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This process has changed significantly. Please read the Instructions thoroughly.

Unanticipated problems involving risks to subjects or others (UPIRSOs) are research related incidents that may impact the rights, safety, or welfare of subjects or others. An UPIRSO may occur in both biomedical and social/behavioral research, and may impact the risks or harms to physical, financial, legal, social, emotional or psychological well being, privacy, or confidentiality. Although the reporting of adverse events is commonplace in biomedical research, an unanticipated problem meeting the level of an UPIRSO and prompt reporting to the IRB can occur in any type of research. For additional details for determining when events represent UPIRSOs, see page 4, Section II, item 1.c., and the UIC Policy on Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs) and Other Adverse Events: UIC Investigator Reporting Responsibilities and OPRS/IRB Processing and Reporting (UPIRSO Policy).
Examples of UPIRSOS can include a breach of confidentiality due to the loss of a laptop, identification of a new side effect in a clinical trial, a subject complaint when the complaint indicates unexpected risks or cannot be resolved by the investigators, or a research team member experiences harm in the conduct of the study.

If the research involves an investigational drug, biologic, or device, there are additional FDA reporting requirements for adverse events that go beyond the scope of UIC’s policy (see 21 CFR312, 600, and 812 for more information). The investigator’s reporting obligations to the sponsor, FDA or other oversight bodies is not reportable on this form and is not discussed in this set of instructions.  Please refer to the UIC UPIRSO Policy for additional information.
Prompt reporting to the UIC IRB will be limited to adverse events and unanticipated problems meeting the criteria of an UPIRSO (with the exceptions noted for research performed at JBVAMC).  The OPRS will return without IRB review reports of adverse events, including Investigational New Drug (IND) safety reports from sponsors, not meeting the criteria of an UPIRSO.

EVENT REPORTING PROCESS
Reporting Events to the UIC IRB  

1. Any event that meets the definition of a UPIRSO must be reported to the UIC IRB within seven (7) days.  

2. Any serious adverse event that occurs in a JBVAMC subject, including UPIRSOs, must be reported to the UIC IRB within seven (7) days.

3. All serious adverse events and unanticipated problems or adverse events that represent an increase in severity or frequency of the known risks should be reported within seven (7) working days of discovery of the incident.  

4. Death of a UIC Subject - Any death of a UIC subject that is unexpected and related or possibly related to the research must be reported as soon as possible, but no later than within 24 hours of discovery of the event by calling the OPRS Event Reporting Line (312-413-4799).  A written summary of this event must be submitted to OPRS within seven (7) working days following the telephone call. The PI must complete and submit the Event Requiring Prompt Reporting to the IRB form.   A written summary of this event must be submitted to OPRS within seven (7) working days following the telephone call.  The PI should complete the Event Requiring Prompt Reporting to the IRB submission form to submit the written summary of this event.  
Please be aware that the event reporting line is only answered during regular business hours.  Details for events reported after hours should be left on the voice mail system.  Briefly describe the event, the subject’s study identification number, and the name and phone number of study personnel that may be contacted during normal business hours in case follow-up information is needed by OPRS.
5. Death of a JBVAMC Subject – If a death occurs in a subject enrolled at the JBVAMC, additional reporting requirements may be required per VA policy. The death of a subject while participating in research at JBVAMC is considered a serious adverse event whether or not it was unexpected or related. The death should, therefore, be reported to the IRB as soon as possible, but no later than within 24 hours of discovery of the event by calling the OPRS Event Reporting Line (312-413-4799).  A written summary of this event must be submitted to OPRS within seven (7) working days following the telephone call.  The PI should complete the Event Requiring Prompt Reporting to the IRB submission form to submit the written summary of this event.  
The event reporting line is only answered during regular business hours.  Details for events reported after hours should be left on the voice mail system.  Briefly describe the event, the subject’s study identification number, and the name and phone number of study personnel who may be contacted during normal business hours in case follow-up information is needed by OPRS.
The difference in reporting criteria for the death of a subject between UIC and JBVAMC represents the VA requirements for the convened IRB to determine whether the death is unexpected and whether any substantive action(s) need to be taken regarding the research. In making this determination, the IRB will review the event report to determine if the subject’s death was clearly associated with the research. Any JBVAMC subject’s death that is determined to be clearly not associated with the research is also not an “unexpected death” for purposes of the VA reporting requirements. 
If the IRB determines that the death was unexpected, the JBVAMC must report the event to the VA ORO within 24 hours of this determination. If the IRB is unable to determine whether the death is unexpected after ten working days of being informed of the death, the VA must report the death to ORO (in a preliminary report). When the IRB makes a final determination as to whether or not the death was unexpected, the VA must send a follow-up report to ORO. If the IRB determines that substantive actions must be taken as a result of the event, a written report must be submitted to ORO within ten working days of the IRB’s determination [VHA Handbook 1058.1, Section 6].

