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	Protocol #:      

	
	IRB Use Only

	
	
	

	Form Directions:  Form is protected (user has limited access to the fill-in fields).  Use the tab key or mouse to navigate the fill-in fields.  Formatting is limited in the text fields (no bulleted lists, numbering, etc). In the event that the user is unable to navigate through the protected document or would like to format a document, the user can disable the “protected” feature (select “Tools” and “Unprotect Document”).


Miami Veterans Affairs Health Care System
Unanticipated Problem Reporting Form

Instructions: Please submit this form to the Miami Veterans Affairs Health Care System (MVAHCS) IRB Office (Room 2B-100). Please contact the MVAHCS IRB office if you have any questions at (305) 575-7000 ext. 4462.

Reportable Event:  Any event, problem, or new information that may represent an unanticipated problem involving risks to participants or others and requires prompt reporting.  Examples of Reportable Events are listed in item 7 below (local definition).
Investigators must report any reportable events to the IRB within five (5) business days of receiving notice of the event, if the event requires immediate intervention to prevent serious harm to participants or others. 

Investigators must report any reportable events to the IRB as soon as possible but no later than five (5) business days from the date of the event or from the date the investigator is notified of the event.

Section 1 – General Information

1.  Date:       
2.  Title of Project:      
3.  Principal Investigator (PI) (name, degrees):      
Service/Department:      
Office Number:      


E-mail:      
Pager Number/Cell Phone Number:      
4.  Research Coordinator (name, degrees):       FORMTEXT 

Telephone Number:      


E-mail:      
Section 2 – Type of Problem, Event, or New Information

Adverse Event (AE):  An AE is defined as any untoward occurrence (physical, psychological, social or economic) in a human subject participating in research. An AE can be any unfavorable or unintended event including abnormal laboratory finding, symptom or disease associated with the research or the use of a medical investigational test article.  Some adverse events are expected and can be anticipated.

Unexpected AE. An unexpected adverse event is any adverse event and/or reaction, the specificity or severity of which is not consistent with the informed consent, current investigator brochure or product labeling. Further, it is not consistent with the risk information described in the general investigational plan or proposal. 

Related to the Research:  If in the opinion of the principal investigator, it was more likely than not to be caused by the research procedures or if it is more likely than not that the event affects the rights and welfare of current participants.

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. An AE is also considered serious when medical, surgical, behavioral, social, or other intervention is needed to prevent such an outcome. 

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

Protocol Violation/Deviation:  An accidental or unintentional change to the IRB approved protocol
Protocol Exception:   Protocol exceptions are defined as circumstances in which the specific procedures called for in a protocol are not in the best interests of a specific patient/subject (example: patient/subject is allergic to one of the medications provided as supportive care).  Usually it is a violation that is anticipated and happens with prior agreement from the sponsor.
Unanticipated Adverse Device Effect:  Any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects (21 CFR 812.150(a)).
5.  Please check all that apply:

 FORMCHECKBOX 

Initial Report

 FORMCHECKBOX 

Follow-up Report

6.  Type of Problem, Event, or New Information (check all that apply).

 FORMCHECKBOX 
  Adverse event which in the opinion of the principal investigator is both unexpected AND related.   DO NOT REPORT ADVERSE EVENTS THAT ARE EXPECTED AND NOT RELATED 

 FORMCHECKBOX 
  Information that indicates a change to the risks or potential benefits of the research. For example: An interim analysis or safety monitoring report indicates that the frequency or magnitude of harms or benefits may be different than initially presented to the IRB or a paper is published that shows that the risks or potential benefits of your research may be different than initially presented to the IRB.

 FORMCHECKBOX 
  A breach of a participant’s confidentiality or privacy that involves potential risk to that participant or others.


 FORMCHECKBOX 
  Change in FDA labeling or withdrawal from marketing of a drug, device, or biologic used in a research protocol.
 FORMCHECKBOX 
  Change to the protocol made without prior IRB review to eliminate an apparent immediate hazard to a research participant.
 FORMCHECKBOX 
  Incarceration of a participant in a protocol not approved to enroll prisoners.

 FORMCHECKBOX 
  Sponsor imposed suspension for risk.
 FORMCHECKBOX 
  Complaint of a participant when the complaint indicates unexpected risks or cannot be resolved by the research team.
 FORMCHECKBOX 
  Protocol violation/deviation that placed one or more participants at increased risk or harm, or has the potential to occur again.

 FORMCHECKBOX 
  Protocol exception  
 FORMCHECKBOX 
  In FDA clinical trials, adverse events that are serious, unexpected, and reasonably related to the study treatment or intervention and that are expected to result in a change to the protocol or consent documents and/or dissemination of new information to subjects.
 FORMCHECKBOX 
  Unanticipated adverse device effect 
 FORMCHECKBOX 
  Event that requires prompt reporting to the sponsor.

 FORMCHECKBOX 
  Unauthorized use, loss, or disclosure of individually identifiable patient information.

 FORMCHECKBOX 
  Violations of information security requirements.
 FORMCHECKBOX 
  Any other event that indicates participant or others might be at risk of serious, unanticipated harms that are reasonably related to the research.

