Creating initial review submissions for non-MCC OU protocols

Background:
Around 2024, an OnCore upgrade caused ePRMS to restrict submissions only to protocols using the

Masonic Cancer Center Organizational Unit (MCC OU).
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Protocols using non-MCC OUs are almost universally those which use the CTSI numbering convention for
their primary Protocol No. assignment (DEPTID-YYYY-###t#).

There are two implications from this change:
e Non-MCC OU protocols must use a “work-around” method to create initial review submissions in
ePRMS.
e Pl Signoff will not populate in the review entry created using this work-around. Pls should send
an email indicating their endorsement of the initial review submission in lieu of completing PI

Signoff.

1. There must be an existing protocol entry in OnCore. Study teams requiring assistance should
contact OnCore Enterprise <oncore@umn.edu> and ask to use their study entry service.
a. Inthe PC Console, confirm that the field “SRC Review Required” is answered “Yes.”
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2. Go to the Submission Console in ePRMS. In the left-side column, click on “Change Review” under
the Create Submission menu item. This will initiate a screen showing “Create Change



3.

Submission” at the top, but the Review Type field should be populated as “Initial Review - Full.”
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Enter the protocol number (CPRC number will not yet have been assigned—use the number in

the Protocol No. field) in the “Protocol No.” box and click on the magnifying glass icon.

a. A pop-up window will populate. Click on the hyperlink to the protocol entry.
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b. Click the “Create Submission” button.
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4. You have now created a submission that can be used for the initial review submission. Note that

the descriptive name at the top of the screen reads “Change Review” while the Review Type is




listed as “Initial Review - Full.”
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a. Scroll to the bottom of the page and click the “Update” button. Upload your submission
documents (refer to the applicable CPRC initial review application for information about
required documents) at the bottom of this submission screen.

b. Complete the Competing Protocols section to indicate if there are other active protocols
for the same study population.

c. When all required documentation is uploaded, click “Send.”



