New Online Application – SMART IRB Agreement (UCI is the Relying Site - LOA)
*Create new application online by logging in using your UCInetID.  Note: Fill out all sections of the application – below are key sections specifically related to the Reliance registration process.  
1. Section 1. Enter Title of Study as it appears on the IRB Approval Letter from the IRB of Record.

2. Section 2. Enter Level of Review as determined by Reviewing IRB

3. Section 6. IRB of Record – Select the following:

a. Sub-section A. Yes, UCI will Rely on Another non-UCI IRB
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b. Sub-section B. Identify the sIRB collaboration – Select “Single Study IRB Agreements” and indicate the Reviewing IRB.  Confirm SMART IRB is being used by selecting ‘Yes.’
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4. Section 16. Upload Files – 

a. Upload a copy of all Reviewing IRB’s study documents, if applicable:
i. IRB Approval Letter, with active approval dates
ii. Protocol Narrative
iii. Consent / Assent form(s)
iv. Recruitment materials
v. Questionnaires/surveys/measures, etc
vi. Data Abstraction Sheet
vii. SMART IRB Letter of Acknowledgement 

b. UCI Specific Documents
i. Upload Appendix R (sIRB / Reliance) – Note: Section B. Study Team Members (Please list only UCI affiliated study team members)   
ii. Upload Appendix T (Waiver of HIPAA Authorization), if accessing medical records
iii. [bookmark: _GoBack]HIPAA Research Authorization Form, if applicable
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A. Will this protocol be reviewed under a sIRB process?

O a. No, there is no reliance involved. UCI serves as the IRB of record.
O b. Ygé, UCI will be the reviewing IRB. Other sites will rely on UCI. Appendix R required

® c. Yes, UCI will rely on another non UCI IRB. Appendix R required
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B. Identify the sIRB collaboration and the relying institution(s), when applicable.

o Children’s Hospital Orange County (CHOC), MemorialCare Health System (MHS), and UC Irvine (UCI) - CMU
IRB Reliance

The CMU IRB Reliance is for collaborative research conducted across CHOC, MHS, UCI and their associated sites.
O National Cancer Institute Central Institutional Review Board (NCI CIRB)

The NCI Adult CIRB - Late Phase Emphasis reviews Phase III Cooperative Group studies from ACOSOG, GOG, NSABP,
RTOG, and SWOG.

O University of California (UC) IRB Reliance

The UC IRB Reliance is for collaborative research conducted across UC campuses
O Independent IRBs

UCI has established IRB Agr
clinical research where th,
Record for the study.

O single Study IRB Agreements 3

Where a protocol specific IRB Authorizati

ents with several independent IRBs for industry-authored, multi-site clinical trials and
ponsor or Clinical Research Organization has chosen the independent IRB as the IRB of

Agreement will need to be established with the another entity:
Specify the IRB of Record:
i

ii. Is SMART IRB being used? © Yes No

Specify the name of the institution that will rely on UCI IRB:
i

ii. Is this a participating institution under SMART IRB ?
Yes No




