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AE, any serious adverse events (SAE), deaths, or drug-related SAEs by 
dosing regimen and overall. Only those adverse events determined to be 
treatment emergent (TEAE) will be presented. Treatment emergent adverse 
events are those events with the date of AE onset being greater than or equal 
to the first date of dosing. Ocular AEs will be tabulated separately from non-
ocular AEs for both TEAEs and SAEs.

Verbatim terms on the case report forms will be linked to preferred terms 
and related body systems using the MedDRA Coding Dictionary version xx
(to be updated at time of DBL) The number and percentage of subjects who 
experience treatment-emergent adverse events will be tabulated by System 
Organ Class (SOC) and Preferred Term (PT).  Adverse events will be 
counted only once for a subject within each Preferred Term and System 
Organ Class; thus, since a subject may have more than one Preferred Term 
within an SOC, percentages of PT may not sum to the percentage in the 
SOC.  If a subject reports a Preferred Term multiple times with differing 
severities, only the most severe is counted. If a subject reports a Preferred 
Term multiple times with differing relationships to study medication, only 
the one related to study drug is counted. Drug-related adverse events are 
defined as having a causality rating of definitely or potentially related.

AEs will also be tabulated by severity of the event (mild, moderate or 

(Definitely related, potentially related or not related).  Adverse events 
judged by the Investigator to be Serious Adverse Events (SAEs), SAEs 
resulting in death, AEs (regardless of seriousness) that require modification 
to Study Medication dosing will also be tabulated by SOC and PT by dosing 
regimen and overall.

2.2.9.1.1 Serious Adverse Events

The number and percentage of subjects experiencing a Serious 
Adverse Event (SAE) will be tabulated by SOC and PT by dosing 
regimen and overall.  SAEs will be counted only once for a subject 
within each PT and SOC.   

2.2.9.1.2 Deaths

Subjects who die while on study will be presented in a listing along 
with the adverse event associated with the cause of death.

2.2.9.1.3 Interruptions or Discontinuations of Study 












