Revised - 6/22/2020

[image: image3.png]PRAIRIE VIEW A&M UNIVERSITY

AMember of the Texas A&M University System




[image: image2]
[image: image1.jpg]


Prairie View A&M University
Unanticipated Event/Adverse Event Report

Complete this form and submit the original to the Office of Research Compliance, Wilhelmina Delco, Room #120, who will notify the IRB Chair and the Vice President for Research and Innovation.  You may contact the Director of Research Compliance, researchcompliance@pvamu.edu , (936) 261-1588 with any questions regarding this form. Note: Unanticipated Events/Adverse Events include things such as subject complaints, harm (physiological or psychological), theft of data, breaking of confidentiality, etc. 

Part I – Summary

IRB#:      
Project Information:
Project Title:       
Investigator Information

Investigator Name:  
 FORMCHECKBOX 
 Faculty      FORMCHECKBOX 
 Staff      FORMCHECKBOX 
 Graduate Student*      FORMCHECKBOX 
 Undergraduate Student* 

Department       FORMTEXT 

     
    College    Office Location      
Mailing Address (if not PVAMU)      
Phone        Fax          Email       
Co-Investigator Name:  
 FORMCHECKBOX 
 Faculty      FORMCHECKBOX 
 Staff      FORMCHECKBOX 
 Graduate Student*      FORMCHECKBOX 
 Undergraduate Student* 

Department       FORMTEXT 

     
    College    Office Location      
Mailing Address (if not PVAMU)      
Phone        Fax          Email       
If more than one co-investigator, please list additional investigators.

Additional Investigators: 
Graduate Committee Chair/Faculty Advisor Name (if student):       
Department         College           Office Location      
Mailing Address (if not PVAMU)      
Phone        Fax           Email       
Funding Status:
 FORMCHECKBOX 
 Externally Funded 
 FORMCHECKBOX 
 Not Funded     

Funding Agency:
     
Does the study involve children?
 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No
Children are defined as anyone under the age of 18 years.
Part II – Unanticipated Event/Adverse Event Information

1. Is this a follow up report?

 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No
2. Date of the event:      
3. Location of the event:      
4. Describe the Unanticipated Event/Adverse Event: (Use a separate sheet if necessary)

     
5. Provide a summary of all circumstances related to this event. Include who was present during the event. Include a copy/description of all hospitalization and/or medical treatment and/or follow up counseling. Include all notifications/correspondence concerning the event, and correspondence with the sponsor concerning the event. Include a statement regarding this unanticipated event/adverse event in relation to the study at Prairie View A&M University. (Make sure all documents are included in the pagination as indicated below.)
     
6. Describe any changes to the protocol or other corrective actions that have been taken or are proposed in response to the unanticipated problem (if appropriate). 
     
Principal Investigator (please use blue ink)
Signature: ____________________ Date: ______________Typed Name:      
Faculty/Research Advisor
Signature: ____________________ Date: ______________Typed Name:      
The information provided will be reviewed by the Prairie View A&M University Institutional Review Board for compliance with federal regulations and the university's Federal Wide Assurance document approved by Office of Human Research Protections.
IRB USE ONLY





Last Name ____________


IRB #: ______________


Received: ___________








Page __________ of __________

ALL attachments must be included in pagination

PVAMU IRB – Unanticipated Event Form – E-mail researchcompliance@pvamu.edu or call (936) 261-1553 with any questions about this form.

