VA Portland Health Care System (VAPORHCS) Institutional Review Board
Reportable Events Form (REF)
Report the following on this form within 5 business days of awareness. At the end of the form, see “Guidance Documents” for further reporting guidance and “Definitions” section for bolded terms. 
Report categories:

1. Death that is local, unanticipated and related – these must also be orally reported to the IRB immediately (within one hour) upon awareness by the discovering individual (For local deaths, include redacted copies of all medical records relevant to the event.  The whole submission should then be sent via encrypted email or via the IRB Secure Fax Line.)
2. Serious problem or local, serious adverse event (SAE) that is unanticipated and related (For local SAEs, include redacted copies of all medical records relevant to the event.  The whole submission should then be sent via encrypted email or via the IRB Secure Fax Line.)
3. Apparent serious and/or continuing noncompliance
4. Moderate or major protocol deviation (Minor protocol deviations do not need to be reported on this form.  However, they must be summarized at continuing review.)
5. Suspension or termination of VA Research by an external entity
6. Research Information Security Incident – these must also be reported to the ACOS/R&D, Information Security Officer, Privacy Officer and relevant investigators immediately (within one hour) upon awareness by the discovering individual
Submit this completed form and any attachments to pvamc-irb@va.gov or via the IRB Secure Fax Line #503-273-5152. 
NOTE: if REF or supporting documents contain Protected Health Information (PHI) they MUST be sent via encrypted email or using the IRB Secure Fax Line. 
 FORMCHECKBOX 
  Check here if the study has previously reported items entered on a different type of form (e.g. Human Research Event Report form).
	Report Date:         
	New event #(s) included on this report:       

	Principal Investigator:      

	IRB Study ID #:       

	Title of Study:        


	Study Contact:       
	Mail Code      
	Ext.      

	Study Status:   FORMCHECKBOX 
 Not Yet Started               FORMCHECKBOX 
 Active               FORMCHECKBOX 
 Closed to enrollment                 FORMCHECKBOX 
 Finalized (e.g. not active with the IRB)

	# of VAPORHCS participants/records enrolled/reviewed:      
	# of VAPORHCS participants still in treatment:      
	Total # of participants/records enrolled/reviewed at all sites:      


This is a cumulative log of all events for the study. To add an event, place the cursor in the first blank cell and start typing – the cell will expand to accommodate your information. To add a new row, place the cursor to in the last cell (bottom right cell) and press the Tab key.

	Event #
	Date (or Date Range) Event Occurred
	Date Team First Became Aware of Event
	Report Category:

Indicate all applicable category #s (1-6) from page 1. If category 4, indicate whether the deviation meets the definition for moderate or major.
	For category 1 or 6:  

Date of Immediate Reporting by Discovering Individual (as indicated above). If date unknown, explain. If neither category 1 nor 6 applies, enter “n/a.”

	Concise Description of Event and Related Information (attach separate pages with additional details, if needed):

1. Describe the event that prompted the report.

2. As applicable, explain how the event has been and/or will be addressed/resolved.

3. As applicable, explain how such occurrences will be avoided in the future.

4. If the event is a local SAE or death:

· Indicate the related participant #;

· If it is a follow-up for the same participant in a previously reported event, note that event #(s); and

· Note the event #s of similar events that have occurred previously with other participants.

5. If the event is an outside report of an offsite AE, with meaningful analysis, note the related participant # here and submit documentation received from the sponsor, etc. (include the corresponding event # from this form on such documentation).
	How many times has this event occurred to date, including current event being submitted? (e.g. enter three for events to date if two previous subjects also didn’t sign the HIPAA research authorization form) 
	Are any related modifications to protocol and/or other study documents planned? 

(If Yes, indicate when request and revised documents will be submitted.)

	     
	     
	     
	     
	     
	     
	     
	     


Submission of this form by a member of the research team indicates that the PI is aware of the event and concurs with the content of the report.

Definitions 
Adverse event (AE): any untoward physical or psychological occurrence in a human subject participating in research. An AE can be an unfavorable or unintended event, including an abnormal laboratory finding, symptom or disease associated with the research or the use of a medical investigational test article.

Continuing Noncompliance: a persistent failure to adhere to the legal and policy requirements governing human research; this involves knowingly, willfully or intentionally doing something that has been determined to be noncompliant.

Local Deaths, S/AEs and Problems: occurring in participants, personnel and/or other individuals involved in VAPORHCS research activities.

Moderate or Major Protocol Deviation:  See Protocol Deviations section in IRB Policies and Procedures (link below).  

Related S/AE, Death or Problem: one that may reasonably be regarded as caused by or probably caused by the research (i.e. the event would probably not have occurred without involvement in/of the study).
Research Information Security Incident (RISI): inappropriate access, loss, or theft of protected health information (PHI); noncompliant storage, transmission, removal, or destruction of PHI; or theft, loss, or noncompliant destruction of equipment containing PHI. 
Serious Adverse Event (SAE): an AE that results in: death; a life-threatening experience; inpatient hospitalization or prolongation of hospitalization (for a patient already hospitalized); persistent or significant disability or incapacity; congenital anomaly; birth defects; or medical, surgical, behavioral, social or other intervention being required to prevent one of the preceding outcomes.

Serious Noncompliance: failure to adhere to federal regulations and/or other requirements for conducting human research that:  1) involves substantive harm, or presents a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others, including their rights to privacy and confidentiality of identifiable private information; or 2) substantively compromises a facility’s Human Research Protection Program.

Serious Problem: a problem in human subjects research or research information security that may reasonably be regarded as: 1) presenting a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research personnel, or others, including their rights to privacy and confidentiality of identifiable private information; or 2) substantively compromising a facility’s HRPP or research information security programs.

Unanticipated/Unexpected: event or problem in human subjects research that is new or greater in nature, severity, or frequency than previously known, given the procedures described in protocol documents and the characteristics of the study population.

Guidance Documents
IRB Policies and Procedures (see “Reportable Events in Research” section)
Decision Chart for Reporting SAEs and Problems Involving Risk in Research (includes examples) 
Examples of Apparently Serious or Apparently Continuing Noncompliance in VA Human Research 

Examples of Apparently Serious Problems in VA Research Information Security 

Summary of Requirements for Reporting Research Incidents
VHA Handbook 1058.01 – Research Compliance Reporting Requirements
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