PAGE  
4

[image: image1.jpg]Saint Louis
University Hospital £




RESEARCH COMPLIANCE APPLICATION FORM

GENERAL INFORMATION: All research must be approved (or have a waiver) by the Saint Louis University IRB.   Use this form when submitting a protocol to Saint Louis University Hospital for any research that includes SLU Hospital patients, personnel, medical records and/or facilities.   All research (protocols) must receive written approval from the Executive Office before initiation.  To submit a research application, send the completed form with all applicable documents to (see yellow highlighted instructions on page 3 below):

Amy Parker, Research Compliance Officer

Saint Louis University Hospital, Executive Office

West Pavilion Building

3655 Vista, suite 100

   If you have questions or require assistance in submitting your protocol for approval to SLU Hospital, please contact   

   Amy Parker at (314) 577-8113, or via email at:  amy1.parker@tenethealth.com.

	PROJECT/STUDY INFORMATION



	SLU IRB Protocol Number:


	Date of Protocol Submission to the IRB:


	8-digit Clinical Trials Number*:

*Please provide this number only if you have registered your study on www.clinicaltrials.gov
	

	Protocol Title:


	INVESTIGATOR INFORMATION



	Name/Title:                                                                 ( Faculty   (  Resident   (  Hosp Employee     (  Fellow
                                                                                   (  Student (discipline):                                               (  Other:  

	Position Title:
	Department:



	Employer:             (  Hospital     (  University  (  Other:  

	Mailing Address:



	City:
	State: 
	Zip Code:

	Phone:  


	Fax:


	Pager:



	Email:



	Co-Investigators:


	STUDY COORDINATOR/RESEARCH NURSE



	All individuals participating in research, who are involved in any aspect of patient care at Saint Louis University Hospital, must be credentialed by the hospital to provide care.

	Name:


	Title:



	Mailing Address:



	City:  


	State:  


	Zip Code:



	Phone:


	Fax:
	Pager:



	Email:



	Currently credentialed by SLU Hospital to provide care?:   (  Yes   (  No           Date credentialed:

	In addition to Study Coordinator, will there be any other non-physician practitioners involved in this research project and providing any care to SLU Hospital patients?                

                                                                                             (  Yes   (  No


	If yes, please identify below and indicate if they are credentialed to practice at SLU Hospital:

Name/Title

Are they credentialed?

Date Credentialed:

(  Yes   (  No
(  Yes   (  No
(  Yes   (  No
 

	HOSPITAL LOCATION (check all that apply):


	     (    Hospital Inpatient department


	Specific Department(s) list all involved departments:



	     (    Hospital Outpatient department
	Specific Department(s) list all involved departments:



	    (    Other

	Specific Department(s) list all involved departments:



	STUDY INFORMATION  AND IMPLEMENTATION PLAN:



	Proposed SLU Hospital Patient Sample Size:


	Dates of Study (include date to begin and anticipated length):


	Identify all Hospital Services to be utilized:


	             (  Pharmacy Service
	         (  Pathology/Laboratory Services

	             (  Radiology Service
	         (  Nursing Service

	             (  Nuclear Medicine Service
	         (  Health Information Mgmt. (Chart Review)

	             (  Information Technology (IT)
	         (  Endoscopy

	             (  Cardiology Services
	         (  Other (specify):

	Hospital Staff Plan:

	Please identify all study procedures to be performed by SLU Hospital staff: (examples would included medication administration, education etc)

· Medication Administration                          (  Other, please specify:
· Monitoring & Assessment
· Phlebotomy


	If SLU Hospital staff education is required in order to carry out the study, please describe (or attach) the education plan to be provided by PI, Study Coordinator or sponsor:



	Research/Project Specifics:

	Does this project involve the use of device?                                     (  Yes   (  No      

If Yes, please check all that apply for both A and B:

           A:  FDA information:                                                               B:  Device information                

(   FDA approved for population and indication                                        (  Provided by Sponsor at no charge

                (   Off label use (FDA approved)                                                              (  Purchased by Hospital
                (   IDE – Category B  (  IDE – Category A  (  N/A                              (   Other, specify:                

	Does this project involve investigational use of a pharmaceutical?   (  Yes    (  No      

If yes, please check all that apply for both A and B:

           A:  FDA information:                                                             B:  Drug information:                

(  FDA approved for population and indication                                       (  Provided by Sponsor at no charge

(  Off label use (FDA approved)                                                             (   From Hospital Pharmacy
(  Investigational in population                                                                (   Other, specify:           
(  Investigational in indication     

	Does this project involve gene therapy?                                           (  Yes    (  No


	Does this project involve a surgical/invasive procedure?                  (  Yes    (  No     

If yes, does the investigator have SLU Hospital medical 

privileges to perform the procedure?                                                 (  Yes    (  No                                                                      

 


As noted above, ALL research must be approved by Saint Louis University Hospital administration prior to initiation.  The following is needed prior to initiation of hospital review of a research study and should be submitted as soon as possible or concurrent with submission to the IRB:
1) Submission of completed Research Compliance Application Form, along with a copy of the IRB application/ protocol and consent form.
2) Submission of the draft clinical trial agreement (for industry studies) or notice of grant award (for government studies). 
3) Treatment calendar or schedule of research events.

4) List of CPT codes.
Following receipt of the above documents, the SLUH Research Compliance Office (RCO) will initiate a review of the study and create a draft Medicare Coverage Analysis (MCA). A final MCA will be generated only after the IRB approved consent form and executed clinical trial agreement for the study have been submitted to the RCO.  PI will receive written notification of hospital approval of research activity.  Please see the SLUH Research Billing Policy for details.      
	PRINCIPAL INVESTIGATOR ATTESTATION and SIGNATURE



	I attest to the information contained herein and will abide by the requirements of Saint Louis University Hospital.

	
Principal Investigator Signature                                                                                          Date

                                                                                            


	HOSPITAL ONLY

	Above plan approved?  

                                                (   Yes                      (   No  (If no, please explain below)                   
Client Account :

Notes/Comments:   



	Senior Administrator


 Signature                                                                                                                                   Date
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