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TITLE:  ASSESSING PROTOCOL FEASIBILITY  


PURPOSE

To describe the procedures for assessing the feasibility of conducting a study at Banner Health in compliance with standard protocol.

Banner Health is committed to maintain the highest scientific, clinical and ethical standards while conducting research at Banner Health. Further, Banner Health is committed to comply with all applicable regulations and guidelines in this regard. In view of the same, before agreeing to participate in a clinical research study, the Principal Investigator (PI) and Institution must agree to the scientific, clinical, and ethical merits of the study; the financial impact to the hospital; compliance with regulations; and the operational feasibility of conducting the study at Banner Health. This guidance document describes the steps for assessing the feasibility of conducting a research study at Banner Health.

Additionally, Institution and PI considers the potential benefits of proposed studies to Disease control in Banner Health and development of the department’s research portfolio.

This guidance document describes the steps for fulfilling the regulatory, medical, and ethical requirements for assessing the appropriateness and feasibility of implementing a protocol within the Banner Health research network.  Banner Research has established a review process for study feasibility with the University of Arizona (UA).

SCOPE

This guidance document applies to the activities involved in assessing protocol feasibility for all research studies conducted at Banner Health facilities involving human subjects. 

This guidance document applies to the assessment of protocols and funding for industry sponsored pharmaceutical/device/software studies, retrospective chart review studies, data transfer agreements and investigator-initiated studies.  

PROCEDURE

When a Sponsor/CRO contacts the study site either directly via PI or Dept of Clinical Research Administration about a potential study, the Principal Investigator (PI) will assess whether it would be feasible to conduct the protocol with the existing staff and facilities. 

The PI will discuss the protocol with local site research operations, the Banner Health Research Dept and/or submit via study portal for study feasibility assessment.  
See Flow Chart:

[image: ]

Site operations and/or Banner Research Dept. will review the protocol to ensure the following:

Clinical/Scientific/Ethical Feasibility
· Clinical importance to Banner Health patients. 
· Scientific merit.
· Benefits and risks associated with the protocol.
· Consistency with the priorities of the hospital and the clinical department.

Operational Feasibility
· Availability and need of Banner Health personnel and other resources required to conduct the study. 
· Potential impact to patient standard of care
· Availability of patients meeting the inclusion / exclusion criteria of the study. 
· The operational complexity of the protocol.
· Banner Supply Chain requirements (device trials)
· Banner infection control and risk management requirements (device trials)
· Investigational drug availability & requirements

Regulatory Feasibility

The CRC/CTSM or designee reviews the protocol to determine whether there is anything required that may be problematic when submitting the project to the IRB.   
Additional items to consider:  
· Research studies have the resources necessary to protect participants:
· Adequate time for the researchers to conduct and complete the research.
· Adequate number of qualified staff members
· Adequate facilities, equipment

[bookmark: _GoBack]Financial/ Legal Feasibility
· Investigator Initiated Off-Label use of a drug or device, 
· Use of Banner Facilities and Hospital Staff for research study covered activities not captured through the regular clinical charge capture process, 
· Non-Formulary Supply Chain forms, Payor Coverage Analysis (PCA)
· In addition to the above, Banner Research Finance will forward to Operations the Payer Coverage Analysis (PCA) for each study that will take place in a Banner Health Facility.  Operations will review the PCA to ensure that the schedule of events is appropriately capturing all visits and procedures.  Operations will then either ask Research Finance to change to PCA or notify them that the PCA is approved.
· Other unusual business issues that can have a financial impact on the facility. 
· The Legal expert will facilitate legal review of the contract.

Decision

Decision will be made once a thorough research study feasibility assessment (facilities and resources) is completed and it is determined that proper oversight of patient safety protection and/or data protection will be provided based on the above criteria.   If approved, an email will be sent as formal documentation.  