6. The OPRS will return without IRB review reports of adverse events, including Investigational New Drug (IND) safety reports from sponsors, not meeting the criteria of an UPIRSO.  Examples of events that do not require prompt reporting are:

· adverse events and unanticipated problems that are expected, unrelated, or do not involve an increase of risks to subjects or others;

· reports (including IND safety reports) of external adverse events, whether serious or not, that do not meet the criteria of an UPIRSO;

· adverse device effects that are non-serious, anticipated, or unrelated;

· deaths not attributed to the research ;

· Protocol deviations or violations not involving risks to participants or unlikely to recur (see Protocol Deviation or Violation Policy for specific reporting requirements);

· Complaints made by research participants not involving risks or complaints that were resolved; and

· DSMB reports, Investigator Brochure updates or revisions, interim analyses, or other reports, findings, or new information not altering the risk/benefit profile.
7. Whether or not the adverse event is an UPIRSO or requires prompt reporting to the IRB, the investigator should be aware of the potential need to still report the adverse event to one or more monitoring or regulatory entities (i.e., FDA, sponsor, Medical Monitor, CRO, DSMB/DMC, Data Coordinating Center), depending on the provisions in the IRB-approved protocol.
Instructions:  

The process for submitting a reportable event is as follows:

1. Complete the UIC Event Requiring Prompt Reporting to the IRB form.  One report form must be completed for each reportable event.  You must answer the questions in all sections.  Incomplete forms may be returned without review.

2. Attach one (1) copy of any supporting documentation (i.e., case report form, medical transcripts, Medwatch report, death certificates) to the report. Any identifying information (name, medical record number) about the subject should be removed.  For UPIRSOs that are also serious adverse events, attach the completed sponsor’s case report form, if applicable.

3. UPIRSOs are to be reported within 7 days of the Principal Investigator learning of the event, within 24 hours if the UPIRSO involves a reportable subject death (see items 5 and 6 above). For additional institutional reporting requirements, refer to the UIC UPIRSO policy.

4. For studies conducted at or funded by the VA, a copy of this report must also be submitted to the JBVAMC R& D Office. If the research is conducted at both UIC and the JBVAMC, this form must be signed by both the UIC and the JBVAMC PIs. See Section VII for more information.
5. If the reportable event warrants change to the informed consent process/document(s) (consent, parent/guardian permission or assent documents), the research protocol application, and/or research protocol, the document “UIC IRB Amendments to Previously Approved Research” must also be completed and submitted for review by the IRB.  See the amendment submission instructions for the appropriate submission procedures and number of copies. 

6. Attach copies of any amendments, revised informed consent documents, assent documents, research protocol, and/or protocol application, if applicable.  
7. If you indicated that you will notify subjects of the event, explain how they will be notified and attach a copy(ies) of the type of notification (revised consent, letter, consent addendum) that will be used. You will need to submit this information to the IRB as an amendment for review and approval. The amendment may be attached to this report, if the amendments and supporting documents are ready for submission at the same time as this report). 

8. Submit the completed report form and supporting documentation to the OPRS office (AOB Room 203).

9. Enter each report form submission into the logbook at the front desk.  A computer-generated receipt will be given to the person dropping off the report. (Note: Retain this receipt for your records.) 
10. The Principal Investigator will be notified if any missing documentation or additional information is required or if the event requires review by the convened IRB. 

11. If an UPIRSO impacts the safety of subjects enrolled in the research or requires substantive revision to the research procedures or informed consent document, then the UPIRSO requires convened IRB review.

12. The death of a JBVAMC research subject (and the determination of unexpected for JBVAMC) requires convened IRB review per the VA Handbook requirements. Events that require convened IRB review will be scheduled for an appropriate IRB agenda, once it is assured that all required documentation has been received.
For additional information visit:

Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs)
Section I – Research Protocol Information

1. Provide the following general information about the research protocol for which you are submitting this event:

a. Research protocol number and title

b. Name and contact information for the Principal Investigator

c. Name of faculty sponsor if the research is being conducted by a UIC student

d. Contact information if someone other than the PI should be contacted such as a research study coordinator or co-investigator

2. Indicate if an amendment is required for this event and if it is attached to the prompt reporting form.  If an amendment is required, an Amendment form must be completed and submitted for review by the IRB.

