McLeod Health

Institutional Review Board


Protocol Status Report
Complete this form in its entirety. Do not add or delete any fields or the form will be returned for correction.
Principal investigators should complete this form annually and file it with the IRB as an update on their minimal-risk study (must not be subject to FDA regulation). Information must be typed.
Date of Status Report:      
Study Title:                                                       

 FORMTEXT 
                             Protocol #:      
Most Recent IRB Review/Approval Date:      
 FORMCHECKBOX 
 Check this box if you have any new conflicts of interest (financial or otherwise) in this study.
If so, please describe:                                                                             
Principal Investigator:       


Research Coordinator:      
Co-Principal Investigator:      
Address:      
Email: 
     




Telephone:      
       
Please check the appropriate boxes below to indicate the status of the study protocol and consent form.

Study Protocol:

 FORMCHECKBOX 
 No changes have been made, nor are any changes needed.

 FORMCHECKBOX 
 I have attached materials with proposed changes for IRB review.

Consent Form:

 FORMCHECKBOX 
 No changes have been made, nor are any changes needed.

 FORMCHECKBOX 
 I have attached materials with proposed changes for IRB review.

Study Enrollment Status:

 FORMCHECKBOX 
 Open to subject accrual   FORMCHECKBOX 
 Closed to subject accrual

Total number of subjects currently enrolled in the study:        
Have any subjects withdrawn from the study since last IRB review/report?  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 

   If yes, please explain:                                                                                      
Did the subjects have any complaints?             FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

   If yes, please describe:                                                                                           
Have any new risks (i.e., physical, emotional, financial) been identified for subjects in this study? FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
Has the sponsor issued any critical communications (e.g., site visit results) in the last year?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, a copy of the report(s) must be sent to the IRB.
Were there any serious adverse events or major protocol deviations in the last year?

 FORMCHECKBOX 
 Yes*          FORMCHECKBOX 
 No

*If you have not reported these to the IRB, please submit all appropriate forms at this time.
Please list any additional comments or information about this study that should be considered by the IRB:
                                                                                     

 FORMTEXT 
                                                                             
                                                                                     

 FORMTEXT 
                                                                             
                                                                                     

 FORMTEXT 
                                                                             
ALL FORMS MUST BE SIGNED BY THE PI.
Principal Investigator (printed):                                                          



Principal Investigator Signature                                                        

Date:                      
Co-Principal Investigator (printed):                                                     
Co-Principal Investigator Signature                                                        
Date:                      
Please send (preferably email) this original form along with any relevant supporting documentation to:

Toshia Jones, IRB Coordinator

McLeod Health - Research Department

(843) 777-2013

toshia.jones@mcleodhealth.org
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