McLeod Health

Institutional Review Board


Humanitarian Use Device (HUD) Per Use/Patient
Complete this form in its entirety. Do not add or delete any fields or form will be returned for correction.
Information must be typed.
	IRB USE ONLY:
Full Board Review Date:              
Expedited Review Date:              


Date of Submission:      

 FORMTEXT 
     
Title of Device or Drug:      
Manufacturer:       
Date of Release/Last Service:       
Date Scheduled for Surgery/Implant (local site):      
Medical Record #:      
Principal Physician:       


Research Nurse:      
Co-Principal Physician:      
Address:      
Email address:      


Telephone:      
Name and address of all facilities where implant of device will be conducted:      
     
 FORMCHECKBOX 
  Regular usage 
 FORMCHECKBOX 
  Off-label usage (select one):   FORMCHECKBOX 
 Emergency or    FORMCHECKBOX 
 Compassionate
 FORMCHECKBOX 
  Other:                                     FORMCHECKBOX 
 Scientifically supported usage? (please explain):       
 FORMCHECKBOX 
  Other IRB approval
 FORMCHECKBOX 
  Informed consent from patient:   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Purpose of intended usage(s):   FORMCHECKBOX 
 Device    FORMCHECKBOX 
 Drug    FORMCHECKBOX 
 Procedure    FORMCHECKBOX 
 Other:                               
Length of use:       
Expected results of usage:      


How will the patient be monitored?      

Is there a conflict of interest?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Physician Comments:     ___________________________________________________ 
      __________________________________________________________________  
Principal Physician (printed):     ________     _________    


Principal Physician Signature:    ________     _________    
Date:                 
Co-Principal Physician (printed):    __________________   



Co-Principal Physician Signature:                                  _    
Date:    _______  
Please send 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
**PLEASE BE SURE TO SEND ALL DOCUMENTS TO IRB COORDINATOR ELECTRONICALLY.
FOR IRB REVIEWER USE ONLY:
Comments:        __________________________________________________________ 
       __________________________________________________________________  
Primary Reviewer (printed):     _________    ___  ____   _  


Primary Reviewer Signature:   ____________     _____      
Date:                 
FOR IRB OFFICE USE ONLY:
 FORMCHECKBOX 
 Approved    FORMCHECKBOX 
 Deferred    FORMCHECKBOX 
 Conditional approval    FORMCHECKBOX 
 Disapproved





 FORMCHECKBOX 
 Other                                               
IRB Approval Date:          
Current HUD Expiration Date:          
Letter Sent Date:          
1/09, 6/13, 4/17, 9/21
HUD Form Per Use/Patient
1
September 2021

