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                Institutional Review Board                                revised: 12/2008

University of South Alabama 

Continuing Review Form
For Human Subjects Research

Address:




Campus Mail
Office Contact for Questions:

College of Medicine


CSAB #138

IRB Office(251) 460-6308
IRB Office







Facsimile: (251) 461-1595

307 University Boulevard




         Biomedical : srobbins@usouthal.edu
CSAB #138






         Social Sciences/Behavirohal : srobbins@usouthal.edu
Mobile, Alabama 36688







Date of Submission to IRB:     




FOR IRB USE:


IRB Assigned Protocol Number:       



Date Received by IRB: 

 

 

INSTRUCTIONS FOR COMPLETING THIS FORM:
(   For expedited review (See Guidelines Part VI for explanation of expedited review):

NOTE:  if a study was initially reviewed via full board and NO subjects have enrolled, continuing review may be conducted through the expedited process.  

Submit two copies of this form, two copies of the most recent version of the IRB approved stamped consent, and two copies of the most current protocol and investigator’s brochure (if applicable).

(   For full board review (See Guidelines Part VI for explanation of full board review):

Submit thirty-five copies of this form, thirty-five copies of the most recent version of the IRB approved stamped consent, and four copies of the most current protocol and investigator’s brochure (if applicable).  A clean consent without the IRB stamp must be included.

	Protocol Title:       


	

	Principal Investigator :

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	

	Department:      
	Email Address:      

	


Status of Research Protocol
	 FORMCHECKBOX 
  remains ongoing  (open to enrollment)
 FORMCHECKBOX 
  remains ongoing  (permanently closed to additional enrollment; subjects continue to undergo 
                                       protocol related treatment interactions, and follow-up)
 FORMCHECKBOX 
  remains ongoing   permanently closed to additional enrollment; ALL subjects discontinued from 

                                       protocol related treatment; research remains open only for long-term follow-up 

                                       of subjects) NOTE:  renewal may be expedited

 FORMCHECKBOX 
  remains ongoing   (remaining research activities are limited to data analysis only) NOTE: renewal 

                                       may be expedited

Purpose of Study 

	Briefly describe the purpose of the study (2-3 sentences):

     


	Screening and Enrollment Data

	                      SINCE BEGINNING OF STUDY:                                                SINCE LAST REVIEW:

	TOTAL NUMBER ENROLLED
TOTAL NUMBER ENROLLED SINCE LAST REVIEW
Racial/Ethic Background

Male

Female

Racial/Ethic Background

Male

Female

Enrolled
Number

Screened

Enrolled
Number

Screened

Enrolled
Number

Screened

Enrolled
Number

Screened

Caucasian
Caucasian
African American
African American
Native American
Native American
Asian
Asian
Hispanic
Hispanic
Other
Other
TOTALS
TOTALS


	

	1. Total # if subjects enrolled:       
2. Total # of subjects screened for entry since start of project?      


	Amendments/Revisions

	1. Have there been any amendments since the last IRB approved renewal?

       FORMCHECKBOX 
   YES     FORMCHECKBOX 
  NO

      If YES, provide copies of IRB approved documents for all amendments since last IRB 

       approval.



	Serious Adverse Events

	1.  Have there been any serious adverse events (on-site) reports since the last IRB approved renewal?    FORMCHECKBOX 
    YES     FORMCHECKBOX 
   NO

If YES, summarize events that occurred since last review and provide copy(s) of IRB adverse event review 
Summary of events:        



	Subject Information

	1.  Have there been any withdrawl(s) of subjects from the research?   FORMCHECKBOX 
  YES    FORMCHECKBOX 
 NO

If YES, give reasons the subject(s) withdrew:       
2. Any complaint(s) about the research?   FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

If YES, briefly explain:       



	Protocol Deviations

	1. Have there been any reported protocol deviations/violations since the last IRB approved renewal?   FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

If YES, summarize and provide documentation of deviations/violations provided to the IRB.

Summary of reports:       


	Research Staff

	1.  Have there been any changes in key research personnel since last IRB approved renewal?   FORMCHECKBOX 
  YES    FORMCHECKBOX 
  NO

If  YES, list the individuals role in the research study and date of human subjects/HIPAA training below:

     


	Preliminary Findings

	1. What preliminary findings or evaluations of the study have you received?

           
NOTE:  Attach a summary of any recent literature, reports of multicenter trials (DSMB reports) or other relevant information concerning the risks associated with the research.



	Signature of Principal Investigator

	Signature:       

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
               Date:       

 FORMTEXT 
     

 FORMTEXT 
     



