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https://forms.office.com/Pages/ResponsePage.aspx?id=XOYJ9QuOLUeycG7Um4Mp3b-fEcLQk9RFlw9G2BbiUadUMU9QREE4SkxGTEtNNU1GREdPUVBQRk9aWS4u

Review of Previous Items

HRH - CU Medicine Clinic Added

* HRH — CU Medicine will be visible in the PC Console’s Institutions tab if applicable for a
study (it occurs at CU Medicine clinics at UCHealth Highlands Ranch Hospital).

Proposal: Health Affairs OTA Notice — updated

- Will review in proposal section; Finance Specialist & Affiliate Finance Specialist were added
to OTA notice.

Proposal: Subject Deviation Notice —updated
- Will review in proposal section; Regulatory Coordinators now included in default notice.

Proposal: Protocol Versioning in Footnote Process not updated
- We did not receive many votes and the ones we did receive were split.
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Proposal: Updated Health Affairs OTA Notice

- Add Finance Specialist as an additional recipient to default Open to Accrual Notice

* This would only be for protocols in the Health Affairs library. These protocols utilize UCH or CU or BDC
but are not required to be in the Oncology library (cancer studies).

 The only library that does not have Finance Specialist listed for OTA is the CHCO library. If CHCO
would like this updated, please submit a change request form.

* This change went into effect 8/23/2023 after receiving mostly positive study team votes.

* IMPACT

Anyone listed as a Finance Specialist or Affiliate Finance Specialist in the staff tab for the specific
protocol will receive a notification when the Protocol Status is changed to Open to Accrual. Study
teams would not need to customize the notification to add these personnel.

* Receiving this notification would indicate to the Finance Specialist that they can invoice the
startup/initial fees out of OnCore.

* Any notifications that are already customized would not be affected by this update.



https://forms.office.com/Pages/ResponsePage.aspx?id=XOYJ9QuOLUeycG7Um4Mp3b-fEcLQk9RFlw9G2BbiUadUMU9QREE4SkxGTEtNNU1GREdPUVBQRk9aWS4u

Proposal: Updated Subject Deviation Notice

- Add Regulatory Coordinator to Default Subject Deviation Notice

* This was updated in HA and Onc libraries only. CHCO was not part of discussion when this
was originally discussed and voted on, so their default notification has not been affected. If

CHCO would like this applied to their Iibrary as well, please submit to please submit a
change request form.

- This change went into effect 8/23/2023 after receiving mostly positive study team votes.

- IMPACT

- Now Regulatory Coordinators do not need to manually notified by their CRMs or
coordinators when a subject deviation occurred in order to facilitate faster reporting.

* For HA library, those notified are: CRM, Affiliate CRM, Regulatory Coordinator
* For Onc library, those notified are: CRM, CRC, Study Monitor, Regulatory Coordinator


https://forms.office.com/Pages/ResponsePage.aspx?id=XOYJ9QuOLUeycG7Um4Mp3b-fEcLQk9RFlw9G2BbiUadUMU9QREE4SkxGTEtNNU1GREdPUVBQRk9aWS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=XOYJ9QuOLUeycG7Um4Mp3b-fEcLQk9RFlw9G2BbiUadUMU9QREE4SkxGTEtNNU1GREdPUVBQRk9aWS4u

Changes: Update to CHCO Site

- CHANGES
* CHCO Research Non-Patient site added for CHCO

* This went into effect 8/3/23

- IMPACT

* This site was added for CHCO to use when patients are enrolled but there is no reason to
create a patient record (such as parent surveys)



Change: Renamed Research Imaging Center site

- CHANGES
 CT-RIC renamed to CU-RIC for accuracy

* This went into effect 8/23/23

- IMPACT
* This site will be visible when indicated under CU Anschutz Free Standing Clinic



Changes: Added UCHealth Reference Lab

- CHANGES
« UCHealth Reference Lab added as an institution.

* This went into effect 8/14/23

- IMPACT
- UCHealth will manage addition of this site at the time of coverage analysis.

* This will assist with reporting for billing compliance and overall study
management/activation at UCHealth.

- This institution will not have a study site.
- Subjects will not be registered to this institution.



Changes: SOM-Medicine Dept Removed

- CHANGES
- SOM-Medicine Department removed from options to select.

* This went into effect 8/15/23
* IMPACT

* This will facilitate more accurate reporting of the department conducting the research and
should match the department in which the Pl has a faculty appointment.



Changes: Update to Protocol Shell Notification

- CHANGES

* When a protocol shell is built in OnCore, those listed in the submitter and additional
submitter fields will be notified.

* The notification will include instructions on how to update and maintain the staff tab in
OnCore.

- IMPACT
* Once the shell is built, Regulatory coordinators and CRMs may
* update the staff tab
* enter the Initial IRB approval
* begin PC Console required signoff actions



Reminders and FYls —Oncore User Agreement

* Please read the UCD APS 6001 - Providing and Using Information Technology policy
document and sign the updated OnCore User Agreement at this link as soon as
possible.

* All active OnCore users must complete the OnCore Updated User Agreement by
9/26/2023.


https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.communications.cu.edu%2F%3Fqs%3D979997fd570d78b6040cac4d2a815110382a9a89d85d62b74e473af9829867fde38b7a100c321451d4d054365e9d8c0db950d37463bff2af51231b3d055b98a9&data=05%7C01%7Cmercedes.zirbes%40cuanschutz.edu%7C19aae2e284f644173cb108db8dfe12bd%7C563337caa517421aaae01aa5b414fd7f%7C0%7C0%7C638259894986366415%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=1pqRhEGdizVvbMsshDAdEqT8fBiMzk%2BcWghcjW4tlfQ%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.communications.cu.edu%2F%3Fqs%3D979997fd570d78b6040cac4d2a815110382a9a89d85d62b74e473af9829867fde38b7a100c321451d4d054365e9d8c0db950d37463bff2af51231b3d055b98a9&data=05%7C01%7Cmercedes.zirbes%40cuanschutz.edu%7C19aae2e284f644173cb108db8dfe12bd%7C563337caa517421aaae01aa5b414fd7f%7C0%7C0%7C638259894986366415%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=1pqRhEGdizVvbMsshDAdEqT8fBiMzk%2BcWghcjW4tlfQ%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.communications.cu.edu%2F%3Fqs%3D979997fd570d78b6f0ef02d4d036e4ab7b5560b260821f38a8b36dd781de324fd7760cc04d5804a72c939bd9b27a77d4c46cddfa42d32757507a9d8fecc42019&data=05%7C01%7Cmercedes.zirbes%40cuanschutz.edu%7C19aae2e284f644173cb108db8dfe12bd%7C563337caa517421aaae01aa5b414fd7f%7C0%7C0%7C638259894986366415%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=irJRRO%2FnM%2BA7x9JXH1aIxi72JRqoXb%2BBrUFDsg7dMs4%3D&reserved=0

Questions?
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