Section 3 – Description of Event, Problem, or New Information

7.  Date of event, problem, or new information:      
8.  Date of event, problem, or new information was identified and/or discovered:      
9. Please provide a brief summary of the event, problem, or new information.   Attach additional pages or supplementary information as necessary (DO NOT SUBMIT DOCUMENTS THAT CONTAIN IDENTIFIABLE PATIENT/SUBJECT INFORMATION):
     
10.  Indicate whether subjects or others were placed at risk as a result of the event or suffered any physical, social, psychological, or economic harm.  If so, describe the plan to address these consequences.

     
11.  Provide a summary of any corrective action, planned or already taken, to ensure that the possible unanticipated problem is corrected and will not occur again.

     
12.  Is the event resolved?


 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

13.  Provide the following information if the event, problem, or new information involves a patient, subject, or other individual: 


 FORMCHECKBOX 
  Event, problem, or new information did not involve a patient, subject, or other individual.  Proceed to item 15.  
ID No.:      
Age:      
Gender:      
Subject’s recovery was:
 FORMCHECKBOX 
 Complete
 FORMCHECKBOX 
 Partial
 FORMCHECKBOX 
 Minimal or none
Subject’s study involvement will be:
 FORMCHECKBOX 
 Continued
 FORMCHECKBOX 
 Discontinued
 FORMCHECKBOX 
 Delayed

Please describe the treatment provided to the subject:

      
Section 4 – Principal Investigator’s (PI) Judgment

14.  As the Local PI, was this information unforeseen?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

15.  As the Local PI, does this information indicate that the research procedures caused harm to participants or others?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

16.  As the Local PI, does this information indicate that the research procedures now place participants or others at increased risk of harm?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

17.  As the Local PI, should the consent document be revised?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

If yes, describe the proposed informed consent changes and attach revised informed consent document (attach one (1) copy with additions identified with bolded text or yellow highlight and deletions identified as strikethrough text and one (1) clean copy):

     
18.  As the Local PI, should the protocol be revised?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

If yes, describe the proposed protocol changes and attach revised research plan (attach one (1) copy with additions identified with bolded text or yellow highlight and deletions identified as strikethrough text and one (1) clean copy): 

     
19.  As the Local PI, should currently enrolled participants be notified? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

If yes, submit a notification with this form for IRB review.

20.  As the Local PI, should subjects that completed study participation be notified?   

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 

If yes, submit a notification with this form for IRB review.

Section 5 – Reporting of Event, Problem, or New Information

21. The event, problem, or new information has been reported to the following (check all that apply):

 FORMCHECKBOX 
  Event, problem, or new information has not been reported to the sponsor, federal agency, or other entity.

 FORMCHECKBOX 
  Study Sponsor

 FORMCHECKBOX 
  Food and Drug Administration (FDA)

 FORMCHECKBOX 
  Federal Agency supporting the research

 FORMCHECKBOX 
  MVAHCS Privacy Officer (for unauthorized use, loss, or disclosure of individually identifiable patient information)
 FORMCHECKBOX 
  MVAHCS Information Security Officer (for violations of information security requirements)
 FORMCHECKBOX 
  Office of Biotechnology Activities (OBA) (for projects that involve recombinant DNA or gene transfer)
 FORMCHECKBOX 
  Other (describe):      
Section 6 – Principal Investigator Statement of Assurance

I have personally reviewed this report and agree with the above assessment.  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 7 – Attachments

Please attach the following:

 FORMCHECKBOX 
 Latest version of the approved informed consent document 

 FORMCHECKBOX 
 Latest version of the approved Research Protocol
 FORMCHECKBOX 
 Relevant documents

	Protocol #:      
	

	FOR IRB USE ONLY
Unanticipated problems involving risks to participants or others refer to any problem, event, or new information that:

1. Is unexpected (in terms of nature severity, or frequency) given 
a. the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent documents; and 
b. the characteristics of the subject population being studied; and 
2. Indicates that subjects or others are at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.
Review Criteria for the IRB Chairperson (or designee):

1. Determine whether the event is unforeseen

2. Determine whether the event indicates that subjects or others are at increased risk of harm

IRB Chairperson (or designee) determines that the event is unforeseen and indicates that subjects are at increased risk of harm (both 1&2 above), the event is considered an unanticipated problem involving risks to subjects or others.  

Otherwise, the problem is considered NOT to represent an unanticipated problem involving risks to subjects or others.

As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  

 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (305) 575-7000 ext. 4462.
After the review of this event, I find (select all that apply): 

 FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Is this an unanticipated event? (if copy is needed, contact IRB Office)
 FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Does this event constitute as a local report?
 FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Does this event meet the definition of “Serious”?
 FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Is this event related to research procedures? 

       FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Does this event require Full Committee Review?
       FORMCHECKBOX 
 yes    FORMCHECKBOX 
 no   Is Further Action Needed? (Event will be reported as a Notification to IRB)
Definition:
1. An SAE is an untoward physical or psychological occurrence in human subject participating in research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect, or that requires medical, surgical, behavioral, social, or other intervention to prevent such an outcome [VHA HB 1058.01] 

	Signature of IRB Chair or Designee

Name:      
	
	Date
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