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Seton Clinical Research Steering Committee (CRSC) Submission Form
	

	Instructions: Please follow the instructions listed below. Failure to complete any of the steps before submission could result in delays of CRSC review/approval of your study. 

	
Step 1:  Contact the Seton Office of Research Administration (ORA) while in the planning stages of your research study or clinical trial. Consultation is particularly important prior to engaging in budget and contract negotiations.  Pricing for all research services must be requested AND approved through the Seton Office of Research Administration (ORA). All research related contracts must be routed through the ORA prior to negotiations/execution. 

Step 2:  Review your protocol for the resources needed and potential departments that will be impacted by your study. Any study which will require Seton resources (staff, equipment, facilities, or services) including patient data extracted from Seton owned/managed data warehouses/databases/registries, etc. should be indicated on this form. If your study will involve resources or departments other than your own please contact the ORA to begin the study feasibility process.  

Step 3:  Complete the following checklist and form. Your study will NOT be processed for review until all required materials have been submitted. 

Please Submit In-Person at the Following Address:
Seton Office of Research Administration
Clinical Education Center
1400 North IH-35, C2.230
Austin, TX 78701
Phone: 512-324-7991
Submission Checklist: 

Please include two copies of each. Required for ALL submissions:
[bookmark: Check131]1. |_| Completed CRSC Submission Form
[bookmark: Check132]2. |_| Protocol or Description of the Study
[bookmark: Check170][bookmark: Check206]3. |_| Study Budget                                             |_| N/A
[bookmark: Check204][bookmark: Check179]4. |_| Signed/Dated CV for Investigators           |_| Investigator CV’s submitted as part of Seton Institutional Review Board Application

Please check appropriate box for each line: 
[bookmark: Check172][bookmark: Check138] 5. |_| CITI Certificate for all Study Personnel         |_| N/A – Submitted as part of Seton Institutional Review Board Application
[bookmark: Check173][bookmark: Check140] 6. |_| IRB Approval (Only for non SIRB studies)   |_| N/A – Reviewed by Seton Institutional Review Board
[bookmark: Check174][bookmark: Check142] 7. |_| Informed Consent/Assent                               |_| Waiver of Consent                              |_| HIPAA Waiver
[bookmark: Check175][bookmark: Check169] 8. |_| Research  Authorization Form                        |_| N/A 
[bookmark: Check176][bookmark: Check146][bookmark: Check148][bookmark: Check205][bookmark: Text194] 9. |_| Sponsor/Collaborator Contract Template       |_| Need Contract to be Drafted                |_| N/A                      |_| Other      

Please check all that apply
[bookmark: Check177][bookmark: Check189][bookmark: Check203] |_| Investigator Brochure/Product Brochure             |_| FDA Documentation (e.g., 1572, FDA IDE Approval Letter, etc.)     |_| Medicare Part A Approval Letter   
[bookmark: Check150] |_| *Study Feasibility Department Worksheet(s)      |_| IATA Certificate (ONLY for research staff shipping specimens)       |_| Study Drug Score Sheet (Drug Studies only)
 |_| Data Collection sheets/Questionnaires etc.          |_| Recruitment Material 

*Varies by study. Please consult with ORA during the planning stages of your study to review what activities will result in a study feasibility department worksheet.



	

	I. Seton Sites Involved: Please check all that apply and note number of subjects/records that will be enrolled at each site

	
[bookmark: Check153][bookmark: Text83][bookmark: Check159][bookmark: Text89]|_| Seton Family of Hospitals Network                       Number of Subjects/Records               |_| Seton Northwest Hospital                          Number of Subjects/Records
[bookmark: Check151][bookmark: Text81][bookmark: Check160][bookmark: Text90]|_| University Medical Center at Brackenridge           Number of Subjects/Records               |_| Seton Medical Center Williamson             Number of Subjects/Records
[bookmark: Check152][bookmark: Text82][bookmark: Check161][bookmark: Text91]|_| Seton Medical Center Austin                                  Number of Subjects/Records               |_| Seton Medical Center Hays                       Number of Subjects/Records
[bookmark: Check154][bookmark: Text84][bookmark: Check162][bookmark: Text92]|_| Dell Children’s Medical Center                              Number of Subjects/Records               |_| Seton Shoal Creek Hospital                      Number of Subjects/Records
[bookmark: Check155][bookmark: Text85][bookmark: Check163][bookmark: Text93]|_| Seton Highland Lakes Hospital                              Number of Subjects/Records               |_| Central Texas Rehabilitation                     Number of Subjects/Records 
[bookmark: Check156][bookmark: Text86][bookmark: Check164][bookmark: Text94][bookmark: Text95]|_| Seton Southwest Hospital                                       Number of Subjects/Records               |_| List Other Seton Clinics:                      Number of Subjects/Records
[bookmark: Check157][bookmark: Text87][bookmark: Check165][bookmark: Text96][bookmark: Text97]|_| Seton Edgar B. Davis Hospital                               Number of Subjects/Records               |_| Other Seton Outpatient:                       Number of Subjects/Records
[bookmark: Check158][bookmark: Text88][bookmark: Check166][bookmark: Text98][bookmark: Text99]|_| Cedar Park Regional Medical Center                     Number of Subjects/Records               |_| Other Seton Non-Clinics:                     Number of Subjects/Records
[bookmark: Check190][bookmark: Text109][bookmark: Text114]                                                                                                                                                        |_| Other:                                                   Number of Subjects/Records
[bookmark: Text100]TOTAL Number of Patients/Records:      
[bookmark: Text101]Duration of Study (indicate in days, weeks, months, and/or years):      
[bookmark: Text102]Duration of each Subject’s Participation (indicate in days, weeks, months, and/or years):      



