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STATISTICAL ANALYSIS PLAN DETAILS 
 
TRIAL FULL TITLE A Randomized, Multi-Center, Investigator-Masked, Parallel 

Group, Equivalence Study of Once Daily Brimonidine Tartrate 
Ophthalmic Suspension Compared with Three Times Daily 
Alphagan® P in Subjects with Open Angle Glaucoma or Ocular 
Hypertension. 

PROTOCOL NUMBER CLR 16 33 
CT IDENTIFIER NCT03450629 
SAP VERSION 2.0 
SAP VERSION DATE 22APR2021 

  
  





STATISTICAL ANALYSIS PLAN 
 

CLR-16-33 SAP V1 22APR2021 Page 5 of 30 
 

    

  

  
  
  

  

  
  
   
   
   
  
  
  
    
    

  

  

  

  
  
  
  

  

 
  



STATISTICAL ANALYSIS PLAN 
 

CLR-16-33 SAP V1 22APR2021 Page 6 of 30 
 

 

2  ABBREVIATIONS AND DEFINITIONS 
 
AE Adverse Event 
BSCVA Best-Spectacle Corrected Visual Acuity 
CI Confidence Interval 
CRO Contract research organization 
eCRF Electronic Case Report Form 
ETDRS Early Treatment Diabetic Retinopathy Study 
FDA Food and Drug Administration 
GAT Goldmann Applanation Tonometry 
GCP Good clinical practice 
IB Investigator’s Brochure 
ICF Informed Consent Form 
ICH International Conference on Harmonization of technical 

requirements for pharmaceuticals for human use 
IEC Independent Ethics Committee 
IMP Investigational medicinal product 
IOP Intraocular Pressure 
IP Investigational Product 
IRB Institutional Review Board 
ITT Intent-To-Treat 
LOCF Last Observation Carried Forward 
logMAR logarithm of the Minimum Angle of Resolution 
MAO Monamine Oxidase Inhibitor 
MedDRA Medical Dictionary of Regulatory Affairs 
MMRM Mixed Model of Repeated Measures 
NCT Non-contact tonometer 
OPD (in-)Office physician dispensing 
OU Both eyes 
POC Proof-of-concept 
PP Per Protocol 
PT Preferred Term 
QD (Quaque Die) once daily 
SAE Serious Adverse Event 
SAP Statistical Analysis Plan 
SOC System Organ Class 
SPARC Sun Pharma Advanced Research Company, Ltd. 
SUSAR Suspected Unexpected Serious Adverse Reaction 
TOST Two one-sided tests 
TEAE Treatment-Emergent Adverse Event 
TID Three Times Daily 
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6 STUDY METHODS 

6.1 General Study Design and Plan 
 

 This is a multicenter, investigator/ evaluator -masked, randomized, parallel group, equivalence 
study. 

  
 

  
 

 The investigator or designated evaluator, masked to treatment assignment, will perform all 
ophthalmic examinations. Unmasked study coordinator may perform all study procedures other 
than ophthalmic/clinical examination, or treatment of the subjects. 

 Study Duration: 
o Visit 1: (Day-42 to Day -1): Screening 
o Visit 2: (Day 0) Baseline/Randomization 
o Visit 3: (Week 2 ± 2 Days) Efficacy/Safety Evaluation 
o Visit 4: (Week 6 ± 2 Days) Efficacy/Safety Evaluation 
o Visit 5: (Week 12 ± 2 Days) Efficacy/Safety Evaluation and study exit 

6.2 Inclusion-Exclusion Criteria  
Inclusion Criteria: 

Each subject must: 
 

1. Be male or female, of 18 years of age or older 
2. Provide signed and dated informed consent in accordance with GCP and local legislation prior to 

any study procedure. 
3. Have open angle glaucoma, (with or without pseudo exfoliation, pigment dispersion component) 

or ocular hypertension in both eyes and likely to be controlled on monotherapy 
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required by the applicable regulatory requirement(s), should inform the regulatory authority(ies). 
Additionally: 
 

1. If the investigator terminates or suspends the study without prior agreement of the sponsor, the 
investigator should inform the institution (where the study is conducted) where applicable, and the 
investigator/institution should promptly inform the sponsor and the EC, and should provide the 
sponsor and the IEC a detailed written explanation of the termination or suspension. 

2. The sponsor may discontinue entire study at any time, for ethical or scientific or business reasons. 
If the sponsor terminates or suspends a study, the investigator should promptly inform the 
institution where applicable and the investigator/institution should promptly inform the IEC and 
provide the IEC a detailed written explanation of the termination or suspension. 

3. If the IEC terminates or suspends its approval/favourable opinion of a study, the investigator 
should inform the institution where applicable and the investigator/institution should promptly 
notify the sponsor and provide the sponsor with a detailed written explanation of the termination 
or suspension. 

6.5 Randomization, Masking, and Unmasking 
 Subject Number 

At the screening visit after signing the informed consent form (ICF) each subject will be allotted 
a subject number. The subject number will uniquely identify each subject in the study. The subject 
number will appear on all study documents relating to that subject. Subject numbering is described 
separately in data management plan. 
 

 Randomization 
Subjects who qualify inclusion and exclusion criteria will be randomly assigned to study treatment 
using Interactive web response system. 
 

 Masking 
This is an evaluator-masked study.  
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