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Central IRB (cIRB) Research
The following document will guide you on the Organization’s requirements for the UNMC IRB to cede review to an external IRB. Click here to review the full UNMC HRPP Policy 1.4.


General Considerations:
Research may not start until approval is issued by both:
1) The UNMC ORA, and
2) The external IRB of record

Ceding IRB Review to an external IRB is NOT permitted for:
1) Clinical trials initiated by a UNMC investigator
2) Use of a Humanitarian Use Device (HUD)
3) Emergency research 
4) Research involving the use of vaccines developed/manipulated at UNMC/NM
5) Research involving gene transfer
6) Emergency use of a test article
7) Research involving prisoners
8) Research involving fetal tissues or HESCs


Procedures:
Submission:
1. Complete and submit a cIRB application in RSS
2. Upload supporting documents as part of the submission. 
· These documents may include (as appropriate): 
· protocol (or full IRB application from external IRB) 
· Consent Templates (WITH required institutional language inserted) 
· Reliance documents from the IRB of record
NOTE: UNMC IRB has a master reliance agreement in place with Advarra, WCG, and NCI, therefore a separate reliance agreement is not necessary
· Examples of other items might include:
· Investigator Brochure 
· grant documents 
· subject-facing materials  
· recruitment materials  
· institutional requirement documentation 
3. Submit/apply to the external IRB. Work with your collaborators at the IRB of record to meet the external IRB’s requirements.

Review:
1) The focus of the UNMC ORA review of the cIRB application is to ensure UNMC HRPP requirements (local context) and institutional requirements are satisfied.
2) The study team will receive notification of the ORA’s determination via email
a. In response to a conditional acceptance letter:
i. revise the application and consent forms as requested; 
ii. upload a point-by-point response letter; and 
iii. resubmit for re-review
b. When no further revisions are required to the application/consent form(s), but there are outstanding institutional requirements, the status will be set to “Pending Institutional Requirements (PIR)”. Upload documentation or notify the analysts as each institutional requirement is satisfied. 
3) Once all conditions and institutional requirements are satisfied, the UNMC ORA will:
a. Send an acceptance letter via email
b. Set the study to “Active” in RSS

Study Maintenance:
Study teams are responsible for meeting the requirements of both the external reviewing IRB and the UNMC HRPP throughout the lifetime of the study. Please work with the external IRB to determine their requirements. Things to submit to the UNMC IRB: 
· A change request should be submitted for the following:
· New or modified Conflicts of Interests (COI), management plans	Comment by DeHaai, Kristi A: Do we need to group these things - Submit a change request for... Upload documents for these situations?
· New or modified recruitment and educational materials
· New or modified informed consent forms (ICFs) 
· Personnel Changes (NOTE: personnel are not permitted to work on a study until UNMC IRB approval is received) 
· The following should be uploaded to RSS but no change request is required:
· Copies of reports made to OHRP and/or the FDA 
· Copies of Incident Reports submitted to the IRB of record and their determination 
· Only if serious or continuing or an Unanticipated Problem (UP) 
· Copies of Internal AE reports submitted to the IRB of record and their determination 
· If the Internal AE meets reporting requirements per HRPP Policy 8.1, submit an AE form in RSS 
· Annual Status Update via Demographic Recruiting Numbers Form 	Comment by DeHaai, Kristi A: Should we mention that a notification is sent via email when this is due?
· NOTE: notification will be sent via email when this is due
· Study Closure Notifications (sent via RSS message portal) 
· Short Form Requests (if applicable)
· NOTE: review UNMC HRPP Policy 5.5 on use of a Short Form Consent Document
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