	

	II. DEMOGRAPHIC INFORMATION 

	[bookmark: Text1]Title Research/Project:       

	|_| SIRB Approval Pending         |_| SIRB Approved
|_| UT Austin IRB Approved      |_| UTSW IRB Approved
[bookmark: Text7]IRB #                                       |_| AMIRB Approved             

	[bookmark: Text2]Principal Investigator (Name, Credentials, and Address):      
	
[bookmark: Text8][bookmark: Text69]Phone:                          Fax:      

[bookmark: Text9][bookmark: Text66]Pager:                           Email:       

	[bookmark: Text4]Research Coordinator (Name, Credentials, and Address):       
	
[bookmark: Text12][bookmark: Text14]Phone:                           Fax:       

[bookmark: Text13]Pager:                            Email:               


	[bookmark: Text5]Sponsor / Funding Source (Name, Contact Person (e.g. Sponsor Contract Office or Project Manager), Address, and Phone):       


	Study Personnel (Please include ALL members of your study team):   If additional space needed, please attach Additional Study Personnel Worksheet

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

[bookmark: OLE_LINK1]Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       

Name:                                 Credentials:                      Affiliation:                                                                            Phone:                                      Email:       




	

	III.  LOCATION OF SUBJECTS   (recruitment  through  follow-up)                                                                                                       |_|  N/A
	
If study involves only medical record review-  skip to section IV                 
If requesting data only – skip to section V


	Please describe the method and location for each phase of study activities. For the treatment and follow-up phases, please also indicate the number of visits planned for each subject and who will be responsible for completing the Study Activities described. If the activity requires a “research only” visit, there will be charges for the visits. Please contact the Office of Research Administration for pricing. 
 

	PHASE OF STUDY ACTIVITY
	METHOD (This should include a description of how each phase will be implemented and completed):
	LOCATION: inpatient units, same-day surgery, outpatient clinics (please name)
	WHO: List individuals or groups that will be responsible for completing each phase (e.g., research team, clinical staff, etc. Can be multiple groups or individuals)                

	RECRUITMENT
	     

	[bookmark: Text103]     
	[bookmark: Text110]     

	ENROLLMENT
	     

	[bookmark: Text104]     
	[bookmark: Text111]     

	TREATMENT
	     

	[bookmark: Text105]     
	[bookmark: Text112]     

	FOLLOW-UP
	     

	[bookmark: Text106]     
	[bookmark: Text113]     




	

	IV.  MEDICAL RECORDS (HIM)                                                                                                                                             |_|   N/A                                                        
*For external research groups or for Seton researchers requiring 25 or more paper records, please consult the Office of Research Administration for pricing.  

	Reason for record request
	Total number of records needed                                   
	Frequency  (how often will record be requested)
	Total number of record pulls 
	Type of Records Requested

	Records pulled for proposal development
	     

	     
	     
	[bookmark: Check191][bookmark: Check192][bookmark: Check195]|_| Electronic |_| Paper |_| Both

	Records pulled for recruitment
	     

	     
	     
	[bookmark: Check193][bookmark: Check194][bookmark: Check196]|_| Electronic |_| Paper |_| Both

	Records pulled for data extraction
	     

	     
	     
	[bookmark: Check197][bookmark: Check198][bookmark: Check199]|_| Electronic |_| Paper |_| Both

	Records pulled for sponsor audit       
	     

	     
	     
	[bookmark: Check200][bookmark: Check201][bookmark: Check202]|_| Electronic |_| Paper  |_| Both

