CcIRB - UNMC Process

Note: When requesting cIRB review, study teams must satisfy the requirements of each
IRB and the funding agency or sponsor (as applicable), prior to initiating the research.

UNMC cIRB Initial Review Process
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* Protocol or grant documents
* e.g., full IRB application from external IRB
* Template consent document(s)
* Subject-facing materials
* [nstitutional requirement documentation
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* Reviewed for cIRB exclusions, local context issues, UNMC institutional
requirements
* Summary letter with outstanding items sentto Pl

* Reliance negotiation begins
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* When the cIRB application requires no further revision, the status will
be set to "Pending Institutional Requirements," or PIR

* Pl submits point-by-point response letter

* Institutional requirement documentation is uploaded to RSS as it
becomes available
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* When all items have been addressed, the UNMC IRB will:
* send an acceptance letter
* set the study to "Active" status in R55
* send an internal activation notification email

External cIRB Process

e Contact your external cIRB representative for details. Each IRB operates differently.
¢ IRB approval is needed prior to initiating research


https://guides.unmc.edu/uploads/images/gallery/2024-08/8ODP07bDyQa6SHPp-cirb_review_process.png

Funding Agency/ Sponsor Process

¢ Contact your funding agency/sponsor representative for details. Each group operates
differently.
¢ Funding agency/sponsor approval is needed prior to initiating research

Post-acceptance Study Activities

In general, the external IRB of record will be responsible for reviewing most study activities. In
some cases, these may also need to be submitted to the UNMC IRB.

Things to submit to the external cIRB:

¢ Amendments

Continuing Reviews
Single-subject Deviation Requests
Short-form Requests

Incident Reports

Adverse Event Reports

Study Completion Reports

Note: In most cases, submit to the external IRB. If determined to be necessary, the
external cIRB will notify the UNMC IRB directly or request the study team notify the
UNMC IRB.

Things to submit to the UNMC IRB:

¢ New or modified Conflicts of Interest, management plans or additional external cIRB
requirements

Copies of reports made to OHRP and/or FDA

Copies of Incident Reports submitted to the cIRB

Copies of Internal Adverse Event Reports submitted to the cIRB

Personnel Changes



Note: personnel are NOT permitted to work on a study until UNMC IRB approval is
received.

¢ Annual Status Update via Demographic Recruiting Numbers Form
e Study Closure Notifications

Note: Send a notification in the message portal, indicating the study is now closed.
Upload applicable documentation.
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