The PI or designee will notify the sponsor (in case of sponsored study) of the site’s decision. In the event that the protocol does not meet the above-mentioned criteria, the PI or designee will inform the same to the sponsor, allowing the Sponsor the opportunity to make changes in the suggested part of the protocol and have it reassessed.

In case of Investigator initiated studies, PI will make the required changes in the protocol or can provide rational for the same. PI will submit the protocol to IEC for review and approval after incorporating all the changes discussed during the meeting with the dept of clinical research (if any) in the protocol.

Applicable Staff

This guidance document applies to all the personnel of the clinical research team and Dept of Clinical Research who may be responsible for making decisions regarding conduct of the research studies at Banner Health.
These include the following:
· Investigator
· Contract Management Specialists
· Finance personnel
· Dept of Clinical Research Team including directors, managers, CRCs, regulatory, CTSMs, UA faculty & research administration departments, Banner facility and operational staff.  

Staff responsible for Implementation

The Dept of Clinical Research will ensure that the research team involved in the conduct of the study will comply with this guidance document.

The Dept of Clinical Research will ensure that at the time of implementation of the guidance document, the research team at Banner Health are trained.  In the event a guidance document is modified, provide training regarding the change(s) and ensure their compliance with the changes.














PROTOCOL FEASIBILITY CHECKLIST

Factors to Consider: 

	Validating Enrollment Potential

	
	Are vulnerable populations involved (children, prisoners, decision challenged) that may require additional IRB and recruitment protections?  Is the assent present?

	Protocol Considerations

	
	Are the procedures consistent with the site’s standards of care? Are they realistic? Does the study require further discussion? 

	Legal Considerations

	
	Will the sponsor participate in the accelerated-CTA program?

	
	Does the sponsor require the use of their contract templates?

	
	When feasibility approval is completed, submit legal documents to Banner Research Legal upon receipt from the UA.  

	Budget Considerations

	
	UA creates PCA’s.  Banner reviews and approves PCA’s (if necessary).  UA creates study budgets

	
	For Device Studies is there a Purchase Agreement available?

	
	For Drug studies is the Investigational Product, placebo, comparator supplied? 

	
	Has the Supply Chain Exception Request form been submitted? 

	
	Has Facility Finance reviewed and approved research budget?

	
	Are non-billable services required?  

	Staff Requirements

	
	Review the protocol to determine departmental needs. Is it feasible with current department resources?  

	
	Does the individual department have qualified and available staff to assist with the requirements of the trial?

	
	Does the Non-employed Investigator have their own research staff? 

	
	Consider ancillary or specialty staff needs (labs, diagnostics, imaging, etc.)

	
	Does the facility pharmacy have adequate space and staffing to support the study

	
	Does the study require Radiation Safety Review?  

	
	What is PI Relationship to Banner?  Will a research plan need to be completed?

	Facility Considerations

	
	Is adequate clinic, office and device storage space available? 

	
	Does study involve patient exposure to radiation?  If so, submit to facility radiation safety officer for review and approval.  

	
	Is the facility/C-Suite willing to support the project if it does not generate revenue? i.e. Investigator Initiated. 

	
	Are there IT requirements?  If so, will sponsor provide hardware and/or software? Has sponsor provided a licensing agreement template?  

	
	Has the IT licensing agreement been submitted to Banner Service Hub (Legal Services) to initiate IT security review? 

	
	Has the IT technical documentation been submitted to Banner Service Hub (IT Services) for IT feasibility review? 

	
	For sample and material transfer agreements, will LSA/SQL need to be involved? 

	Supplies

	
	What will the sponsor supply? (Study Devices, CRFs, source documents, electronic consent template, packaged lab kits, pre-paid shipping, printing costs for posters/pamphlets, postage for mailings, advertising costs, etc.)

	[bookmark: _Hlk7437713]
	Will the facility need to supply any of the supplies? i.e. bandages, tourniquets, gauze, etc.

	
	Is any special equipment required? Does the sponsor want standardized equipment among sites? Will sponsor provide study equipment if needed?



