
	REPORTABLE EVENT SUBMISSION FORM
	NJH HRPP Office


IRB IDENTIFIER CPA#:
	IRB protocol #:      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:       FORMTEXT 




This form should be used for the submission of interim reports to the NJH Human Research Protection Program (HRPP) Office. Reporting is required to National Jewish Health HRPP regardless of the IRB of Record. 

Please refer to the definitions and decision tree at the end of this document for further guidance and reporting timelines for IRBs of Record. Please note that reporting timelines may differ from the NJH HRPP Office requirement.
 FORMCHECKBOX 
  Minor Protocol Deviation – These do not affect participant safety and are not immediately reportable. 
( Please do not complete this form.
( Record on Protocol Deviation Tracking Log for submission at time of continuing review. 
 FORMCHECKBOX 
  Major Protocol Deviation – These affect subject safety. This event has harmed a participant or has placed participant at risk of harm. 

( Report to IRB of Record according to their timeline.


( Please describe the event below and report to the NJH HRPP Office within 7 working days. 

( Please record on the Protocol Deviation Tracking Log for submission at time of continuing review.
 FORMCHECKBOX 
  Local Anticipated Study-Related Adverse Event - These are not immediately reportable. 

( Please do not complete this form. 


( Record on Adverse Event Tracking Log for submission at time of continuing review.

 FORMCHECKBOX 
  Local Event that requires reporting either per the Protocol, Serious Adverse Event determined by the PI to be reportable or Death of Study Participant not related to study participation 

( Report to the IRB of Record according to their timeline. 


( Please describe the event below and report to the NJH HRPP Office within 7 working days. 


( Please record on Adverse Event Tracking Log for submission at time of continuing review.
 FORMCHECKBOX 
  Local and External Unanticipated Problems Involving Risk to Subjects or Others (UPIRTSO) – These events affect participant safety and have a potential risk of harm. The event is not anticipated by the protocol or disease state and is at least possibly related to study participation. If investigators are uncertain but believe that an event or issue might meet the definition of an UPIRTSO, a report should be submitted along with an analysis by the sponsor or investigator.

( Report to the IRB of Record according to their timeline. 

( Please describe the event below and report to the NJH HRPP Office within 7 working days.

( Please record on Adverse Event Tracking Log/ Protocol Deviation/Noncompliance Tracking Log (if applicable)   for submission at time of continuing review.
 FORMCHECKBOX 
  External Adverse Event

( Please provide a summary from the Sponsor/DSMB, including non-UPIRTSO IND Safety Reports, at the time of continuing review or per protocol requirements. 
For the following, please describe the event below and report to the National Jewish Health HRPP Office within 7 working days. Please include relevant documentation with this submission with the understanding that documentation may not be complete and further information will be requested from the Investigator by the NJH HRPP Office, the Sponsor and/or the IRB of Record.
 FORMCHECKBOX 
  New or increased risk reported by DSM Board or Committee, Data Coordinating Center, Monitoring report and/or revised Investigator Brochure that will not result in timely protocol/consent form revisions or another method of informing enrolled participants of new or increased risk.
 FORMCHECKBOX 
  Suspension or Early termination of protocol due to participant safety risk.
 FORMCHECKBOX 
  Change to protocol made to eliminate an immediate hazard to participant without prior IRB approval.
 FORMCHECKBOX 
  Audit, inspection, inquiry or written report from a federal agency.
 FORMCHECKBOX 
  State Medical Board Action regarding change of status of physician’s license.
 FORMCHECKBOX 
  Breach of Confidentiality. Please include completed NJH HIP-012 Disclosure and Breach of PHI Report with submission.
 FORMCHECKBOX 
  Finding or Allegation of Noncompliance or Unresolved Participant Complaint.
 FORMCHECKBOX 
  Incarceration of study participant enrolled in a study not approved for prisoners – study participant is involuntarily detained in a penal institution.
 FORMCHECKBOX 
  Unanticipated Adverse Device Effect – any serious adverse effect on health or safety associated with an experimental device that was not previously described in the study related documents such as protocol, informed consent and the disease state under study or any other unanticipated serious problem associated with a device that relates to the rights, safety or welfare of the subjects.
EVENT INFORMATION

	Subject ID#


	

	Date(s) of Event


	

	Date Site Became Aware of Event


	

	Location of Event


	

	 FORMCHECKBOX 
  Initial
 FORMCHECKBOX 
  Follow-up

	

	Reported to External IRB if applicable?


	 FORMCHECKBOX 
  Yes                 Date_________________

 FORMCHECKBOX 
  No


	Reported to Sponsor if applicable?


	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


	Event Resolved?


	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


	Is the subject still enrolled in study?


