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Application for Human Subjects’ Research

Part B: Experimental Design

You may either use this outline to develop your protocol application, or insert a protocol/experimental design from another source, as long as the pertinent topics are addressed. The following is an outline of the points which should be covered when submitting a research protocol. Part B should be written to reflect the research that is being conducted at or through Centerstone. 

A. Specific aims/objectives

B. Background and significance

C. Preliminary studies/progress report

D. Design and methods

1.  Study design

2.  Patient selection and inclusion/exclusion criteria

3.  Recruitment methods

4.  Description of study treatments or exposures

5.  Definition of primary and secondary outcomes/endpoints

6.  Data collection methods, assessments and schedule (e.g., what assessments  performed, how often)

7.  Study timeline (if applicable)

8.  Adverse event criteria and reporting procedures

E. Data management and statistical analysis
1.  Data management methods
2.  Quality control methods

3.  Data analysis plan

4.  Statistical power and sample considerations

5.  Study organization

6.  Data safety monitoring plan

F. Risks and discomforts

1.  Description of risks and discomforts

2.  Privacy and confidentiality provisions

G. Potential benefits

H. References
I. Appendix materials (Please check if including with submission.)

        FORMCHECKBOX 
 Investigator brochure

        FORMCHECKBOX 
 Federal grant application

        FORMCHECKBOX 
 Survey, questionnaires, assessments

        FORMCHECKBOX 
 Recruitment letters, postings, flyers

        FORMCHECKBOX 
 Flow charts, graphs

        FORMCHECKBOX 
 Other      
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