DOCUMENTS NEEDED FOR REVIEW OF PROTOCOL FEASIBILITY:

· Research Intake Application
· Clinical Trial Agreement (CTA)
· Protocol (draft or synopsis)
· Informed Consent (draft)
· IRB Application
· Purchase Agreement
· Pharmacy Manual
· Software Manual
· Imaging Manual
· Lab Manual
· Clinical Research Data Warehouse Document (CRDW) 
INVESTIGATOR BUILT DEVICES:
· Individuals who may need to be involved in the review of device starting at the facility level advancing to Banner Corporate if needed.  
· C-suite (CEO, COO, CNO, CFO, Associate Administrator (dependent on service line)
· Risk Management – Banner
· (PTOT) Product and Technology Oversight Team (TUC) / Value Analysis Committee (PHX) - Banner
· Infection Prevention - Banner
· Compliance - Banner
· Department Leadership – Banner  
· Legal and Loss Prevention - Banner

Provided in the reference section are additional tools for use in feasibility assessment. These documents are located on Banner Feasibility Group in Teams.   

UA Clinical Trial Process
Clinical Research Data Warehouse Request
Feasibility Questionnaire
UA Banner Feasibility Process
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Clinical Trial Process_v2018-06-01.pdf
Pl & Research Team
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CLINICAL TRIAL APPROVAL PROCESS

= Departmental
I - l Scientific Review

Clinical Trial

} Administrator/Coordinator

Research Manager & Coordinator -

Detailed Protocol Review »

Study Team uploads
essential documents to
the RIF

Research Intake Form (RIF) Portal

After submission, study submission will undergo a completeness check hefore UAHS & Medical Partner conduct a feasibility assessment and approval for project to proceed.

ESSENTIAL DOCUMENTS:

IRB Forms** | [ Contract Draft* [ Protocol* ’ [ Consent Draft* | [ Budget Draft J
Assignedto |
UAHS Contract . i
Negotiator for (needed for devé.fopmem of CA) )
initial redlines . UAHS Research
Administration
Develop
[ Medical Partner [ Sponsor | 000 s ia e i st s s st Coverage

[ IRB Review |

Y

Finalized budget
and payment
terms included
into contract

Contract routed for ]

signatures by all parties

*indicates documents that are sent to medical partner by UAHS
**IRB Forms Include: Application for Human Research, List of
Research Personnel, Pl CV, data collection tools, recruitment

materials, etc.

Schedule of Events

from Protocol*

Analysis (CA)

|

Yes? Med. Partner
Approves?
UAHS Budget
Development
UAHS Research Sponsor
Administration Negotiation
collaborates with

Study Team

No? Revise CA

Sponsor
Approves?

CA Approved*

Coverage Analysis
Review Memo
(CARM) sent to Pl
for review &
signature

Budget
Approved*

1. UAHS Completes PDDIUAR

2. Finalized budget & payment
terms are added to contract prior
to finalization.

FINAL STEP: Upon completion of all study start up activities, UAHS will send email to Study Team & medical partner of all approval documents (CTA/IBudget, CA)
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Clinical Research Data Warehouse (CRDW)

Request Process

[bookmark: _Hlk528836106]To support the use of Banner Health clinical data for research purposes, a protocol entitled “Clinical Research Data Warehouse and Associated Honest Broker Processes” has been approved by the Banner IRB.  The protocol details how Honest Broker staff, who are neutral intermediaries between the researcher and the EHR data, will process requests for data, assess the feasibility, and ultimately fulfill the data requests.  Requests are initiated by using the Research Intake Form (RIF): https://research.uahs.arizona.edu/clinical-trials/research-intake-form.

PROCESS OVERVIEW



A well-formed and complete data request will help the process proceed in a timely fashion.  The CRDW form provides guidance to capture the necessary elements for a complete request.  If you have questions about the process or would like assistance on your data request, please contact:  BHHonestBrokerDataRequest@bannerhealth.com.