	                                                                                                TOTAL Number of Records to be Pulled
	[bookmark: Text108]     

	For studies that will be audited by an external group (e.g. sponsor monitor), please list the location where auditing will take place:                                                                                                 

	Additional Comments:      








	

	V.  AUTOMATED DATABASES  & ELECTRONIC DATA                                                                                                                          |_|  N/A 

	 Name of institutional or departmental database: (e.g., DSS): 

	                


	   Reason for data request        |_| Research Proposal/Program Development            |_| Data Sharing
[bookmark: Text49]                                                |_|  Other – Please explain:             

	Please complete this section ONLY for studies requiring NEW software/hardware that will go through portal on Seton network. Please contact the CRSC Coordinator if you have any questions about completing this section. 

[bookmark: Check118][bookmark: Check119][bookmark: Text70]Does this study involve software or hardware? |_| Yes  |_| No            If Yes, please explain.      

[bookmark: Check120][bookmark: Check121]Does this study involve data sharing or data transfer?  |_| Yes  |_| No          

If Yes
· [bookmark: Text71]Define Frequency of data transfer.      

· [bookmark: Text72]Define Method of data transfer.      

· [bookmark: Text73]Define Security of data transfer.      






	

	VI.  PHARMACY                                                                                                                                                                                                          |_| N/A
*All studies involving Pharmacy will need to complete a Study Drug Score Sheet. Please contact the ORA for more information. If you need additional space, please complete and attach the document titled – “Pharmacy – drug list”                                                                                                                                                                                         

	Drug Name
	IND 
	Dose
	Frequency
	Route
	Duration of Therapy 
	Where is drug to be administered? (e.g. name clinic, unit, etc) 
	Standard of
Care
	Research- related
 

	     
	[bookmark: Check183][bookmark: Check184]|_| yes  |_| N/A
	     
	     
	     
	     
	     
	|_|
	|_|

	     
	[bookmark: Check185][bookmark: Check186]|_| yes  |_| N/A
	     
	     
	     
	     
	     
	|_|
	|_|

	     
	[bookmark: Check187][bookmark: Check188]|_| yes  |_| N/A
	     
	     
	     
	     
	     
	|_|
	|_|

	[bookmark: Check83][bookmark: Check84]All drug studies will require coordination of dispensation by Network & Site Pharmacy.  Will the Pharmacy dispense investigational drugs(s)   |_|Yes    |_|No


	Please indicate the Tier level of this study:                                          |_| Tier I                    |_| Tier II                                     |_| Tier III 

	Investigational Drug Brochure has been provided to Pharmacy    |_|Yes    |_|No    If no, please explain        












	

	 VII.  IMAGING                                                                                                                                                                                                       |_|  N/A
List all radiographic procedures involved with this study & where the procedure will be performed. 
Interpretation fees are charged separately from procedure fees.         
Interpretation fees will need to be negotiated with Austin Radiological Associates.  If no interpretation is required, please note in proper column.    
 If you need additional space, please download and attach the document titled “Imaging – Additional Procedures”                                 

	Procedure
	Total # per patient   
	Total # for 
all patients 
	# standard care
	# research only
	Performance site
	Name of Interpreter (if not requesting ARA interpretation) 


	     

	     
	     
	     
	     
	     
	     

	     

	     
	     
	     
	     
	     
	     

	     

	     
	     
	     
	     
	     
	     





	

	VIII. LABORATORY   List all laboratory tests included in study protocol individually (do not use profiles).                                                            |_|  N/A       
*If you need additional space, please download and attach the document titled “Laboratory – Additional Procedures”         

	Please list all Seton lab sites that will be used for this study:        


	Test/procedure
	Total # per patient    
	Total # for 
All patients 
	# standard care
	# research only
	CPT Code
	Collected by
	Processed by
	Lab involved in shipping?

	
	
	
	
	
	
	Research
staff
	hospital
lab
	sponsor
lab
	hospital
lab
	Yes
	No

	     
	     
	     
	     
	     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	     

	     
	     
	     
	     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	     

	     
	     
	     
	     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	     

	     
	     
	     
	     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	Please list any resources or special requests (i.e. turnaround time, training requirements, etc.)      






