 1. ]
2. Head/Neck . ’13%5432 2. []

[

w

3. Ears/Nose-Throat

4. Lungs-Chest 4.
5. Breasts 5.
6. Cardiovascular (heart) 6.

O o 0O o oo o O

7. Abdomen 7.
8. Musculoskeletal | 8.
9. Lymphatic 9.
10. Peripherial Vascular 10.
11. Other

]Q 511 [ ]

pg- 134



TEVA Ph tical SUBJECT Form 1500
Protocol :lr:a ;:_3:_:;:3:2/232 nomeer L213/2H | | | weeks Page 2 of 3

. 12. MOOD 2] ] MSFL 13, SPEECH {ﬁ"jﬂ??, 18.[ ]

1 = depression 1 = normal

2 = sadness 2 = abnormal
3 = normal

4 = euphoria

5 =mania psychosis

14. CRANIAL NERVES KEY: 1 =normal, 2 =abnormal

Describe Abnormality:

14a.1 1sa.[ ] ?)/\,35(“10\

126, 11 14b,
14¢. 101, IV, VI 140, ]

14d. V 1ad.[_]
14e. VII 1ae.[_]

14f, VIII 14t [_]
14g. X, X 1ag.[_]
14h. X1 1an.[_] ,
. 141, X1 14 ] jﬁ/bjé/%

15. MUSCLE STRENGTH and TONE KEY: 1 = normal, 2 = abnormal

Muscle Strength

15a. Upper Extremities 15b. Lower Extremities

15al. Left D 15ar. Right I:] 15bl. Left D 15br. Right D
- PrMSI5al T7HYS(Sar MuscleTone  Phy SIS0 Physis be

15¢. Upper Extremities 15d. Lower Extremities
15¢cl. Leit I:] 15cr. Right D 15dl. Left D 1) 15dr. Ri?ht l:l
% Y 5 i 5 : Pl
- S710

___‘go.téé_\.gg, W PIAR=S1T W) o
16. COORDINATION KEY: 1 =normal, 2 = abnormal \) 17. GAIT / N

KEY: 1 =normal, 2 = abnormal

16a. Rapid alternating movements 16b. Finger to nose 17a. Gait

16al. Lett [ ] | 16ar. Right [_] | 160l Lett [ ] I 16or. Right [_| | 17ah Left [_] | 17ar. Rignt [ ]

‘ 731'\,\?55”90\\ P%\LO\V (_F\'\:jéu’u P\r\:gé ILby ]3;\:35)70\\ (\ﬂ,\i_gsma\\(‘

pg. 135




Form 1500

A Ph ical SUBJECT -
Protocol Now TvP-sotzizz  Numeen [ 2[3[2H 1 WEEK#(2 [ 6] Page 3 of 3

18. REFLEXES

Indicate if reflexes are Normal or Abnormal ~ (18a-18b) KEY: 1 =normal, 2 = abnormal

18a. Upper Extremities 18b. Lower Extremities

18al. Left [:] 18ar. Right D 18bl. Left D 18br. Right |:]
. » & SIKk
Prs! Bl PwsiBar P SIEk PhystesC

(18c) KEY: 3= absent, 4 =present

18c. Babinski

?Mél%/d_\ 180l. Lett [ | 8cr. Right || ?MS 18

19.SENSATION

indicate if the following sensations are Normal, Abnormal, or Untestable.

KEY: 1=normal, 2=abnormal, 3 = untestable

Left Right < ,q AO—

P)’kd&%uQa. Pain ] 192a.[ | /j"j 2i1qkb
/\jé(% 19b. Light Touch [ | 19bb. | % :
S19 e

$ jG¢. 19¢c. Position |:| 19cc. [:l '
LﬁS’q 19d. Vibration || 19dd. [ P;Vjél ks

20. Completed by (Investigator or Coordinator): 20. D:]:I
Staff Code

1997 The University of Rochester.

8/7/97 pg. 136




TEMPO
UNIFIED PARKINSON'S DISEASE Form 2000

EVA Pharmaceuticals Page 10of 7
otocol No.: TVP-1012/232 RATING SCALE (UPDR) °
All items must be completed. Use U if information is Unavailable. Use N if information is Not Applicable.
WEEKNUMBER [2 [6] we e sussectnumeer[2]3]2H T T ] TRV

evacuAaTioNDATE[ [ | T ][ T | \_)(;c&réo&e/ namemoscone [ [ T | ][]

MMDDA) (1st 8 letters of last name, 1stinitial, year of birth)
sTENUMBER [ | [ ] LpEOY "esP U PAY nPO
PA MEN BEHA M (RATE ITEMS 1 TO 4 BY INTERVIEW)
1. 1 ctual airment; UPA( ol 1.
0 = None

1 = Mild. Consistent forgetfulness with partial recollection of events and no other difficulties.

2 = Moderate memory ioss, 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 handiing 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,

N

T t Di D nti ntox : Upé(@lz

' 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.

3. Depression; UPé'f@% 3.

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 intent.

4. Motivationnitiative: Vg oy
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.

pg- 137






