[image: image1.png]



	What and When to Report on this Form

All problems, protocol and regulatory deviations, protocol and regulatory violations and adverse events occurring on a study overseen by the Southwest Tribal IRB must be reported in accordance with your IRB approved protocol.

Definitions

I. Problems: The Southwest Tribal IRB considers “Problems” to be events likely related to the research that are less than serious, and may be expected or unexpected. Problems are minor disturbances in one or more of the six types of harms, or in privacy, that are not likely to be a permanent or long-term worsening of the participants or community’s status on the harm or privacy. The Southwest Tribal IRB considers harm to include physical, psychological, social, economic, dignitary or privacy.
These problems must be reported to the Southwest Tribal IRB within 15 working days of the event.

II. Protocol and Regulatory Deviations or Violations are any actions or events that are not in accordance with the approved protocol, IRB policies, federal regulations or IRB determinations.

The Southwest Tribal IRB considers “Protocol and Regulatory Deviations or Violations” as actions or events that occur outside of the protocol and/or the approval requirements and that have little or no chance of disturbing harm to participants, the tribe, or the community. 

Protocol and Regulatory Deviations or Violations must be reported to the Southwest Tribal IRB within 15 working days of noting the deviation and/or violation.

III. Protocol and Regulatory Violations are actions or events that occur outside of the protocol and/or the approval requirements but have had or may have the chance of significant harm to human participants, the tribe or the community. 

Protocol and Regulatory Violations must be reported to the Southwest Tribal IRB within five (5) working days of the violation.

IV. Serious Adverse Events are those which occur during the course of a research protocol that causes serious harm, increase the chance of serious harm, or result in a serious loss of privacy of an individual human or community participant or other (such as family members). The Southwest Tribal IRB considers harm to include physical, psychological, social, economic, dignitary or privacy. The IRB considers a “serious” event to be one that produces, or has the chance of producing, a harm that will be long term or permanent, significantly lowering a participant’s physical, psychological, social, economic, dignitary or infringing on their privacy.   
An Adverse Event (AE) is Serious when the event occurs in research and results in:

· Death

· A life-threatening experience

· Hospitalization (for a research participant not already hospitalized)

· Prolongation of Hospitalization (for a research participant already hospitalized)

· Persistent or significant disability or incapacity

· Congenital anomaly

· Birth defect, or 

· Need for medical, surgical, behavioral, social, or other intervention to prevent outcomes such as the above

Expected Serious Adverse Event (ESAE) are serious events that are reasonably expected and are listed in both the protocol and the consent form as a serious risk of participating in the research. 

Expected Serious Adverse Events must be reported as they occur, in order for the IRB to track the severity and number of expected serious events. ESAE are to be reported at the time of each renewal, to include: the total number, brief description of each type of ESAE that occurred since the last renewal and for the total project period. 
Unexpected Serious Adverse Event (USAE) are serious events that were not expected and were not listed in the protocol or consent form as an expected additional serious risk of participating in the research. If the USAE is the death of a human participant, you must contact the Southwest Tribal IRB and all other IRBs that have oversight of the research within 24 hours (45 CFR part 46.103(b)(5)) All other USAEs must be reported to the Southwest Tribal IRB and other IRBs that have oversight of the research within five (5) working days of learning of the event. (45 CFR 46.103 (b) (5))

Submission Procedures
Submit this form to the Southwest Tribal IRB: One complete original SW Tribal IRB Application (signed) and 8 copies must be sent no later than the submission due date to:

Attn: Rachell Tenorio, MSW, PhD
SW Tribal IRB Coordinator

Albuquerque Area Indian Health Board 

7001 Prospect Place NE

Albuquerque, NM 87110

If you have any questions, please contact Rachell Tenorio, MSW, PhD, Southwest Tribal IRB Coordinator at 1-505-764-0036 or by e-mail at swtribalirb@aaihb.org. 
Delete These Instructions Prior to Submission

	


This form is used to report Compliance problems, Deviations, Violations and Events encountered during the provision of research. Reports must be submitted to the Southwest Tribal IRB within 24hours, or 5 or 15 business days after the reporting individual becomes aware of the occurrence. Please note the deadlines differ for type of event.    

	
	

	Check one:

For Southwest Tribal IRB Use Only                           

New Report     FORMCHECKBOX 
   
Southwest Tribal IRB Number:
         or 
     
Follow-up       FORMCHECKBOX 
  
Date Received:                         

     

	


I.  Project and Reporting Individual General Information:                          
	Southwest Tribal IRB Project #:       

	Title of Project:       


	Name of Individual Submitting Report:
      
	Name of PI if not individual submitting the report:        


	Role of Individual Submitting Report:  (Please check one)
 FORMCHECKBOX 
  Principal Investigator/Study Chair       FORMCHECKBOX 
  Local Site Investigator      FORMCHECKBOX 
  Other (specify):         

 FORMCHECKBOX 
  National Program Manager or Study Coordinator      FORMCHECKBOX 
  Local Study Coordinator 


	Reporting Individual E-mail:        
	Telephone:       