	

	IX.  CARDIOPULMONARY / BLOOD GASES                                                                                                                                                                           |_|  N/A

List all procedures individually and who will be responsible for interpretation.  All research-only procedures require the PI to make arrangements for interpretation. 
If you need additional space, please download and attach the document titled “Imaging – Additional Procedures”                                 


	Procedure
	Total # per patient
	Total # for all patients
	# standard care
	# research only
	Performance site


	Interpreter
(Name of PI or designate)

	     
	     
	     
	     
	     
	     
	     


	     
	     
	     
	     
	     
	     
	     


	     
	     
	     
	     
	     
	     
	     





	

	XA.  DEVICES/SUPPLIES: INVESTIGATIONAL                                                                                                                     |_|  N/A
If the study involves an investigational device, implantable, or disposable supply item, please describe below

	Name of Device/Supply
	Description
	Catalog or Manufacture #
	Buy Price
	Please Check all that Apply:
	Vendor (Name, Contact, Phone) 

	[bookmark: Text115]     

	[bookmark: Text121]     
	[bookmark: Text127]     
	[bookmark: Text151]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text145]     

	[bookmark: Text116]     

	[bookmark: Text122]     
	[bookmark: Text128]     
	[bookmark: Text164]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text146]     

	[bookmark: Text117]     

	[bookmark: Text123]     
	[bookmark: Text129]     
	[bookmark: Text165]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text147]     

	[bookmark: Text118]     

	[bookmark: Text124]     
	[bookmark: Text130]     
	[bookmark: Text166]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text148]     

	[bookmark: Text119]     

	[bookmark: Text125]     
	[bookmark: Text131]     
	[bookmark: Text167]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text149]     

	[bookmark: Text120]     

	[bookmark: Text126]     
	[bookmark: Text132]     
	[bookmark: Text168]     
	IDE #        510K#        HUD #       PMA #      
	[bookmark: Text150]     










	

	XB.  DEVICES/SUPPLIES: FDA-APPROVED/CONTROL                                                                                                                     |_|  N/A
If the study involves an FDA-approved/control, device, implantable, and/or disposable supply pertinent to the study, please describe below

	Name of Device/Supply
	Description
	Catalog or Manufacture #
	Buy Price
	Does Seton stock/use device/supply? 
	Vendor (Name, Contact, Phone)

	     
	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     

	     
	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     

	     

	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     

	     

	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     

	     

	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     

	     

	     
	     
	     
	|_| yes: Lawson #        |_| no: (PAT Approval required)
	     





	  

	XI. ADDITIONAL RESEARCH RESOURCES NOT LISTED:                                                                                 |_|  N/A 
Additional resources may include staff time (e.g. nursing, respiratory, etc.) required in order to support any procedures or assessments that are not standard of care. Please consult ORA for prices/study feasibility.                   
                        
Describe:                




          



 
	

	XII. Credentialing:  Any individual not employed by Seton coming in to assist in a research protocol with a physician needs to be credentialed through the Seton Medical Staff Services prior to participating in the study.  The ORA strongly encourages you to contact us if you have any questions about whether or not you need your staff to be credentialed. 
 
	
For information about research staff credentialing please contact:

	Seton Medical Staff Services
Monique Johnson
mmjohnson@seton.org
512-324-1111
	





	Please specify all patient related services each non-physician research staff member is credentialed to perform at the Seton site of the proposed research.

	Research Staff Member Name:
	Procedures Performed:
	Credentialing:

	[bookmark: Text170]     
	[bookmark: Text178]     
	[bookmark: Text186]     

	[bookmark: Text171]     
	[bookmark: Text179]     
	[bookmark: Text187]     

	[bookmark: Text172]     
	[bookmark: Text180]     
	[bookmark: Text188]     

	[bookmark: Text173]     
	[bookmark: Text181]     
	[bookmark: Text189]     

	[bookmark: Text174]     
	[bookmark: Text182]     
	[bookmark: Text190]     

	[bookmark: Text175]     
	[bookmark: Text183]     
	[bookmark: Text191]     

	[bookmark: Text176]     
	[bookmark: Text184]     
	[bookmark: Text192]     

	[bookmark: Text177]     
	[bookmark: Text185]     
	[bookmark: Text193]     




	

	PRINCIPAL INVESTIGATOR’S ASSURANCE:  During the research, if there are any changes in the information provided above (including a change of principal investigator), documentation of these changes must be submitted to the Seton Office of Research Administration (ORA) within 5 business days.  As Principal Investigator, I am responsible for ensuring the completion of a Seton Patient Load Form for every subject for whom billing services will be required prior to the services being rendered.  For patient safety, a copy of the signed consent will be placed in each subject’s medical record unless the study involves genetic research, the subject is a member of a protected population, or a Certificate of Confidentiality has been provided for the subjects.  




	Principal Investigator Signature:


	Date:

	Research Coordinator Signature:


	Date:








Page 7 of 8					Form Approved & Effective 07/01/11
image1.png
@Seton Family of Hospitals




