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BRI IRB Adverse Event Reporting Form


	BRI IRB ADVERSE EVENT (AE) REPORTING FORM

	Use for both “on-site” (BRI/VMMC subjects) and “off-site” (non-BRI/VMMC subjects) safety reporting (e.g. IND safety reports, MedWatch etc.). All three criteria below must be “YES”.  Submit two (2) sets to the IRB Office at MS: IN-RC (address in footer).  No staples.  An IRB approved copy will be returned to you. Password to unlock form is “benaroya”. Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]


Answer the following questions:
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	1.    Is this adverse event unexpected (in terms of nature, severity, or frequency) given (a) the research procedures described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document, or the Investigator Brochure; and (b) the characteristics of the subject population being studied?

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	2.    Is this adverse event related or possibly related to participation in the research (possibly related means there is a reasonable possibility the incident, experience, or outcome may have been caused by the drugs, devices or procedures involved in the research)?

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	3.    Does this adverse event suggest the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized? 


(Note: “off-site” reports will not be accepted unless; (a) the event described is both serious and unexpected,(b) the report identifies all previous safety reports concerning similar adverse experiences,(c) the report analyzes the significance of the current adverse experience in light of the previous reports, and (d) the report outlines a corrective action plan. 21_CFR_312.32)
· If you answered “NO” to any of the above questions STOP.  You do not need to submit this event/report to the IRB unless all three above criteria are met.
	IRB Number:       
	VM/BRI funding #(s):       
	Date:       

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE):       


	Principal Investigator (PI):       
	Study Coordinator:       

	Dept & Mailstop:       
	Dept & Mailstop:       

	Phone:       
	Phone:       

	Email:        
	E-mail:        

	Address (if not VM/BRI):        
	Address (if not VM/BRI):       


	IRB Regulatory Contact (optional)
(if designating someone other than the study coordinator) 
	Phone: 
	Email:

	     
	     
	     

	Dept. & Mailstop:      
	Address (if not VM/BRI):      


	1. Choose: 
 FORMCHECKBOX 
Initial Report      FORMCHECKBOX 
Follow-up #:             FORMCHECKBOX 
Follow-up Complete     


 FORMCHECKBOX 
Drug     FORMCHECKBOX 
Device     FORMCHECKBOX 
N/A   [Name of Test Article(s):      ]

	2. Describe in detail the Adverse Event you are reporting (e.g. Confusion, Vomiting, Hyponatremia, etc.):      

	3. SUBJECT INFORMATION:  
	Participant Study Identifier:       
                Date of Report:       
Event Start Date:       


Event End Date:       
Date of Death (if applicable):       

	4. Why do you consider this event(s) “unexpected”?       

	5. Relationship to research:   FORMCHECKBOX 
 Definite     FORMCHECKBOX 
 Probable     FORMCHECKBOX 
 Possible (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the drugs, devices or procedures involved in the research)

	6. Why do you consider the event related or possibly related to participation in the research?       

	7. What changes do you propose to the consent form and/or the protocol in order to protect the rights, welfare and safety of the research subjects?  If none are proposed, provide the rationale for why changes are not needed?       

	8. Where did the unanticipated Adverse Event occur? (If “off-site”, skip to question #16)

If “ON SITE” (e.g. occurred to VM/BRI subject) where did the AE occur? (e.g. VM, BRI, at home etc.):      
	 FORMCHECKBOX 
 On-site 
 FORMCHECKBOX 
 Off-site (e.g. did not occur to VM/BRI subject)

	9. Choose an AE Category:
 FORMCHECKBOX 
Death      FORMCHECKBOX 
Life-Threatening      FORMCHECKBOX 
Disability     FORMCHECKBOX 
Hospitalization     FORMCHECKBOX 
Congenital Anomaly      

 FORMCHECKBOX 
Required intervention to prevent damage/impairment     FORMCHECKBOX 
Medically Important Event     FORMCHECKBOX 
 Other: explain      

	10. SUBJECT INFORMATION:  
	Gender:    FORMCHECKBOX 
Male         FORMCHECKBOX 
Female


Age:       

	11. Date the PI/Study Staff became aware of this event:       

	12. Description of Event (more detail):       

	13. Has this event been reported to all appropriate agencies as defined in the protocol, grant, contract, or Clinical Trial Agreement? Check all that apply:


Sponsor:



 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No     FORMCHECKBOX 
N/A    Date Notified:       

FDA (If BRI/VM PI holds IND/IDE) :
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No     FORMCHECKBOX 
N/A    Date Notified:       

Coordinating Center:

 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No     FORMCHECKBOX 
N/A    Date Notified:       

Other:       


 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No     FORMCHECKBOX 
N/A    Date Notified:       


	14. Has this type of event been reported previously to the BRI IRB?

If “yes”, explain:       
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	15. Do you consider the frequency higher than expected?

If “yes”, explain:       
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


ADDITIONAL AE QUESTIONS:
	16. Is this Study closed to new accrual at VM (and its affiliated sites)?
(a) If “YES”, is at least one (1) participant at VM (and/or its affiliated sites) still receiving study treatment/intervention?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	17. Is your intention to modify the consent and/or protocol based on this event?  If “yes”, attach a “Study Modification Form” AND the proposed revised Protocol and/or Consent Form, with all changes underlined on one set.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


IRB Submission Requirements:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	Do you want to receive a Confirmation of Receipt email notification for this submission?

	 FORMCHECKBOX 
 Yes 
	2 copies of all documents typed/word-processed (plus one tracked copy of any revised documents).

	 FORMCHECKBOX 
 Yes 
	Documents single-sided, secured by binder clips or paper clips (no staples).

	 FORMCHECKBOX 
 Yes 
	The VM Principal Investigator has signed the application.

	Person completing this application:  
	 FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Study Coordinator    FORMCHECKBOX 
 IRB Regulatory Contact     FORMCHECKBOX 
 Other: Cite below.

	  Printed Name:                                                                                             
	Role in Study:                                                                   
	Phone#:      


Signature of lnvestigator:  

  Date:  


FINAL INSTITUTIONAL REVIEW BOARD SIGN-OFF (IRB use only)

Minimum Informed Consent Recommendations: ( N/A 
( Re-consent not required      ( Consent all new subjects with modified consent form(s)
( Re-consent active participants receiving test article    



  
( Re-consent all subjects including those who have completed the study  ( Other:  









  




  




Name and Title




Signature



  

Date of Signature



Approval Date:   ____________________________       Review Date:   ____________
        Date reported on IRB minutes:  ______________


Type of Review:  ( Full         ( Expedited
( Cooperative










VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
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