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OBJECTIVE:

The objective of this AG is to describe the procedure to follow to perform quality control of internal Adverse Event (AE) reporting to the IRB-HSR.
BACKGROUND 

Occasionally internal adverse events must be reported before all of the information related to the adverse event is determined.  It may be difficult or impossible for the study team to determine Relatedness, Expectedness and occasionally even Seriousness before the reporting deadline.  .  Therefore, the investigator , at the time of submission indicates that the information is “not reported’: or “not yet determined.  Adverse events reported without Relatedness, Expectedness or Seriousness determined are “TAGGED” for follow-up.   

PROCEDURE:

How AEs are “tagged” for follow-up review
1. If the investigator or study team submits an adverse event where Expectedness, Seriousness or Relatedness is reported as “not reported” or “not yet determined,” the AE’s are automatically “TAGGED” for follow-up.  This means that under the AE INFO data, the TAG box is automatically checked. 

2. The AE reviewer may manually TAG an adverse event for follow-up.  An example of a time when the reviewer may want to manually TAG the event would be  as follows:

· When an adverse event (AE) is reported as serious, unexpected and related/possibly related to the study, the investigator must provide a reason as to why the consent does not need to be revised.  If the reason given is  unknown, pending or something similar to awaiting additional information, the adverse event may be manually “TAGGED”  by the reviewer for follow up.  
3. To “TAG” the AE, the reviewer will:
· Access the protocol in IRB Online and open the EVENTS view.

· Select the AE in question

· Click on the AE INFO button

· Click OK, to the pop up box that states “If you have changed any of the event information, have you remembered to enter the data first before going to the AE information?”

· Tic the TAG button and select Update.

How to review “tagged” AEs 

1. Once a quarter, the “Tagged HSR Protocol AE” report will be run to follow-up on all AE’s that are tagged to determine if the additional information has been submitted. To run this report, the reviewer should:
· Log into IRB Online 

· Select Utilities

· Select “Tagged AEs”

· Print this report
2. For each tagged event, the reviewer should return to the Events page for the study and read through the AEs submitted following the submission of the tagged AE, to see if a follow-up report has been submitted.  It may be easier to print an AE Event Report to review for this information if there are numerous AEs.
3. If a follow up AE has been submitted that resolves the questions the following steps will be taken:

·  The tagged AE will be manually “untagged” by the reviewer. This process requires that the reviewer manually un-tic the TAG box under AE INFO.  
· A comment will be added to the previously tagged AE stating “UNTAGGED- Follow up AE # (insert) received. This event was deemed to be (insert the relatedness, expectedness or seriousness that was previously missing).”  

4. If the follow up information is is submitted in some manner other than a follow-up AE

· The receipt of the additional information will also be entered as an event of RECEIPT into the database.

· The additional information will be stamped with an Acknowledgement of Receipt.  A copy of the stamped additional information will be sent to the study team and the original will be placed in the IRB-HSR files.  

5. If the additional follow up information has not been submitted, the Principal Investigator and study coordinator will be notified via e-mail.  A template of this notification is located in Appendix A of this document.
When the requested additional information is received, see step # 3 or #4 for procedures to follow.
DOCUMENTATION:

When the review of the Tagged HSR Protocol AE report is complete, the report is dated and initialed.  This hard copy is placed in the appropriate section of the QC Notebook.  

The reviewer will initial the appropriate audit as completed on the IRB-HSR Quality Control Audits form located at the front of the QC notebook.  
REFERENCES:

None

Appendix A

Dear Study Team,

For this protocol, the event(s) of: (insert AE tracking number and Name of Event) was/were reported.
The event(s) was/were TAGGED for follow-up because, at the time of the original submission, a determination had not yet been made as to whether or not the event(s) was/ were either expected vs. not expected or related/possibly related vs. not related.


It is possible that no additional information is available regarding the adverse event(s), however, because the event(s) occurred a month or two ago, we ask that you use the information you have to make a determination at this time regarding whether the event(s) constitute(s) additional risk for the subjects enrolled at UVa and decide whether or not the protocol and or consent forms will be modified due to the event(s) listed above. 

If you have made these determinations, please enter a follow up AE in IRB Online.   

If the protocol and or consent form will be changed, please submit the revised documents as a Modification.  Instructions for how to submit a modification are located on our website at http://www.virginia.edu/vpr/irb/hsr/modifications_process.html
If these determinations cannot be made, however you have decided that the protocol and or consent form are not going to be revised due to the event (s), please indicate why, by selecting a response 1 – 7 and return the response to me in e-mail:

1. First event of this nature.

2. Judged by UVa PI to be very unlikely related.

3. AE was pre-existing condition.

4. AE felt to be normal disease progression.

5. Event occurred in another protocol that used a different dosage/route of administration or different indication.

6. All Subjects have completed treatment phase.

7. Other – please describe:______________________________________. 

A resolution should be submitted within the next 2 weeks.  
We know you and your team are concerned about subject safety and would not want to continue to enroll subjects into a study when the assessment of risk to human subjects is undetermined. IRB-HSR is confident that this assessment has already been done by you and your team in an informal way regarding the event(s).  We would simply like to document this decision for the record.

Thank you in advance for the information and please feel free to contact me with questions or concerns.

(Insert name and contact information)