Section II – Type of Event
1. Select the type(s) of event that is being reported

a. UPIRSO (unanticipated problems involving risks to subjects or others) is any incident, experience or outcome that is not expected (in terms of nature, severity or frequency) given (a) the research procedures that are described in the protocol-related documents (such as the research protocol and informed consent document) and (b) the characteristics of the subject population being studied; is related or possibly related to participation in the research; and suggests that the research places subjects or others at greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.
b. To determine if the event meets the definition of an UPIRSO, answer the following questions.  If you answer NO to any of the following questions, the event does not meet the definition of an UPIRSO.  If you answer YES to ALL of the questions, complete the Event Requiring Prompt Reporting to the Institutional Review Board Form.
i. Was the event unexpected (in terms of its nature, frequency or severity) at the time of its occurrence?

ii. Is the event related or possibly related to the research?
iii. Does the event suggest that subjects or others may be at greater risk of harm (including physical, psychological, economic or social harm) than was previously known or recognized?
c. If the UPIRSO is an adverse event, determine which of the following best describes the event: 
i. The event is serious, unexpected (in terms of its nature, frequency or severity) and related or possibly related to participation in the research.
ii. The event is not serious, but is unexpected (in terms of its nature, frequency or severity), related or possibly related to the research and suggests that the research places subjects or others at a greater risk of physical or psychological harm than was previously known or recognized. 
d. Unanticipated Adverse Device Effect means any serious adverse effect on health or safety or any life-threatening problem or death caused by or associated with a device used during human subjects research if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application) or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects. This definition for devices meets the definition of an UPIRSO for the purposes of UIC reporting requirements.
e. Protocol deviation or violation involving a major protocol violation is a reportable event.  A major protocol violation involves any intended or unintended change or alteration from the procedures stated in the IRB approved study protocol, consent document, recruitment process, or study materials that may have an impact upon the safety of the subject, may have an affect on the integrity of the study data, or may affect the subject’s willingness to participate in the study.  This type of event must be reported within 5 working days of the occurrence.  Deviations or violations not meeting these criteria only need to be reported at the time of continuing review. 

f. Emergency protocol deviation made to eliminate apparent immediate hazard to a research participant. Change to the protocol made without prior IRB review to eliminate apparent immediate hazard to a research subject (e.g. purposeful and for subject safety) must be reported to the IRB immediately (within 24 hours), via telephone through OPRS (312-413-4799) and then followed up with a written report within 5 working days.  

g. Breach of Confidentiality – Specify (e.g., loss of study data or forms, computer theft, etc.) 

h. Complaint made by a research participant indicating an unanticipated risk or one that cannot be resolved by the research staff. A subject complaint that resulted in or revealed an unexpected risk or harm to subjects.  A complaint may also involve a research-related issue that cannot be resolved by the research team such as a billing problem experienced by a research subject.
i. Non-Compliance such as failure to obtain IRB approval prior to initiation of research or failure to obtain subject’s informed consent.  Non compliance with the federal regulations, state laws and/or the UIC Humans Subjects Protections Policies can occur at any level of the human subjects protection program (i.e. investigator, OPRS, IRB, institutional officials). Non-compliance can be minor or serious in nature. For further information about the UIC non-compliance policy, refer to:  http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/0262.pdf
Not all questions on the form will apply to non-compliance events or issues. Answer any questions that may be appropriate to the type and nature of the non-compliance issue. The non-compliance issue may be reported anonymously, but generally if additional information is required it is best if a contact person is noted. Any non-compliance reports are treated confidentially.
j. External UPIRSO – refers to an adverse event experienced by subject(s) enrolled by investigators at site(s) other than those over which the UIC IRBs have direct oversight in multi-center clinical trial. These events include adverse events reported to the investigator in IND Safety Reports, or Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC) report.
An external event must have been determined to be a UPIRSO by a Data Safety Monitoring Board (DSMB), Data Monitoring Committee (DMC), Sponsor (i.e. Medical Monitor or other agent or representative) to be reportable.  Documentation regarding this determination must be attached to the report.  An External UPIRSO may represent a single event or series of events that represent an UPIRSO or demonstrate an increase in severity and/or frequency of certain events.
k. VA Reportable Event – Serious Adverse Event or unanticipated event not meeting the definition of an UPIRSO, but occurring in a subject participating in a research study conducted at JBVAMC.  Adverse events that occur in subjects enrolled at the Jesse Brown VAMC must also be reported to the Research and Development (R & D) Committee of the Jesse Brown VAMC.  Please contact the R&D Office of the Jesse Brown VAMC at (312) 569-7426 for instructions on how to submit adverse event information to the R&D Committee.
l. Reportable death of research subject – See Reporting Events to the UIC IRB, #4 and #5, page 2 of this document. 

