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	TGH Imaging Operational Review of Proposed Research Study



	The purpose of TGH Unit Operation Review of Proposed Study Worksheet is to assist study teams, TGH Units, TGH Departments, TGH nursing administration/leadership and the TGH Office of Clinical Research (OCR) in supporting the unit awareness of research conduct and determining the impact of a proposed study on the Unit’s resources. 

The TGH Unit Operational Review of Proposed Study Worksheet will be referred to as “Worksheet” throughout the document.

INSTRUCTIONS FOR STUDY TEAM SUBMITTER:

STEP 1: Identify the (up to three) most-impacted TGH Units or Departments (referred to as “Units” throughout the document) that will be impacted by the research study. Complete one worksheet for each identified Unit.
STEP 2: Complete Section 1: Study Information 
STEP 3: Complete Section 2: List the TGH Hospital Unit that will be impacted by the study and/or care of the patient and the Unit manager 
STEP 4: Complete one of the following two sections:
· Section 3: No Unit Support Needed. No nursing or ancillary support is required. All research procedures do not impact department operations or nursing care and is being done by the research staff (e.g. informed consent) and/or the procedures are standard of care (SOC). This Worksheet is being completed solely to make the Unit staff aware of the proposed research activities to be conducted on the Unit. 
· Section 4: Unit Support Needed. TGH Imagining  support is required or the Unit’s resources will be used.
STEP 5: Meet or have a phone conference with the identified Unit Nurse Manager and additional unit representatives as needed (e.g. Unit Nurse Educator; Department Manager) to review the study specifics.  Obtain signatures (Section 5) from the Unit Manager (if only Section 3 is completed, i.e. if no unit support or resource is needed) or from the Unit Nurse Manager and the Department Manager (if Section 4 is completed, i.e. unit support and resources are needed). 
The following documents must be provided at this meeting for inclusion in the review:
1. Protocol
2. Unit Operational Review of Proposed Study Worksheet
3. Investigator Brochure, if applicable
4. Instructions for Use, if applicable
5. TGH Drug Research Information Sheet (for all drug studies)
6. TGH Device Research Information Sheet (for all device studies)
STEP 6: Send the signed worksheet and the draft of the Nursing Administration Support Letter to research@TGH.org.






	Section 1: Study Information

	Full Study Title:
	

	Short Study Title:  
	

	Study Protocol Number:
	

	PI Name:
	

	Study Coordinator: 
	[bookmark: _GoBack]

	Submitter’s Name: 
	

	Submitter’s Email: 
	

	Study Summary:
	



	Section 2: Impacted TGH/USF/ Tower Unit 

	Radiology Unit Name:
	

	Unit Manager:
	

	Project Manager: 
	

	Unit Director:
	

	RAF/FIS Radiologist 
	

	Other Managers 
	



	Section 3: No Unit Support Needed |_| N/A 

	Research team, complete this section if: 
· No Radiology support is required 
· No unit resources are needed
· Research procedures conducted by research staff (such as informed consent) will not impact unit operations 
· All procedures are standard of care

	Provide a summary of the images 
considered research only:
Determination by Imagining or PI
	

	Provide a summary of the research images that are  SOC:  
	





	Section 4: Unit Support Needed |_| N/A
	
	
	

	Research team, complete this section if: 
· Imaging support is required 
· Unit resources are needed
· Research procedures conducted by research staff (such as informed consent) will impact unit operations 
· Deviations from standard of care procedures are requested.
       Radiology Groups
· Radiology Associates of Florida (RAF)      
· Florida Interventional Specialists (FIS) 


	
	
	

	Item:  Radiology Test Procedure
	Frequency
	SOC:
Y/N/ UNK
	Research only
Y/N 
	Location:
Tower, TGH, USF 
	RAF/FIS
	Requires PowerShare: 

Y/N

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	

	Projected Enrollment: 
	 
	
	
	

	Duration/Length of Study:   
	
	
	
	

	Test images required prior to study start up?
	|_| YES |_| NO
Comments:    
	
	
	

	Describe the education plan for the affected hospital units:
	
