[image: image1.jpg]Boston Children’s
Hospltal





CHeRP IRB Additional Protocol Information:

     In addition to the CHeRP SmartForms, all protocols must include the following sections. If a section is not applicable for the current protocol please indicate why this is the case. Please note that a complete protocol* consists of the CHeRP forms and the information provided in this form.
TITLE:  
A. Specific Aims/Objectives 

B. Background and Significance 

C. Preliminary Studies 

D. Design and Methods 

(1)
Study Design

(2)
Patient Selection and Inclusion/Exclusion Criteria 

(3)
Description of Study Treatments or Exposures/Predictors 

(4)
Definition of Primary and Secondary Outcomes/Endpoints 

(5)
Data Collection Methods, Assessments, Interventions and Schedule (what assessments performed, how often) 

(6)
Study Timeline (as applicable)

E. Adverse Event Criteria and Reporting Procedures 

F. Data Management Methods 

G. Quality Control Method 

H. Data Analysis Plan 

I. Statistical Power and Sample Considerations 

J. Study Organization 

K. References

* If you are an investigator submitting an IND or IDE, this document alone does not constitute and complete protocol. You must submit your full IND/IDE application as an attachment for this section.