Section III – Event Information
1. Describe the event you are reporting.  Include the following:

a. Date the event occurred

b. Date the PI was notified of event

c. At what site was the subject enrolled? Check the box indicating the location where this subject was enrolled into the research.

d. Subject study ID# - Do not use personal identifiers to identify the subject. Use only a subject’s study identification number, or if none exists, use an event report number.

e. Indicate if this is an initial report or if it is a follow-up.  If a follow-up report is being submitted, indicate the number of the follow-up report being submitted (1, 2, follow-up to phone report, etc.)

f. Provide a brief description of the event being reported.  Describe how it impacted the safety or welfare of the subject or other subjects participating in the research.  If the event impacted the safety of someone other than the research subject (study personnel, subject’s relative, etc.) describe who was affected by this event and how they were affected.

g. Research status – what was the subject’s level of participation following the event.

h. Number of subjects – report the number of subjects currently enrolled at UIC, the JBVAMC, and/or in a multi-center site.

i. Research recruitment – indicate the current status of recruitment into this research study.

j. Research interventions/interactions – indicate the current status of the interventions or interactions being taken with all other subjects in this research study.

Section IV – Assessing the Event
All questions in this section must be completed along with any required explanations and/or attachments. 
Section V – Actions to Be Taken

As a result of the event indicate the status of the research protocol and any corrective actions that will be taken.  Check all of the actions that apply.

Some of the actions may require additional reporting responsibilities or actions to be taken on part of the principal investigator, the IRB or OPRS.

If changes to the research protocol and or recruitment materials (consent, assent, advertisements) are needed, then an amendment must be submitted to the IRB for review.  If the event is a UPIRSO or the research requires a suspension, action by the IRB and/or OPRS may be required.  Refer to the UIC policy on Institutional Reporting Requirements for more information.

Section VI - Additional Reporting Requirements and Considerations:
If the research protocol has been reviewed by another committee, other than the UIC IRB or JBVAMC R&D Committee, additional reporting requirements may be required.

1. For protocols utilizing the UIC Clinical Research Center 
For a serious adverse event (SAE), contact the CRC Research Subject Advocacy (RSA) Program [(312) 996-1596 or (312) 996-1636] and submit a copy of this form (612 CMW, 835 S. Wolcott, 6th Floor; M/C 640).  For an unanticipated adverse event, submit a copy of this form to the CRC RSA program.  These and other adverse events must also be reported to the CRC Scientific Advisory Committee at the determined frequency in your data safety monitoring plan (i.e. quarterly, semi-annually, or annually). 

2. Reporting Adverse Events to the IBC, OBA and ESCRO
Adverse events for gene transfer protocols must be reported to the UIC Institutional Biosafety Committee (IBC), as well as the UIC IRB.  

Serious adverse events that are both unexpected and associated with the use of the gene transfer product must also be reported to the Office of Biotechnology Activities (OBA) at NIH by the PI or the PI’s delegate.  If reporting authority has been delegated to the Sponsor, it must be done via written notification to the NIH OBA and a copy of this notification must be on file with the IBC.  

Embryonic Stem Cell Research Office Committee – if the research has been approved by the ESCRO Committee additional reporting requirements may apply.  

Please contact Dr. Mary Bowman at (312) 996-7427 for additional information regarding your reporting responsibilities and how to report adverse events to the IBC, OBA and ESCRO.
3. There may be additional reporting requirements if the research involves additional oversight by any of the following.  Investigators are responsible for contacting the above entities to obtain additional information about specific reporting requirements.  For other reporting requirements contact the appropriate committee or entity.

• Clinical Research Center (CRC): http://www.gcrc.uic.edu/, (312-996-1596 or 312-996-

1636)

• Cancer Center - Protocol Review Committee (CC-PRC): (contact information at:

http://www.uic.edu/htbin/cgiwrap/bin/cancer/about/location.php)

• UIC Investigational Drug Service (IDS): (Michael Pacini, PharmD, 312-996-4541,

mpacini@uic.edu)

• UIC Institutional Biosafety Committee (IBC): (Mary Bowman, PhD, 312-996-7427,

mbb@uic.edu)

• Office of Biotechnology Activities at NIH (OBA): (Mary Bowman, PhD, 312-996-7427,

mbb@uic.edu)

• Jesse Brown VA Medical Center R&D Office: (312-569-7426)

Section VII – Statement of Principal Investigator/Signatures
1. The report form must be reviewed and signed by the Principal Investigator.  Other signatures will not be accepted. By signing the form the PI is assuring that the event report is accurate and any additional actions required (submission of an amendment, etc.) are being taken.

2. If the study is conducted at both UIC and the JBVAMC, the JBVAMC investigator may sign as Principal Investigator on the report so that just one report is completed and submitted to both the UIC IRB and the VA R&D Committee. However, the UIC PI must countersign the report as an indication that s/he is aware of the event and agrees with the information contained in the report.
3. If the research is conducted by a UIC student under the direction of a Faculty Sponsor, the faculty sponsor must also review and sign the report form.  By signing the form the faculty sponsor is assuring that the event was properly reported and any necessary corrective actions have been taken.  If changes are required to the research protocol and/or recruitment materials, the faculty sponsor must assure that the student PI has submitted the required amendments to the UIC IRB.
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