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This UAP Report Form is used to communicate significant events that occur during the course of a study to COMIRB.  In general, an event is significant if there has been investigator non-compliance that presents a potential for risk to subjects, or if there has been another event that signals a previously unrecognized or unconsidered potential risk to subjects.  As you complete this form, the form will provide you with feedback about whether or not the event needs to be reported to COMIRB promptly (within 5 days), reported at the time of the next continuing review, or does not need to be reported.  If, after attempting to complete this form, you are still unsure if a UAP form submission needs to be made, please contact COMIRB at (303) 724-1055.
 
If a UAP form submission is required, the submission must be completed electronically through the eRA (InfoEd) system.  Please click here for electronic submission instructions.
Please select the most appropriate category for the event you are reporting:
A. Adverse Event Characteristics
1. Did the event occur at a LOCAL (under COMIRB purview) or EXTERNAL site?
a. Did the event occur on THIS STUDY or a DIFFERENT STUDY?
2. Could the event also affect the risk of subjects on THIS study, and/or require changes to to the protocol/consent form for THIS study?
This event does not need to be reported to COMIRB.  
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
2. Is the event "unexpected" in its nature, severity, and frequency?  In other words, is this event not adequately identified in the risk sections of any study materials?
3. Is the event probably or definitely related to the research?  In other words, is it more likely than not that the event occurred because of the research procedures?
4. Did the event result in physical/psychological harm to subject(s), or suggest that others may be at greater risk for harm than previously recognized in this study?
This event does not meet the definition of an Unanticipated Problem; it does not have to be reported at this time using this form.  Instead, please include this event in a summary table of adverse events to be submitted at the time of continuing review.  Please click here for a template (and example) for summary adverse event reporting.  If there is a DSMB, DMC, or Safety Officer for this study, a report from this study monitor should be submitted to COMIRB at continuing review, and a summary table is not required.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
 
 
B. Significant Event Reporting
Note: this event should be submitted to COMIRB within 5 days of the PI becoming aware of the event
2.  Please complete the following information about the event and current study enrollment:
3.  Are you aware of this type of event occurring previously on this study?
a. Have reported this type of event to COMIRB previously?
4. Will the protocol and/or consent risks be updated due to this event?
a. Is there an amendment submitted now to change the documents?
Non-compliance and Protocol Deviation
1) Who did not follow proper procedure: the RESEARCH TEAM or a SUBJECT?
2) Did the noncompliance result in any increase risk to the subject?
3) Has this type of subject noncompliance occurred more than three times on this study?
This event does not need to be reported to COMIRB.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
Please submit this report to COMIRB within 5 days.  If changes are warranted to help prevent the recurrence of this issue, a separate amendment should be submit to request review of those changes.
2) Did the noncompliance involve any of the following (check at least one option):
The noncompliance involved some kind of deviation from protocol-dictated study procedures (e.g., enrolling outside of inclusion/exclusion criteria, investigator missed blood draw/lab, investigator missed follow-up contact/evaluation, investigator withheld study-mandated procedure , etc.)?
3) Was this event enrollment of a subject in violation of inclusion/exclusion criteria?
a. In the PI's opinion, did this violation increase risk to the subject...or could the violation affect the integrity of study data?
b. Did the Sponsor approve the enrollment of this subject?
4) Did the protocol deviation occur to eliminate an immediate hazard to the subject?
5) Did the protocol deviation result in increased risk to the subject or adversely impact safety?
Please report this non-compliance within 5 days.  Include any communication with Sponsor regarding this event, if applicable.
Also submit an amendment with a Change Form, if changes are needed to mitigate the hazard.  
This event does not need to be reported to COMIRB at this time.  Please include this event in an aggregate summary of noncompliance/protocol deviations at the time of continuing review.  Please click here for a template (and example) for summary non-compliance/protocol deviation reporting. 
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
 
