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Dear Investigator: 

Thank you for your interest in conducting research at Providence Sacred Heart Medical Center & Children’s Hospital (PSHMC) or Providence Holy Family Hospital (HFH).  Providence Medical Research Center (PMRC) provides support and oversight for research conducted at PSHMC & PHFH. 

In addition to receiving approval from the Institutional Review Board - Spokane (IRB-Spokane), each study must also meet PMRC requirements. Each study will be reviewed to ensure that the research conducted is within the scope of research allowed at PSHMC & PHFH and does not compete with other ongoing or pending studies.
These requirements must be fulfilled before you can initiate study enrollment. Personnel from PMRC will assist you to ensure all of the requirements are met. 

PMRC Requirements: 

· The following study documents must be submitted to PMRC for review prior to IRB-Spokane submission.  

1. Clinical Trial Agreement

2. IRB-Spokane Application

3. Informed Consent 

4. Financial Disclosures: Please complete the IRB-Spokane conflict of interest disclosure form if study has not provided a form.
5. Verification of CITI Training for all study personnel listed on IRB-Spokane application.

6. Protocol

7.  Identification of hospital departments (e.g. nursing unit, pharmacy, laboratory services) assisting in the study and plans for educational in-services of participating departments. Copies of in-service material and copies of sign-in sheets are to be forwarded to PMRC as they occur. 

· Completion of “Clinical Trial Information and Approval Form”  
· Completion of research personnel credentialing process. 

· Completion of Medicare submission and approval process for all device trials.
·  For more information on device trials : https://www.noridianmedicare.com/p-meda/coverage/ide.html 
· For device trial application: https://www.noridianmedicare.com/p-meda/forms/mr_forms/FDA_Approved_IDE_nonMAC.pdf
Fees 

Study related charges and institutional fees collected by PMRC are used to offset the cost of conducting research at PSHMC. 

Sponsored protocols forwarded to PMRC will be subject to the following fees: 

· Hospital Institutional Administrative Fee: $2,500 

· Investigational Drug/Pharmacy Set up Fee: $2,000 (there may be additional per patient dispensing fees required)
· Investigational Device Storage/Dispensing Fee: Negotiated 

Clinical Trials Registry 

PMRC requires that each patient enrolled in a clinical trial be registered in the hospital Clinical Trials Registry. The registry should be completed within 12 hours of the patient’s enrollment. The registry can be accessed from this link. https://www.inhs.org/ssl/shmc_trials/
Contact 
Please feel free to contact our office if you have questions regarding these requirements. 
(509) 474-4345 or researchinfo@providence.org
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