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APPENDIX A
ON STUDY FORM

(Study comparing effectiveness of latanoprost vs. pilocarpine + timolol in open angle glaucoma)

HOSPITAL...oooiiiiiii e, INVESTIGATOR NAME.....cccooiiiiiiis

Medication treated: (1 = latanoprost 12 = pilocarpine + timolol) O

Day 0 Date of visit l I ]| | HJ r[j

Day Month Year

Patient’s trial number
Hospital number
Date of birth
Day Month Year
Patient NamMe.......oovieiiiieee e
Sex (1= male, 2 = female ) D
Diagnosis (1= no, 2 =yes) Right eye Left eye
Primary open angle glaucoma D
Pseudoexfoliation glaucoma

Pigmentary glaucoma

{ T -

Ocular hypertension

[
[
[
[

—

Family history of glaucoma or ocular hypertension (1=no, 2 =yes) |

Date of previous timolol treatment [ O I R R A |

Day Month Year

TREATMENT AS RANDOMIZATION

Medication will be treated (1 = latanoprost 12 = pilocarpine and timolol) O

Physician’s comments:



EYE EXAMINATION (1 = normal, 2 = abnormal, if abnormal. Please specify )

Right eye  (specify) Left eye
Lids I 0
Conjunctiva I I
Cornea i i
Anterior chamber angle
0 0

Iris n n
Lens I n
Retina I

Right eye Left eye
Best corrected visual acuity 20 - 20 /11 -
Refraction (optional )

RE = LE =

Goldmann ApTn ( g ) at 9.00 AM

at 1.00 PM

at 3.00 PM [
Perimetry performed (1= no, 2 = yes)

Slittamp photography ( 1=no, 2 = yes)

Blood pressure : sitting position, after 5 min. rest (mmHg) Systolic

Diastolic

Pulse ( beats / minute )

TREATMENT : Medication will be treated in (1 =BE, 2 = RE, 3= LE)

Physician’s comments:

[T 1]

(specify)
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APPENDIX
SUMMARY EVALUATION FORM
(Study comparing effectiveness of latanoprost vs. pilocarpine + timolol in open angle glaucoma)

HOSPITAL INVESTIGATOR NAME

Medication treated: (1 = latanoprost 12 = pilocarpine + timolol) !

Week 2 Date of visit BENIEEINREN

Day Month Year

Patient's trial number
Hospital number
RIGHT EYE LEFT EYE
Best corrected visual acuity 20/ 20/
Refraction (optional ) RE = LE =
Goldmann ApTn ( Hg ) at 9.00 AM

Blood pressure: sitting position,after 5 min, rest  ( Hg) systolic

Diastolic
Pulse (beats / minute )
CURRENT TREATMENT Medication given in (1= BE, 2 = RE, 3= LE D
ADVERSE EVENTS:
Headache, browache,general discomfort (1=no, 2 =yes ) - D
EYE ( ) AFFECTED RICHT EYE
Eye discomfort kye irritation, eye burning ( = no, 2 = yes)

Decrease vision ( 1= no, 2 = yes )

Superficial punctate keratitis( 1 = no, 2 = yes )

Follicular conjunctivitis( 1= no, 2 = yes )

Presence of cell / flare (1 = no, 2 = mild, 3 = mod, 4 = severe’
Conjunctival hyperemia (1= no, 2 = yes)

Changes of eyelashes (1= no, 2 =yes)

Iris hyperpigmentation ( 1= no, 2 = yes)
Cystoid macular edema (1= no, 2 = yes)
Cup :disc ratio change (1=no, 2 =yes)
Visual field change (1= no, 2 =yes)

Visual acuity change (1= no, 2 = yes)

I:II:II:II:II:II:II:I:I:II:II:II:IE

— 43 3 43 —3 43 [ /3 1 [—1

Other information
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APPENDIX ¢
Withdrawal form

(Study comparing effectiveness of latanoprost vs. pilocarpine + timolol in open angle glaucoma)

HOSPITAL ..o, INVESTIGATOR NAME........cooiiiiieee
Medication treated: (1 = latanoprost 12 = pilocarpine + timolol) D
Withdrawal form Date of visit I ] ] I I I I ] ] | |

Day Month Year

Patient’s trial number

Hospital number

This form should be completed only if the treatment is discontinued.

Last eye drops administered i 1

Day Month Year

Withdrawal

Check reason for discontinuation ( 1 = no, 2 = yes )

= §

Adverse event

—

IOP not controlled

Refusal to cooperate

—

Refusal to participate
Death

Other reasons

N

Describe:
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. APRNDIXE
Histogram of mean 10P at baseline and final visit of latanoprost group.

mean IOP at baseline

DRUG: 1 latanoprost

12

Std. Dev = 1.84
Mean = 24.3
N = 36.00

Frequency
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Histogram of mean 10P at baseline and final visit of combination group.

Frequency

Frequency

mean |IOP at baseline

DRUG: 2 timolol+pilocarpine

std. Dev = 1.94
Mean = 24.2
N = 35.00
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mean IOP at final visit

DRUG: 2 timolol+pilocarpine
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APPENDIX G

Normal P-P Plot of mean 0P at baseline and final visit of latanoprost

Normal P-P Plot of mean 10P at baseline
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APPENDIX H

Normal P-P Plot of mean 0P at baseline and final visit of combination
group.

Normal P-P Plot of mean IOP at baseline
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Normal P-P Plot of mean 10P at final visit
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APPENDIX |

One-Sample Kolmogorov-Smirnov Test

Studv drua

Latanoprost

timolol+pilocarpine

N
Normal Parameters

Most Extreme Differences
Kolmogorov-Smirnov z
Asymp. Sig. (2-tailed)

N

Normal Parameters

Most Extreme Differences

Kolmogorov-Smirnov z
Asymp. Sig. (2-tailed)

a Teg distnbution is NomH,
b Cladaed fromdcda

Mean

Std. Deviation
Absolute
Positive
Negative

Vean

Std. Deviation
Absolute
Positive
Negative

mean 10P at
baseline
36
24,3467
1.8397
186
186
-101
1115
166
35
24,1654
1.9448
1n
1n
-133
1.046
224

81

mean |OP at final

visit
%
17,0082
2.1669
140
140
-071
842
41
3
188734
35466
21
21
-156
1.249
088
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