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	NON-REPORTABLE EVENT FORM

(SUBMISSION OF INFORMATION THAT SALUS IRB DOES NOT REQUIRE TO BE REPORTED)



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



PROTOCOL #:       

INVESTIGATOR 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.  

If you are required by your site or sponsor policy to submit IND Safety, MedWatch, SUSAR, or CIOMS Reports, or other safety information that does not meet the definition of an unanticipated problem and, therefore, does not require reporting to Salus IRB, use this form.
Salus IRB does not require reporting of minor protocol deviations. If you are required by your site or sponsor policy to submit minor protocol deviations, use this form.  

For those events that Salus IRB does not require to be reported, if in the PI’s judgment, any adverse events, minor protocol deviations or other events, when considered together indicate that changes to the research plan and/or consent form should be made, then the PI should provide an analysis of the events and any rationale for suggested changes at the time of continuing review, interim review, and/or site closure.

B.
REPORT TYPE:

1.  FORMCHECKBOX 
 Minor Unplanned Protocol Deviation – is defined as an accidental or unintentional deviation from the Salus IRB -approved protocol that did not involve a new or increased risk to one or more research participants, did not adversely affect the rights, safety, or welfare of one or more participants, and did not adversely affect the conduct of the study.  
Examples are: participant missed visit due to holidays, participant failed to return diary, participant failed to initial every page of the consent form, or other deviations that involve only logistical issues or only affect administrative aspects of the study.
a. Describe deviation or attach a description to this report (list each deviation being submitted 

by date of deviation and participant ID #):         
OR
	SPONSOR:       



PROTOCOL #:       

INVESTIGATOR NAME:       


2.  FORMCHECKBOX 
 Adverse Event, IND Safety, MedWatch, SUSAR or CIOMS Report, or other safety information being submitted to satisfy site or sponsor reporting requirements, which does not meet the criteria of an unanticipated problem.  
a. Report Identifier (list each report being submitted by report number, date of report, and participant ID #):       
b. Report Type:      FORMCHECKBOX 
  Initial
 FORMCHECKBOX 
  Follow-up #       
OR
3.  FORMCHECKBOX 
  Other (please describe):       
C.
INVESTIGATOR STATEMENT:

My signature below indicates that I have reviewed the information provided in this report and the attached documents.  I understand that Salus IRB requires only reporting of events determined to be unanticipated problems involving new or increased risks to participants or others.  Furthermore, I understand that because of this policy, Salus IRB does not require reporting of events which do not meet the unanticipated problem criteria.  I therefore acknowledge that I am submitting this report and attached documents to satisfy my site or sponsor requirements.  I understand that Salus IRB will not provide IRB review of this submission and that Salus IRB will only acknowledge receipt of this submission. 
INVESTIGATOR SIGNATURE IS REQUIRED:

Printed Name of Investigator




Signature of Investigator









Date

SALUS IRB USE ONLY
IRB STAFF ACKNOWLEDGEMENT OF RECEIPT:

The information in this report was not reviewed by the IRB.  This report has been received and filed in the IRB study file.

Printed Name of IRB Administrative Staff

Signature of IRB Administrative Staff







Date
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