
 PROTOCOL SYNOPSIS & EVALUATION 

Date Submitted HPB USE ONLY Submission Number HPB USE ONLY 
 
Trial Title and Number 
 
 
Background / Rationale 
 
 
Trial Objectives 
 
 
Study Design 
 
 
Study Duration 
 
 
Number of Sites (inside and outside of Canada) 
 
 
List of Investigators 
 
 
Sample Size 
 
 
Patient Population 
 
 
Inclusion Criteria 
 
 
Exclusion Criteria 
 
 
NHP Formulation 
 
 
Dosage Regimen 
 
Prestudy Screening and Baseline Evaluation 
Treatment Visit 
 
 



Premature Withdrawal/Discontinuation Criteria 
 
 
Rescue Medication 
 
 
Washout Period 
 
 
Concomitant Medication 
 
 
Variables to be Assessed 
 
 
Efficacy Analysis 
 
 
Safety Analysis 
 
 
Statistical Analysis 
 
 
Current Problems/Concerns 
 
 

PATIENT CONSENT FORM EVALUATION 

Requirement Evaluation Status 

Full Disclosure of Risk G Acceptable 
G Requires Revision 

Clarity of Language G Acceptable 
G Requires Revision 

Description of Procedure G Acceptable 
G Requires Revision 

Confidentiality for Patient G Acceptable 
G Requires Revision 

Lack of Bias G Acceptable 
G Requires Revision 

Placebo and/or Comparator Disclosure G Acceptable 
G Requires Revision 

 
 
 



INVESTIGATORY BROCHURE EVALUATION 

Requirement Version Dated:  Evaluation Status 

Accuracy of Information G Acceptable 
G Requires Revision 

Rationale for Investigation G Acceptable 
G Requires Revision 

Completeness G Acceptable 
G Requires Revision 

Numerical Data G Acceptable 
G Requires Revision 

Tabulation of Actual Results G Acceptable 
G Requires Revision 

Side Effects G Acceptable 
G Requires Revision 

Summary of ADR:  Deaths, Serious, Other G Acceptable 
G Requires Revision 

Information on Patient Exposure, Duration of Study, Location of Study, 
NHP Dosage 

G Acceptable 
G Requires Revision 

Dosage Formulation G Acceptable 
G Requires Revision 

 


