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0 On the IRB page, navigate to the Active tab, and select the approved study.

Dashboard | Agreements col “

In-Review Active New Information Reports External IRB

e Select Create Modification/CR.

Next Steps

Pninter Veersion

| Create Modification/CR |
Report New Information

e Select Continuing Review.

Modification / Continuing Review / Study Closure

* i his submission? @

Continuing Review

Modification / Update

Modification and Continuing Review



e Complete the Continuing Review Information.

Continuing Review / Study Closure Information

* Specify enrollment totals at this investigator's Sites: @ sesssssssssssssssmsssssssnsssnsssssssnsnsnsnsnsnnnnnnnnnns

* Specify enroliment totals at this investigator's sites since last continuing review:

* Specify enrollment totals study-wide: @

Research milestones: (sslsct sll that apphy) [7]

[0 Study is permanently closed to enrollment OR was never open for enroliment

[0 Al subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, ne subjects were enrolled)
[0 Collection of private identifiable information is complete OR not applicable (na subjects were enrolled)

0  Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)

[0 Remaining study activiies are limited o data analysis

0  Study remains active only for long-term follow-up of subjects

o Imponam! If the first four research milestones above are complete, the study will be clesed fo discontinue IRBE oversight.

Check the items that are true since the last IRB approval for all sites involved in the study: (initizl review or |2zt confinuing review)

a
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MO subjects experienced unexpected harm

Anticipated adverse events have NOT taken place with greater frequency or severity than expected
MO subjects withdrew from the study

MO unanificipated problems involving risks to subjects or others

MO complaints about the study

MO publications in the literature relevant to risks or potential benefits

terim findings

nulti-center trial reporis

MO data safety monitoring reports

MO regulatory actions that could affect safety and risk assessments

MO ether relevant information regarding this study, especially information about risks
In the opinion of the F, the risks and potential benefits are unchanged

All modifications to the protocol have been submitted to the IRE

All problems that require prompt reporting to the IRE have been submitted

Attach supporting documents: (include an explanation of each item l=ft unchecked above) @

+ ndd

o HEZNE o

7~ Submit

Need Help?

Enroliment Totals
Enroliment: Total number of participants consented
(including screen failures and withdrawals) or number
of medical records reviewed since the start of the
study.
At this investigator's sites: All sites at which the
sIRB Pl is responsible for the research, including all
research locations identified for the study. This does
not include participating sites under a separate site PI.
Study-wide: All sites everywhere that are conducting
this protocol, including participating sites.

Research Milestones

Read each option carefully because some of the options
contain two different statements. If either statement is
true, check the box.

Usually, the second statement in each option is intended
for studies that do not involve interventions or enroliment
of subjects, such as chart review and secondary data
analysis studies.

Attach Files for Continuing Review

Include the following information:

e Explanation of each item left unchecked above (e.g.
include protocol deviations and reasons for
withdrawals; upload DSMB reports, if applicable)

e Brief summary of research progress

e Sponsor's progress report or annual report, if available




