Clinical Trials approval process University ©P
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LCMC Health

Kuali application must include:

— Complete the LSU IRB 1. Citation of University Medical Center as clinical site for study
8— submission in Kuali 2. Completed Research Review Committee (RRC) application
- (Principal Investigator or .
N designee) 3. All study protocol documents (regardless of IRB requirements)
4. LCMC Health Report Request form (Empire form) if applicable
Provide the following documents for all studies other than chart review/Ql
. . 1. A completed MCA, approved and signed by the PI
‘;_ Email the requred documents to . Draft budget (including CPT codes) using University Medical Center's
o UMC-SponsoredProjects@lcmchealth.org shared research discount rate
it
(%) . Draft CTA/DUA after an initial review by LSUHSC legal department
Messages that may appear in Kuali
University Medical Center 1. PENDING- Awaiting ancillary review prior to IRB review
™M Office of Research reviews ) 2. NOT APPROVED YET — Documents missing; refer to comment in ancillary
% study in Kuali review for information
s 3. APPROVED - Conditionally approved pending IRB approval
University Medical Center Reviews
g_ * LSUIRB approval I
(] * Fully executed three party contract and
7] a subcontract as required for the study”

* The fully executed contract and subcontract must be received by University Medical Center with a copy Last updated: 07/21/2021
sent to UMCOfficeofResearch@lcmchealth.org
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