	Reporting Individual Organization name: 
      
	Reporting Individual Organization address:       


 II.  Type of Report and Location           
	1.  Check all that apply to describe the reported event involving risks to participant or others:
 FORMCHECKBOX 
   Compliance problem
 FORMCHECKBOX 
   Protocol deviation 
 FORMCHECKBOX 
   Protocol violation
 FORMCHECKBOX 
   Regulatory deviation

 FORMCHECKBOX 
   Regulatory violation 
 FORMCHECKBOX 
   Protocol violation with significant harm
 FORMCHECKBOX 
   Regulatory violation with significant harm
 FORMCHECKBOX 
   Expected serious adverse event
 FORMCHECKBOX 
   Unanticipated serious adverse event
2. Which of the following best describes the type of event being reported?    
 FORMCHECKBOX 
  Death
 FORMCHECKBOX 
  A life-threatening experience
 FORMCHECKBOX 
  Hospitalization (for a research participant not already hospitalized)
 FORMCHECKBOX 
  Prolongation of Hospitalization (for a research participant already hospitalized)
        FORMCHECKBOX 
  Persistent or significant disability or incapacity
 FORMCHECKBOX 
  Need for medical, surgical, behavioral, social, or other intervention (to prevent outcomes 

  such as the examples above)
 FORMCHECKBOX 
  Privacy and/or security incident
 FORMCHECKBOX 
  Other (specify):       
3. Where did the reported event occur?

 FORMCHECKBOX 
   Reporting individual’s facility (local site)
 FORMCHECKBOX 
   I.H.S. facility (Specify):       
 FORMCHECKBOX 
   Tribal community facility (Specify):       
 FORMCHECKBOX 
   Other facility (Specify):                                                                            



III.  Description      
	1. Participant Information          FORMCHECKBOX 
  N/A
     a.  Participant ID Number:                           Age:                       Sex:        
     b.  Date the participant was enrolled:         

2. What is the date the reported event occurred?        
3. What is the date the site became aware of the reported event?        
        Please explain if the reporting date is more than the required reporting date after the site became 
       aware: 
             
4. Fully describe the event to include initial event, management, and outcome:         
9.  Were any changes (e.g., protocol change) initiated without IRB approval to eliminate any apparent immediate hazard to a participant?

       FORMCHECKBOX 
  Yes      If yes, describe the change and indicate in Section IV if an amendment to the approved study is also being submitted:       
       FORMCHECKBOX 
  No        
10.   Is the reported event: (check one):         FORMCHECKBOX 
 Resolved,      or        FORMCHECKBOX 
 Ongoing?

11.  Was the participant withdrawn from the project?   FORMCHECKBOX 
  N/A

        FORMCHECKBOX 
  Yes, on:         (Date)          FORMCHECKBOX 
  No          
12.  Assessment of the relationship of reported event to research: (Choose one)  
      (the IRB will make the final determination):
        FORMCHECKBOX 
  Not Related        FORMCHECKBOX 
  Possibly Related         FORMCHECKBOX 
  Probably Related         FORMCHECKBOX 
  Related
      Fully describe rationale for determining your assessment of the relationship of the reported
      event to research: 
Note:  “Related” is defined as an event or problem that may reasonably be regarded as caused by,    or probably caused by, the research.  “Possibly related” indicates that it is unclear.  



 IV. Actions Taken
	1.   Will changes in the project be made (e.g., protocol, informed consent form)?
       FORMCHECKBOX 
   No

       FORMCHECKBOX 
   Yes   If yes, please attach the SWT IRB renewal application, to be renewed with 

                      changes in procedure, population, purpose, etc., include the modified documents             

                      with changes highlighted or marked.
2.    Will changes to the study site’s procedures be made?    FORMCHECKBOX 
   N/A

       FORMCHECKBOX 
   Yes   If yes, what will change?       
    

       FORMCHECKBOX 
   No   If no, why not?       
3.    Has the sponsor been notified of the reported event?       FORMCHECKBOX 
   N/A

       FORMCHECKBOX 
   Yes     
       FORMCHECKBOX 
   No   If no, why not?       
4.    Has the participating tribal community been notified of the reported event?       FORMCHECKBOX 
   N/A

       FORMCHECKBOX 
   Yes     

       FORMCHECKBOX 
   No   If no, why not?       
5.   If the individual making this report is not the Principal Investigator/Study Chair, has the 
      Principal Investigator/Study Chair received a copy of this report?

   FORMCHECKBOX 
   N/A    (If this box is checked,   FORMCHECKBOX 
 PI/SC is making report or    FORMCHECKBOX 
  PI/SC is blinded.)

   FORMCHECKBOX 
  Yes, on date      
   FORMCHECKBOX 
   No                
Note: The PI/SC must receive a copy of this report unless it is not applicable or contraindicated by study design as described in the IRB-approved protocol (e.g., PI/SC is blinded). 



V.  Attestation of Reporting Individual
	I certify that this report is accurate and complete to the best of my knowledge.
__________________________________________             ______________________
Print Name                                                                                       Date
__________________________________________             

Signature 
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