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AN OBSERVATIONAL MULTICENTER CLINICAL STUDY TO ASSESS THE LONG-TERM 
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1 PERSONNEL AND FACILITIES 

STUDY SPONSOR: 
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3 STUDY SYNOPSIS 
 
3.1  Study Objective    

 
The purpose of this research study is to evaluate the long-term safety of the CyPass Micro-Stent in 
subjects who have completed Study Protocol TMI-09-01. 
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4 INTRODUCTION AND RATIONALE   

4.1  The CyPass Micro-Stent 

4.2  Protocol Background and Rationale 
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5 STUDY OBJECTIVES 
 
The purpose of this research study is to evaluate the long-term safety of the CyPass Micro-Stent in 
subjects who completed Study Protocol TMI-09-01. 
 
5.1 Study Outcomes 
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6 STUDY DESIGN 

 
7 STUDY POPULATION   

7.1 Subject Inclusion Criteria 

7.2 Subject Exclusion Criteria 
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8 STUDY PROCEDURES 

8.1 Subject Entry 

8.2 Study Visits  
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APPENDIX 1 
APPENDIX 2

8.3 Unscheduled Visits 

8.4 Subject Disposition 
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9 STATISTICAL METHODS 

9.2 Ocular Adverse Events 

9.3 Central Corneal Pachymetry 

9.4 Central Corneal Endothelial Cell Density 
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9.5 Best Corrected Visual Acuity  

9.6 Slit Lamp, Gonioscopy and Fundus Exam Findings 

9.7 Visual Field Loss Mean Deviation 

9.8 Intraocular Pressure 
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10 ADVERSE EVENTS 
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Hypotonic maculopathy 
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10.2   Sight-Threatening Ocular Adverse Events 

10.3   Grading of Adverse Events 

10.4   Follow-up of Adverse Events 

10.5   Expedited Reporting of Adverse Events 
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11 STUDY MONITORING 

12 ETHICAL AND REGULATORY CONSIDERATIONS 

12.1   Sponsor Responsibilities 

Curriculum Vitae
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12.2  Investigator Responsibilities 
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12.3   Institutional Review Board Responsibilities 
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APPENDIX 4  
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T R A N S C E N D C Y P A S S M I C R O- ST E N T

P R O T O C O L T M I- 0 9- 0 1- E  V E R S I O N G

A L C O N L A B O R A T O RI E S , I N C. 2 6  OC T O B E R 2 0 1 6 C O N FI D E N TI A L

P R O T O C O L T M I- 0 9- 0 1- E 
V E R S I O N G

A N O B S E R V A T I O N A L M U L T I C E N T E R C L I N I C A L S T U D Y T O A S S E S S T H E L O N G- T E R M 
S A F E T Y O F T H E C Y P A S S  M I C R O- S T E N T I N P A T I E N T S W I T H P R I M A R Y O P E N A N G L E 

G L A U C O M A W H O H A V E C O M P L E T E D P A R T I C I P A T I O N I N T H E C O M P A S S T R I A L 
( T M I- 0 9- 0 1- E)

T H E C O M P A S S  T R I A L  E X T E N S I O N ( C O M P A S S- X T) 

S P O N S O R : 

A L C O N L A B O R A T O R I E S

6 2 0 1 S O U T H F R E E W A Y

F O R T W O R T H ,  T X 7 6 1 3 4- 2 0 9 9

I h a v e r e vi e w e d a n d a p pr o v e t h e el e m e nt s of t hi s cli ni c al st u d y pr ot o c ol.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
 M D, C O M P A S S Stu d y M e di c al M o nit or      D at e

         

M D C O M P A S S S d M d i l M

O ct o b er 2 8, 2 0 1 6
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I have reviewed and approve the elements of this clinical study protocol.
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