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	EVENT DETERMINED TO BE AN UNANTICIPATED PROBLEM



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
	SPONSOR:       


PROTOCOL #:       

INVESTIGATOR/PROJECT MANAGER NAME:       


	A. REPORTING GUIDELINES:
If you are not familiar with Salus IRB reporting requirements regarding unanticipated problems (UPs), deviations, and other safety information, refer to the guidance document, “Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information,” on the Salus IRB website. Click hyperlink above.
Reports that must be submitted are those reports that indicate a new or increased risk of harm to research participants or others. Generally, to be reportable such an event should be unknown to the IRB and requires an action taken to minimize the risk to participants. For example, a safety-related change to the protocol, additional disclosure of risk in the consent form or IB, or other corrective action.  
An unanticipated problem is defined as any incident, experience, or outcome that meets all of the following criteria:

· Unexpected/unanticipated – (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents (protocol, ICD, product labeling, IB); and (b) the characteristics of the subject population being studied; and
· Related or possibly related to the participation in the research (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); and 

· Suggests that the research places participants or others at a greater risk of harm [new or increased risk (including physical, psychological, economic, or social)] than was previously known or recognized.

ALL 3 CRITERIA ABOVE MUST BE MET. IF “NO” TO ANY OF THE ABOVE, DO NOT REPORT!
If the event does not meet the criteria for an unanticipated problem, but you are still required by your site or sponsor policy to report the event to the IRB, use Form 320, “Non-Reportable Event Form.”

In accordance with federal regulations, Salus IRB reports unanticipated problems to the appropriate regulatory agencies and to the institutional official/sponsor, as appropriate.
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B. REPORT INFORMATION:  
1. Report Type:   FORMCHECKBOX 
  Initial     FORMCHECKBOX 
  Follow-up #               (if Follow-up Report, skip to section C)
2. Date the event occurred:       
3. Date the PI or Sponsor discovered the event:       
4. If being reported by the Investigator, did this event occur at your site?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

5. Is the event being reported to Salus IRB within 10 business days of discovery (or 5 days for Device Research, if event occurred to eliminate immediate harm)?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


If no, provide an explanation as to why the event was not reported within the required time frame and corrective action plan for future reports.       
C. INVESTIGATOR/SPONSOR ASSESSMENT OF THE EVENT:  
1. Is the event unexpected/unanticipated?
  FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No   
For events that are adverse events: (involves new or increased risk to research participants or others)
· Unexpected/unanticipated – (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents (protocol, ICD, product labeling, IB); and (b) the characteristics of the subject population being studied;

For events that are not adverse events: (other unanticipated event, incident, or problem that is related to the research and also indicates research participants or others might be at new or increased risks)

· Unexpected - the incident, experience, or outcome was not expected to occur
2. Is the event related or possibly related to the participation in the research?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
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.

       3.
Does the event suggest a greater risk of harm?      FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

Suggests that the research places participants or others at a greater risk of harm [new or increased risk (including physical, psychological, economic, or social)] than was previously known or recognized.
IF “NO” TO ANY OF THE ABOVE, DO NOT CONTINUE.  THE EVENT IS NOT REPORTABLE.
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D. EVENT DESCRIPTION: 
1. Adverse Event


 FORMCHECKBOX 
  Internal adverse event – adverse event experienced by a participant enrolled at your site that 

is unexpected, serious, and related to the research


OR


 FORMCHECKBOX 
  External adverse event – adverse event experienced by a participant enrolled by an 



investigator at another site (IND Safety, MedWatch, SUSAR, or CIOMS report), that you 


or the sponsor have determined to be an unanticipated problem
OR
2. Event Other Than An Adverse Event 
 FORMCHECKBOX 
 Any publication in the literature, safety monitoring report, interim analysis, or other finding that indicates an unexpected change to the risks or potential benefits of the research. 

 FORMCHECKBOX 
 A change in FDA labeling or the withdrawal from marketing of a drug, device, or biologic.

 FORMCHECKBOX 
 An investigator or sponsor-imposed suspension or termination of the study for safety reasons (either site-specific or study-wide).

 FORMCHECKBOX 
 Any event that requires prompt reporting to the sponsor, such as:

 FORMCHECKBOX 

Adverse audit findings (for this study).
 FORMCHECKBOX 

Adverse regulatory inspections leading to issuance of Form 483s or Warning letters (including site and agency responses until resolution) related to this research. 
**Please note: For Warning Letters not related to this research, please submit under separate cover letter.
 FORMCHECKBOX 

Suspension, stipulation, probation, or revocation related to the Principal Investigator’s medical or professional license or Sub-Investigator’s license (when the Sub-Investigator is performing a study related procedure the Principal Investigator is not qualified to perform).
 FORMCHECKBOX 
 Findings detected in the monitoring process when those findings could affect the safety of the participants or their willingness to continue participation, influence the conduct of the study, or alter Salus IRB’s approval to continue the study.
 FORMCHECKBOX 
 Any complaint of a participant that indicates an unanticipated risk or that cannot be resolved by the research staff.  

