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	Mail or deliver all IRB materials and correspondence to

UAB Office of the IRB.
	On-campus: AB 470, ZIP 0104

	
	Off-campus: 701 20th St. S., Birmingham, AL 35294-0104


· You are notifying the UAB IRB of a "reportable" problem, which meets at least one of the following criteria—Use the checkboxes to indicate one or more applicable categories: 

 FORMCHECKBOX 
 Adverse event (any harm experienced by a subject regardless of whether the event was internal (on-site) or external (off-site) and regardless of whether the event meets the FDA definition of “serious adverse event”), which in the opinion of the principal investigator is both unexpected and related. 

○ An adverse event is “unexpected” when (a) its severity or frequency is not accurately reflected in the protocol-related documents, such as the IRB-approved research protocol, informed consent documents, and investigator’s brochure; and (b) its nature is not characteristic of the subject population being studied. 

○ An adverse event is “related to the research procedures” if, in the opinion of the principal investigator, it is possibly related to the research procedures or if it is more likely than not that the event affects the rights and welfare of current subjects. 

 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 frequency or magnitude of harms or benefits might be different from those initially presented to the IRB. 

○ A paper is published from another study that shows that the risks or potential benefits of your research might be different from those initially presented to the IRB. 

 FORMCHECKBOX 
 A breach of confidentiality. 

 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 taken without prior IRB review to eliminate an apparent immediate hazard to a research participant. 

 FORMCHECKBOX 
 Incarceration of a subject in a protocol not approved to enroll prisoners. 

 FORMCHECKBOX 
 Event that requires prompt reporting to the sponsor. 

 FORMCHECKBOX 
 Sponsor imposed suspension for risk. 

 FORMCHECKBOX 
 Complaint of a subject when the complaint indicates unexpected risks or cannot be resolved by the research team. 

 FORMCHECKBOX 
 Protocol violation (meaning an accidental or unintentional change to the IRB approved protocol) that harmed subjects or others or that indicates subjects or others might be at increased risk of harm. 

 FORMCHECKBOX 
 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.) 

· "Prompt reporting" means within 10 working days of learning of the event.

· Do not use this form for research-related problems that do not meet the above criteria. Instead, summarize all such events on the Problem Summary Sheet, which must be submitted with the Investigator's Progress Report for all applications for continuing or final review.

Protocol Information

1. Today's Date:      

2. UAB IRB Protocol Identification

a. Number:     
b. Title:     
c. Principal Investigator:     
d. Sponsor:     
3. Person to Contact Regarding This Report

a. Name:     
b. Title/Role:     
c. Telephone:     
d. Fax:     
e. E-mail:     
4. Purpose of Research:     
5. Location of Research:  FORMCHECKBOX 
UAB Only  FORMCHECKBOX 
Multiple Center Study

6. Data Safety Monitoring by:  FORMCHECKBOX 
DSMB/DSM/Medical Monitor  FORMCHECKBOX 
PI 

7. FDA Status:

 FORMCHECKBOX 
UAB PI or UAB holds IND/IDE  FORMCHECKBOX 
Sponsor holds IND/IDE 

 FORMCHECKBOX 
Approved Drug/Device

 FORMCHECKBOX 
Not Applicable 

8. Protocol Status: 
 FORMCHECKBOX 
Open to Enrollment 
-OR-  FORMCHECKBOX 
Closed to Enrollment
 

If Closed to Enrollment, choose one of the following: 

 FORMCHECKBOX 
Participants still on therapy/receiving intervention

 FORMCHECKBOX 
Participants off study therapy/interventions, in long-term follow-up only

 FORMCHECKBOX 
Participants off study therapy/interventions, in data analysis only
Problem Information

9. Participant ID:     
10. The participant is:  FORMCHECKBOX 
A UAB Participant  FORMCHECKBOX 
Not a UAB Participant

11. This report on this event is:  FORMCHECKBOX 
Initial  FORMCHECKBOX 
Follow-Up (Number:     )

12. Date of Event:     
13. Date Study Staff Learned of Event:     
14. Location of Event:     
15. Description of Event:     
16. Was the problem described/included in the approved consent form?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

17. Outcome as of today's date:
 FORMCHECKBOX 
Serious but not fatal 

 FORMCHECKBOX 
Death 

 FORMCHECKBOX 
Other—Describe:     
Reporting and Actions

18. This event has been reported (check all that apply): 

 FORMCHECKBOX 
By sponsor, DSMB, or DSM, or Medical Monitor to PI 

 FORMCHECKBOX 
By PI to Sponsor (federal or non-federal) 



 FORMCHECKBOX 
By PI to DSMB/DSM/Medical Monitor

 FORMCHECKBOX 
By PI to FDA (for IND/IDE study)

 FORMCHECKBOX 
By PI to the UAB IRB only 

19. Will the informed consent document be revised as a result of this event?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If no, explain why not (e.g., risk already listed in current informed consent document):     
If yes, include the following, as applicable:

a. A revised informed consent document with all of the revision(s) highlighted

b. A “clean” copy of the revised document for the IRB approval stamp

c. If any participants have already been enrolled, an addendum consent document

d. Any additional information regarding changes to the informed consent process or document:     
Name of Person Reporting Event:     
Signature: 






Signature Date: 




UAB IRB Use Only
Signature of IRB Chair, Vice-Chair, Designated Reviewer



Date

Assessments: 

The information in this report is not expected given the nature of the research procedures and the subject population being studied.  FORMCHECKBOX 
True  FORMCHECKBOX 
False

The information in this report suggests that the research places the subjects or others at greater risk of harm or discomfort related to the research than was previously known or recognized.  FORMCHECKBOX 
True  FORMCHECKBOX 
False

Recommendation:

[image: image3.wmf]The reported problem does not represent an unanticipated problem involving risks to subjects or others. 

(One or both assessments above are False.) No further action is required by IRB. PI to include problem 

in table format for submission at time of continuing review.


[image: image4.wmf]The reported problem represents or may represent an unanticipated problem involving risk to subjects or 

others. (Both assessments above are True.) The problem is to be referred to the convened IRB for 

review and reported to regulatory agencies and institutional officials.
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