	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No



BRIEF DESCRIPTION OF EVENT
	


INITIAL ACTIONS TAKEN

	


FOLLOW-UP ACTIONS TAKEN (including change to protocol and consent form)

	


	DECLARATION: I attest that I have carefully reviewed the information contained in this form.


Principal Investigator’s Signature






Date


	HRPP Office Action:

( Does not meet reporting criteria. 

( Refer to IRB Chairperson. Date: ________________
( Refer to convened IRB. Meeting date: ________________

Comments:

HRPP Staff signature: _________________________________
Date _____________________

	IRB Co-Chairperson/HRPP Office Recommendation:

( No further action required. Report accepted as submitted.
( Refer to convened IRB. Meeting date: ________________

( Additional information is requested. See comment below.

( Additional actions are warranted. See comment below.

Comments:

IRB Co-ChairHRPP Staff signature: _____________________________________________
Date _____________________

	IRB Full Board Recommendation: Meeting date: ________________
( No further action required. Report accepted as submitted.


( Address stipulations:
HRPP Staff signature: ______________________________________________
Date _____________________


EVENT REPORTING GUIDANCE
REPORTING TIMELINES FOR FREQUENTLY USED IRBS OF RECORD:
National Jewish Health IRB:
Within 7 working days after site becomes aware

Western IRB (WIRB):

Within 5 working days after site becomes aware

Advarra IRB:


Within 10 working days after site becomes aware

COMIRB:


Within 5 working days after site becomes aware

Single Academic IRBs:
Under the SmartIRB reliance agreement, various academic IRBs may be utilized as the IRB of Record under the revised Common Rule single IRB mandate. Please contact HRPP for assistance in determining reporting guidelines.
DEFINITIONS:
Minor Protocol Deviation – These do not affect participant safety and are not immediately reportable.

Major Protocol Deviation – These affect subject safety. This event has harmed a participant or has placed participant at risk of harm.
Noncompliance is defined as the failure to follow federal, state, or local regulations governing human subject research, institutional policies related to human subject research, or the requirements or determinations of the IRB. Noncompliance may be minor or sporadic or it may be serious and continuing.
Protocol Deviation is a kind of noncompliance. A Protocol Deviation is a variation from the IRB approved research plan that happens without prior review and approval of the IRB of Record (not for elimination of immediate hazard to subject). A deviation can be major (affecting participant safety) or minor (not affecting participant safety or administrative).

Adverse event is an untoward or unfavorable occurrence in a human subject temporally associated with the subject’s participation in the research study. 

Serious Adverse Event is a medical occurrence with a study participant that results in death, is life threatening or places the participant in immediate risk of death from the event as it occurred, requires hospitalization, causes persistent or significant disability or incapacity, results in congenital anomalies or birth defects or is another condition which investigator judges to represent a significant hazard
UPIRTSO must meet all three of the following criteria to be promptly reportable:
· Unexpected event is an incident, experience or outcome that is not expected given the research procedures that are described in the study related documents such as protocol, informed consent and the disease state under study. An event may be considered unexpected if it occurs more frequently and/or with more severity than what was expected.
· Related means that there is a reasonable possibility that the event may have been caused by participation in the research study.

· Greater Risk of Harm than was previously known or recognized. These harms include physical, psychological, economic, legal or social harm.

Note: Adverse events in clinical trials must be reported to the sponsor in compliance with FDA regulations and sponsor requirements. Unless specifically required by the IRB of Record, the NJH HRPP Office does not accept reports of adverse events and IND Safety Reports that do not meet the definition of a UPIRTSO.
REPORTING DECISION TREE:

[image: image1]
EVENT





YES





LOCAL?








NO





Is this a Minor Protocol Deviation?





YES





NO





Please record on the Deviation Log and submit at continuing review





Is this a Major Protocol Deviation?





YES





Please complete NJH Reportable Event form and submit to NJH HRPP Office within 7 days. 


Report to Sponsor and external IRB of Record if applicable.


Please record on the Adverse Event and/or Deviation Log and submit at continuing review.





External Adverse Event reporting guidance





Is the event unexpected?





At a minimum, is it possibly related to study participation?





Does the event pose a greater risk of harm?





YES





YES





YES





NO





NO





NO





Please complete NJH Reportable Event form and submit to NJH HRPP Office within 7 days





Please request an Adverse Event summary and submit to NJH HRPP Office at continuing review





Local Adverse Event reporting guidance





Is the event unexpected?





At a minimum, is it possibly related to study participation?





Does the event pose a greater risk of harm?





YES





YES





YES





Please record on the Adverse Event log and submit to NJH HRPP Office at continuing review





NO





NO





NO





Event requires reporting per protocol or if Investigator determines reportable Serious Adverse Event





YES





NO
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