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	IRB #:      

	
	IRB Use Only

	
	
	


Louis Stokes Cleveland DVA Medical Center

Reporting Adverse Events & Unanticipated Problems IRB Form 6

Instructions: Please submit this form to the CVAMC IRB Office. Please contact the CVAMC IRB office if you have any questions at (216) 791-3800 ext. 4658.
What to Report to the CVAMC IRB: CVAMC IRB must be notified of:


(i) 
any injuries or unanticipated problems involving risks to subjects or others; 


(ii) 
any serious adverse events experienced by subjects; 


(iii) 
any adverse events reported to the study sponsor; 


(iv) 
any Sponsor or Cooperative Group safety reports (or other information concerning adverse events) issued by sponsors or cooperative groups; and 


(v) 
any reports from Data Monitoring Committees or Data Safety Monitoring Boards.

Unanticipated Defined: An “unanticipated” problem is defined as one whose risks are not fully described in the current IRB-approved protocol and informed consent document for the research.

Serious Adverse Event Defined: A “serious adverse event” is defined as any adverse experience occurring that results in any of the following outcomes: death, a life-threatening experience, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect [see also, 21 CFR 312.32(a) and 21 CFR 812.3(s)].

Reporting Timeline: This form should be submitted as soon as possible and NO LATER THAN 5 WORKING DAYS after investigators first learn of the event or problem.
Please refer to the Investigator Handbook for additional information.  
Section 1 – General Information
1. Date:       
2. Title of Project:      
3. Principal Investigator (name):      
Signature:  

Date:       

4. Responsible Investigator (name):      
5. Research Coordinator (name):      
Section 2 – Type of Problem or Event
Serious Adverse Event (SAE):  A SAE is one that results in death, a life-threatening experience, inpatient hospitalization or prolongation of hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.

Unanticipated Problem: An Unanticipated Problem results in risk to subjects or others that is not discussed in the protocol and informed consent document.

6. Please check all that apply:

 FORMCHECKBOX 

Initial Report

 FORMCHECKBOX 

Follow-up Report

 FORMCHECKBOX 

Serious Adverse Event involving a subject enrolled in a CVAMC approved study

 FORMCHECKBOX 

Unanticipated Problem involving a subject enrolled in a CVAMC approved study

 FORMCHECKBOX 

Event at Another Site (i.e. event report from Multi-Center Trials, Safety Report, etc.)

Section 3 – Description of Event or Problem
7. Date of event or problem:      
8. Date identified (on-site event) or report received (off-site event):      
9. Please provide a brief summary of the event or problem and attach all relevant documentation (e.g., notification to or from sponsor, safety reports, MedWatch forms): 

     
10. For events/problems involving a subject enrolled in a CVAMC approved study, please describe the outcome for the subject:

Subject ID No.:      
Subject Age:      
Subject Gender:      
Please describe the treatment provided to the subject:      
Subject’s recovery was:
 FORMCHECKBOX 
 Complete
 FORMCHECKBOX 
 Partial
 FORMCHECKBOX 
 Minimal or none
Subject’s study involvement will be:
 FORMCHECKBOX 
 Continued
 FORMCHECKBOX 
 Discontinued
 FORMCHECKBOX 
 Delayed

11. As the CVAMC investigator, how severe do you think the event or problem was?

 FORMCHECKBOX 
 Mild
 FORMCHECKBOX 
 Moderate 
 FORMCHECKBOX 
 Serious, not fatal
 FORMCHECKBOX 
 Serious, fatal 
12. As the CVAMC investigator, what effect do you think the research intervention had on the event or problem:

 FORMCHECKBOX 
 Causative: Highly probable that research intervention caused event/problem.
 FORMCHECKBOX 
 Probable: More likely than not that research intervention caused event/problem.
 FORMCHECKBOX 
 Inconclusive: The research intervention may have caused event/problem, but other equally plausible causes exist.
 FORMCHECKBOX 
 Unlikely: Low probability that research intervention caused the event/problem.
 FORMCHECKBOX 
 Negative: Another cause for the event/problem has been identified as highly probable.
13. As the CVAMC investigator, what changes do you think are necessitated by the event/problem? (check all that apply)
 FORMCHECKBOX 
 Change in protocol.  (Please attach revised protocol.)
 FORMCHECKBOX 
 Change in consent document.  (Please attach revised consent document.)
 FORMCHECKBOX 
 Provide information about the event/problem to currently enrolled subjects.
 FORMCHECKBOX 
 Provide information about the event to subjects who have completed their participation in the research.
 FORMCHECKBOX 
 No changes needed.
Section 4 – Reporting of Event or Problem
14. Check as applicable:

 FORMCHECKBOX 
 Event/Problem involving a subject enrolled in a CVAMC approved study – complete questions 15 - 20

 FORMCHECKBOX 
 Event at Another Site (i.e. event report from Multi-Center Trials, Safety Report, etc.) – proceed to Section 5

15. If this project involves Recombinant DNA and/or gene transfer, has this event/problem been reported to Office of Biotechnology Activities (OBA)?

 FORMCHECKBOX 
 Yes (attach a copy of the completed interactive form at www4.od.nih.gov/oba/rac/documents1.htm) 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not Applicable

16. Has this event/problem been reported to the study Sponsor?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable
17. Has this event/problem been reported to the FDA?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable
18. Has this event/problem been reported to the VHA Office of Research Oversight (ORO)?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable

19. Has this event/problem been reported to the DHHS Office for Human Research Protections (OHRP)?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable
20. Has this event/problem been reported to the Federal Agency supporting the research?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable

Section 5 – Principal Investigator Statement of Assurance
I understand that I cannot initiate any changes in my approved protocol before I have received approval and complied with all contingencies. 



     
Signature of Principal Investigator




Date

Section 6 – Attachments
21. Please attach the following:

 FORMCHECKBOX 
 Latest version of the approved informed consent document

 FORMCHECKBOX 
 Relevant documents

	IRB #:      
	


Title of Project:      
	FOR IRB USE ONLY
Triage:

 FORMCHECKBOX 
  No Action Required as Determined by Expedited Review (check as applicable):
 FORMCHECKBOX 
  Unrelated

 FORMCHECKBOX 
  Anticipated and included in the approved consent document

 FORMCHECKBOX 
  Not interpretable

 FORMCHECKBOX 
  Other (describe):

 FORMCHECKBOX 
  Forward to Convened (Full) IRB for Review (e.g., judged to be serious, related, and unanticipated; or otherwise warranting convened review)

	Signature of IRB Chair or Designee

Name:      
	
	Date

	Convened (Full) IRB Review, if applicable:

 FORMCHECKBOX 
  No Action Needed

 FORMCHECKBOX 
  Action Required (list below or attach required actions)
Comments:       


	Signature of IRB Chair or Designee

Name:      
	
	Date








CVAMC

Reporting AEs & Unanticipated Problems (IRB Form 6)

2/24/04

Page 1 of 1
1