	
	
	

	 Is a unit representative needed to attend the Site Initiation Visit (SIV)?

	|_| YES |_| NO
If so, who will attend?
Date of site initiation visit (if known): 

	
	
	

	A. Imaging Manuals Provided for Review:

                    Protocol ☐
                    Radiology Manuel ☐
                    Digital Uploading and Query Management Manual    ☐
                    Test image and upload required: ☐
                    Other Radiology Documents: 

B. Provide all Imaging URLS/ Websites: (training, query management, image upload)  

        
C. Rate Sheet 




	
	
	



	Section 5: Unit Determination

	This section is to be completed by the Unit Nurse Manager or Unit Department Manager after working with the research study team to determine the feasibility of facilitating this study on the unit based on the impact on the unit’s operations.
· If the study is deemed feasible, check “Yes, feasible” and sign/date the form. The Unit Director’s approval is needed if Section 4 is completed. 
· If the study is deemed NOT feasible, check “No, not feasible”; enter the reason in the comment section; and sign/date the form.

	|_| Yes, feasible
|_| No, not feasible

	Comments

	Your signature on the form indicates the imaging requests are feasible.   
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	Role:
	Name (Print):
	Signature:
	Date:

	Radiologist
	
	
	

	Unit Manager

	
	
	

	Unit Project Lead
	
	
	

	Unit Director
	
	
	

	Other managers
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Rate Sheet.xlsx
Service Level Charges

		2021 Radiology/Imaging Analyst Fee Schedule

		Group		Study Criteria		Results Criteria		Fee

		Group 1		Basic questions regarding availability of data/resources, features, costs, appropriateness etc. of programs/tools for image analysis/processing and/or
program development		Recommendation from data analyst (written or oral).  No data provided.		No Charge

		Group 2 (up to 8 hours)		Basic image analysis, programming using primarily existing programs/tools on a limited dataset (< 50 images/cases or equivalent)		* No intensive data/image manipulation, calculations
* Minimal/no programming or development of new tools/programs
* Delivery of processed images/data
* Written description of techniques used suitable for use in a publication
methods/results section                                               * Powershare Images - Anonymization		$   800.00

		Group 3 (9-16 hours)		Moderately complex image analysis, programming using primarily existing programs/tools but  possibly requiring new development/programming on a medium sized dataset (50 - 250 images/cases or equivalent)		* Moderately intensive data/image manipulation, calculations
* Some programming or development of new tools/programs required, but mainly using existing
* Delivery of processed images/data Examples of Data manipulation/calculations:
* Written description of techniques used suitable for use in a publication methods/results section
*  Example:
"Image data pipeline construction" - setting up communications to trigger action when research subject comes through Radiology, retrieving & scrubbing data, transferring image data to investigator's lab/office, if needed convert to different formats required by project
software                                                                      * Powershare transfer and addiional layer of anonymization of up to 50 exams.		$   1,500.00

		Group 4 (17-40 hours)		Complex image analysis, programming using primarily newly developed programs/tools on a large (> 250 images/cases or equivalent)		* Intensive data/image manipulation, calculations
* Extensive programming or development of new tools/programs required
* Delivery of processed images/data Examples of Data manipulation/calculations:
* Written description of techniques used suitable for use in a publication
methods/results section		$   3,000.00

		Group 5 (>40 hours)		Any Data set requirement that exceeds 40h estimate of work may be considered as a Project.				$3500.00 +

		*Service use requirements
1) Projects must include an investigator from the Department of Radiology                                                                                2) Projects from non-radiology/imaging investigators must be approved by Radiology/Imaging leadership. Radiology/Imaging projects will have priority for completion.
3) Project category & rates are subject to change if the complexity changes once initiated or if requirements/requests change
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Administrative Time

		2021 Training Time Fee Schedule

		Training time associated with the protocol.  Select the appropriate level.



		Level 		Time (Hours)		Rate		Summary

		1		0-20		$   55.00		$   1,100.00

		2		21-40		$   55.00		$   2,200.00

		3		41-60		$   55.00		$   3,300.00
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