Required Reports in Human Research at PVAMC
per VHA ORO Handbook 1058.01, OHRP and local SOPs
*References to days mean business days. 
	HUMAN RESEARCH 

(HB 1058.01, section 6, pg. 7-10)
	Reporting 
	Other Notes

	What to Report


	Who should report to whom, when

	

	Unanticipated problems involving risks to Subjects or Others 
	· PI ( report to IRB within 5 days of awareness.
· IRB Reviewer ( reviews report within 5 days.
· If IRB reviewer determines problem is serious, unanticipated, and related, Research Office reports problem to ORO within 48 hours (via phone or e-mail).
· IRB Chair or Designee ( reports in writing to Medical Center Director within 5 days (cc to ACOS and R&DC).
· Medical Center Director ( reports in writing to ORO RO within 5 days. Also report to OHRP.
· If IRB determines the problem is unanticipated and related to the research (but not serious) ( report to OHRP.


	If event is determined to be serious, unanticipated and related, the convened IRB must determine and document whether or not a protocol or informed consent modification is warranted. If it is warranted, must also determine and document whether or not previously enrolled subjects must be notified of the modification and, if so, when such notification must take place and how such notification must be documented



	All local unanticipated SAEs, i.e. occurring in subjects or others involved in human research at PVAMC 
	· PI ( report to IRB within 5 days of awareness.
· Follow reporting path outlined for unanticipated problems involving risk, including reports to OHRP.

	

	Apparent serious or continuing non-compliance found during audit by the RCO
	· RCO ( reports to MCD (cc to ACOS, R&DC, IRB, any other relevant committee).

· MCD ( reports to ORO RO (cc to VISN Director, ORD).

	

	All apparent serious or continuing non-compliance
	· PI or other ( report to IRB within 5 days of awareness.

· IRB ( reviews at its next convened meeting.

· If IRB confirms the non-compliance is serious OR continuing, IRB Chair ( reports to Medical Center Director within 5 days (cc to ACOS, R&DC, any other relevant committee).

· Medical Center Director ( reports in writing to ORO RO within 5 days (cc to VISN Director and ORD) and to OHRP.

	


	HUMAN RESEARCH 
	Reporting
	Other Notes

	Terminations or suspensions of IRB approval related to concerns about safety, rights or welfare of research subjects, staff or others
	· Whomever suspends the research ( report in writing to Medical Center Director within 5 days (cc to ACOS/R&D, R&DC, IRB, any other relevant committee).
· Medical Center Director ( reports to ORO RO within 5 days and to OHRP.

	

	Program Changes  
	· Medical Center Director ( reports to ORO CO (cc to ORO RO)

Program Changes include:

· Assurance changes

· IRB changes (addition/removal of IRB of record)

· Substantive MOU changes – report within 5 days

· Accreditation problems – report within 5 days

· RCO changes (appointment, resignation, change in status) – report within 5 days

	


DEFINITIONS:

Continuing Noncompliance.  Persistent failure to adhere to the laws, regulations, or policies governing human research.
Serious Noncompliance.  The failure to adhere to the laws, regulations, or policies governing human research that may reasonably be regarded as: (a) involving substantive harm (or genuine risk of substantive harm) to the safety, rights, or welfare of human subjects, research staff, or others; or

(b) substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.
Serious Adverse Event (SAE). An AE in human research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect.  An AE is also considered serious when medical, surgical, behavioral, social, or other intervention is needed to prevent such an outcome.
Serious Problem.  Problem in human research that may reasonably be regarded as involving (a)   substantive harm or genuine risk of substantive harm to the safety, rights, or welfare of research subjects, research staff, or others; or (b) substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.
Unanticipated. An event that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population. 
· For further guidance, see Decision Chart for Reporting of Noncompliance in VA Human Research and Decision Chart for Reporting SAEs and Problems Involving Risk in Research.
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