IRB Checklist – TBE Program

When you turn in a packet to the IRB for Human Subjects Approval, include the following (forms can be downloaded from http://www.csudh.edu/RF/Forms.htm):

(  Cover Sheet (get form from IRB site)
Must be signed by the student (co-investigator) and faculty advisor (principal investigator). You may use pen to fill in the blanks, since it is a non-writable PDF form.

(  Proposal (see details on IRB site and sample from TBE Thesis site)
1. The proposal will be a written narrative, providing the IRB with information about your study. It must contain all the following sections (include headings as shown);

2. Study Abstract
2.  Statement of Purpose and Background
3.  Subjects
a) Characteristics of the subjects: 

b) Selection Criteria: 

c) Special or vulnerable populations.

d) Recruitment source: 

e) Recruitment Methods:.

f) Informed Consent Process: 

g) Study Location: 

h) Potential Problems: 

4.  Research Design and Methods

a) Research Design  

b) Devices, Tests, Questionnaires, and Interview Guides: 

c) Deception or Incomplete Disclosure: 

5.  Potential Benefits
6.  Risks
a) Identify Risks:

b) Management of Risks: 
c) Confidentiality: 

d) Data Monitoring: 

e) Assessment of Risk
7.  Costs
8.  Compensation and Incentives

9.  Investigator Experience

(  Letter from Principal/Facility Supervisor

Include a letter (on letterhead) showing that your site supervisor knows about your research and gives his/her permission.

(  Tests/Questionnaires/Observation Checklists

Include paper copies of anything you will be using to gather data from human subjects.

(  Information Letters/Consent Forms (see details on IRB site)
Include copies of any letters to parents or subjects that you will be using. 
(  Certificate of Human Subjects Protection Training

You can take the training online 
 HYPERLINK "http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp" 

http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp
 (see study sheet at 
 HYPERLINK "http://www.csudh.edu/fisher/HUMANSUBJWorksheet.doc" 

http://www.csudh.edu/fisher/HUMANSUBJWorksheet.doc
 

(  “Screen shots” of your Director project (ONLY IF YOU ARE FIELDTESTING IT)