 FORMCHECKBOX 
 Failure to securely control the test product (loss of study drug/device).
 FORMCHECKBOX 
 A breach of confidentiality of the research participant’s data (loss of study records) or a breach of privacy (unauthorized disclosure of participant health information).

 FORMCHECKBOX 
 Incarceration of a research participant when approval to enroll prisoners (vulnerable population) was not initially granted by Salus IRB.
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 FORMCHECKBOX 
 An intentional deviation from the research procedures or protocol, without prior IRB approval, in order to eliminate apparent immediate harm. 
 FORMCHECKBOX 
 A significant/major unplanned protocol deviation - an accidental or unintentional change from the Salus IRB-approved protocol that involved a new or increased risk to one or more research participants, adversely affected the rights, safety, or welfare of one or more participants, or significantly affects the conduct of the study (this list is not all-inclusive):

 FORMCHECKBOX 

Failure to perform the consent process, prior to initiating study procedures.
 FORMCHECKBOX 

Failure to screen a participant prior to initiating study procedures.
 FORMCHECKBOX 

Failure to obtain prospective participant signature or other required signatures on 
consent document.
 FORMCHECKBOX 

Use of an expired consent document where the current consent document contains 
new information which may affect the participant’s willingness to continue in the 
research.
 FORMCHECKBOX 

Discovery of enrollment of participants who did not meet inclusion/exclusion 
criteria.
 FORMCHECKBOX 

Significant dosing error (participant received wrong treatment or incorrect dose).
 FORMCHECKBOX 

Omission of study procedure(s) required by the approved protocol that may 
have affected the safety of participants.
 FORMCHECKBOX 
 Other (please describe):        
E. EVENT DETAILS: (Complete the following questions.)
1. Describe the circumstances of the event, treatment (if appropriate) and outcome in detail:       
2. For an adverse event, include pertinent participant history or for an event other than an adverse event, explain how/why the event occurred:       
3. Explain why the event is considered unexpected/unanticipated:      
4. Explain how the event is considered related to the research procedures:       
5. Explain how the event suggests a new or increased risk than was previously known:       
6. Does the event significantly affect the conduct of the study?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


If yes, please explain in detail:        
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F. ACTION/PROPOSED CHANGES: (Complete the following questions.)
1. What corrective or preventative action has been taken to prevent recurrence?      
2. What actions have been or should be taken or what changes do you propose to the research or research-related documents in order to protect the rights, welfare, or safety of the research participants or others?  


 FORMCHECKBOX 
 No changes are proposed (provide rationale):       

 FORMCHECKBOX 
 Protocol Revision/Amendment 




 FORMCHECKBOX 
 Version and date:       


 FORMCHECKBOX 
 Summary of changes attached 

 FORMCHECKBOX 
 Revised Investigator’s Brochure/Product Information


 FORMCHECKBOX 
  Version and date:       



 FORMCHECKBOX 
  Summary of changes attached 


 FORMCHECKBOX 
  Revised ICD (must be submitted in tracked or handwritten changes on the currently 


approved version of the ICD)




 FORMCHECKBOX 
  Revised ICD attached


 FORMCHECKBOX 
  Temporary suspension of the research due to safety concerns:

a. Identify the suspension action:

 FORMCHECKBOX 
 No new enrollment of participants

 FORMCHECKBOX 
 Discontinue all research activities

 FORMCHECKBOX 
 Discontinue study procedures with the exception of safety procedures

 FORMCHECKBOX 
 Continue to see participants currently enrolled for the brief time required to establish a   plan for suspension of research, due to an over-riding safety concern or ethical issue
b. Describe the plan for implementing the suspension and the proposed implementation date:       

 FORMCHECKBOX 
  Other action (please explain):       


3.
 
Attach sponsor approval for the proposed changes.


 FORMCHECKBOX 
  Sponsor approval is attached


 FORMCHECKBOX 
  N/A – This research is sponsored by the Investigator.
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G. INVESTIGATOR AND SPONSOR REPRESENTATIVE STATEMENT: 
My signature below indicates that I have reviewed the information provided in this report and the attached documents and I have determined the event to be an unanticipated problem involving new or increased risks to participants or others.  I understand that Salus IRB reports unanticipated problems to the appropriate regulatory agencies and to the institutional official/sponsor, as appropriate, in accordance with federal regulations. 
INVESTIGATOR AND SPONSOR SIGNATURE IS REQUIRED:

Printed Name of Investigator

Signature of Investigator









Date

Printed Name of Sponsor Representative 

Signature of Sponsor Representative







Date
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