Subject Status Change
Studies must be reviewed for the inclusion of vulnerable populations before these populations can be included in the research.  Sometimes, a subject that has already been enrolled into a study experiences a change in status that makes him/her a member of a vulnerable population; in this case, COMIRB must make certain considerations, as outlined below.
1) Was a member of a vulnerable population not already approved for this study enrolled, or did the subject's status change after enrollment?
Please select option #2 above (non-compliance/protocol deviation), answer "research team" for question #1, and then select "enrolling a vulnerable population not approved by COMIRB" for question #2.
2) Which of the following statuses has this subject now acquired?
Incarceration of Subject
4) Is the subject being withdrawn from the study at this time?
This event can be reported at the time of continuing review, as a withdrawal.
5) Will any, or did any, research procedures take place during the subject's incarceration (e.g., study treatments or assessments)?
This event can be reported at the time of continuing review (include in summary table of adverse events), with the above details that no research procedures are/were performed during incarceration.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
Research procedures will be conducted with a prisoner subject.  Please report this status change within 5 days.  A separate amendment must also be submitted to add Attachment K.  Please contact COMIRB as soon as possible if study procedures must be continued/performed on this subject before this amendment is reviewed by the full committee.
Pregnancy of Subject
4) Is the subject being withdrawn from the study (with no follow-up of pregnancy outcome)?
a. Could the study procedures to date (e.g., study drugs or interventions) impact the fetus?
This event can be reported at the time of continuing review, as a withdrawal.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
Please submit this report within 5 days.
This study intends to retain a pregnant subject.  Please report this status change within 5 days.  A separate amendment must also be submitted to add Attachment J, and revise the consent form as necessary to discuss risks to the pregnant woman or fetus.  Please contact COMIRB as soon as possible if study procedures must be continued/performed on this subject before this amendment is reviewed.
Subject Became Decisionally Challenged
4) Is the subject being withdrawn from the study at this time?
This event can be reported at the time of continuing review, as a withdrawal.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
5) Will any, or did any, research procedures take place while this subject is/was decisionally challenged (e.g., study treatments or assessments)?
This event can be reported at the time of continuing review, with the above details that no research procedures are/were performed while the subject was unable to make decisions.
This study intends to retain a decisionally challenged subject.  Please report this status change within 5 days.  A separate amendment must also be submitted to add Attachment L, indicating subjects will not be withdrawn from the study if they become decisionally challenged.  It must be clear who will act as the subject's advocate while s/he is decisionally challenged (i.e., surrogate consent to continue).
Subject Became Ward of the State
4) Is the subject being withdrawn from the study?
This event can be reported at the time of continuing review, as a withdrawal.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
5) Is the Child risk category for this study 46.404 or 46.405 (please see the "Risks" section of the feedback letter for your initial review or most recent continuing review)?
6) Will permission be obtained, from the child's new guardian, for the child to continue in the study?
This event can be reported at the time of continuing review.  Please indicate, in the non-compliance section of the Continuing Review Form, that Wards have been enrolled with permission obtained from the appropriate guardian.  An amendment will also be needed, at that time, to update Attachment H to indicate that Wards are included.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
The child's new guardian will need to provide parental permission for this child to continue in the study.  If there is no guardian available, discuss the situation in the narrative section below, along with the ramifications of withdrawing the subject.   Please submit this report within 5 days, and submit an amendment to update Attachment H to include Wards.  
Depending on where the child is in this study, and the ramifications of study withdrawal, strong consideration should be given to withdrawing this subject.  If there is an overriding ethical concern about withdrawing the subject, COMIRB will need to assign an advocate for the child.  In the narrative section below, please discuss the reasons for not withdrawing the subject, along with proposal for who could serve as the subject's advocate in this study.   Please submit this report within 5 days, and submit a separate amendment to update Attachment H to include Wards.  
Privacy Incident
Please report this event within 5 days of becoming aware of it
3) Did this incident involve improper disclosure of Protected Health Information (PHI) from an institution where the HIPAA rule applies?
The Privacy Officer for each institution involved in this study must be notified.  Please indicate below which Privacy Officers you will notify of this incident:
Safety Report / New Information
Note: Do not use this option for MedWatch adverse event safety reports; please select option #1 above for those types of adverse event reports.
1) Does the information/report raise potential safety issues or affect safety/welfare of subjects?
2) Do the safety issues require revisions to the protocol and/or consent form(s)?
Please report this information to COMIRB within 5 days
Please also submit a separate amendment for the revisions to be made to the protocol/consent form(s)
Complaint
Complaints that suggest a potential problem with the study design or conduct should be reported promptly to COMIRB.
         Examples include: complaint that consent process not adequate to communicate study procedures/risks; complaint of repeated misinformation; complaint of insufficient communication/oversight to ensure safety, complaint that privacy was not adequately protected, etc.
Complaints that do not suggest a potential problem with the study design or conduct can be reported at the time of the next continuing review (see 'Complaints' question on the Continuing Review form).
         Examples include: complaint that study communication/payment was not timely; complaint that subject instructions not clear (but does not affect safety); other complaint that does not affect safety/welfare and can be adequately managed by the PI.
 
If you have already started a UAP submission in eRA(InfoEd) and will not be submitting at this time, you can delete the submission by: 1) clicking on the word Submissions at the top of the navigation tree on the left, and then 2) clicking on the trash can icon at the far right of the submission in the table displayed.
 
1) Has a similar complaint been received previously on this study?
Other Study Occurrence / Report
Use this section to provide COMIRB with an update or report of any other occurrence that does not meet one of the other six categories above.  In general, only events that signal an unexpected problem or risk with the study need to be reported promptly to COMIRB.  Other occurrences or updates can be reported to COMIRB at the time of Continuing Review.
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