IMPORTANT: UPON RECEIVING APPROVAL FROM THE IRB, PLEASE FORWARD THE IRB DOCUMENTS TO: BHHonestBrokerDataRequest@bannerhealth.com

Frequently Asked Questions (FAQ)

How long will a data request take?  This is highly dependent on the scope of the request.  The Honest Broker staff will provide an estimate as part of the feasibility review.  The process generally takes 4 – 8 weeks until the data is extracted to the investigator’s satisfaction.  Other steps in the process, such as contracting or IRB approval, can impact the overall timeline.  It is important that requests be submitted as early as possible.

How can I determine the status of my request?  For status updates, please send an email to BHHonestBrokerDataRequest@bannerhealth.com.  Please include PI Name and Project Title for project reference.

What is involved in the contracting process? A Data Sharing Agreement (DSA) between Banner and UA will need to be in place.  Banner Health Legal will send the initial DSA agreement, RIF application, and CRDW request form to UAHS contracting at UAHSContracts@email.arizona.edu to initiate formal negotiations.  UAHS contracting will send a copy of the fully executed contract to study team, Banner Health Legal, and the Honest Broker staff.

What do I do when I receive IRB approval? Send an email to BHHonestBrokerDataRequest@bannerhealth.com, include a copy of the IRB approval document & the CRDW form.

Prior to receiving data, who do I contact about properly securing the data?  Properly securing the data is of the upmost importance.  Please contact the University of Arizona (UA) HIPAA Privacy Program at PrivacyOffice@email.arizona.edu for assistance in coordinating with your departmental IT staff to ensure that the data is properly secured.  Additional information is available at the HIPAA Privacy Program’s website:  https://rgw.arizona.edu/compliance/hipaa-privacy-program.


Clinical Research Data Warehouse (CRDW)

Request Form

Please complete all sections below and provide specific details when specifying inclusion/exclusion criteria and data points.  Please also specify the facilities from which you are requesting data as well as the care settings (inpatient/outpatient/ED/ICU etc.) and the timeframes for the data.  Incomplete forms may cause a delay in the project approval.

If diagnoses are used for inclusion/exclusion criteria, please specify the ICD codes; if lab tests are used, please specify the lab names and any ranges that may include/exclude; if medications are used, please specify the medications rather than a class such as “anti-coagulants” and include both generic and brand name. 



Principal Investigator Name & Contact Information:

Click or tap here to enter text.

Project Title:

Click or tap here to enter text.

Inclusion Criteria:

dsdfsdfsd

Exclusion Criteria:

Click or tap here to enter text.

Data Points Requested (Be specific):

Click or tap here to enter text.

Timeframe to Collect Data (start date/finish date):

Click or tap here to enter text.

Facilities & Care Settings Utilized for Data Collection (i.e. inpatient/outpatient/ED/ICU, etc.):

Click or tap here to enter text.





Investigator Submits RIF application with CRDW Request Form





Banner Research Operations receives proposal and forwards on to Honest Broker staff for feasibility assessment





Honest Broker staff reviews proposal and requests clarifications as needed





Honest Broker staff begins working on the project once IRB approval & a fully executed contract are received





Honest Broker staff meet with Investigator to review data and make revisions based on feedback





Investigator contacts UA HIPAA Privacy Security Officer to ensure that data will be properly secured
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Feasibility Questionnaire Revised Template.docx
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Feasibility Questionnaire

		Sponsor:

		Click here to enter text.

		Sponsor Type:

		Choose an item.

		Protocol Title:

		Click here to enter text.

		Summary of study:

		Click here to enter text.

		Study Site:

		BAI

		Research Director/Manager:

		Click here to enter text.

		Feasibility Submission Date:

		Click here to enter text.

		Potential Principal Investigator:

		Click here to enter text.

		Potential Clinical Research Coordinator(s):

		Click here to enter text.

		Therapeutic Area:

		Choose an item.

		Type of Project

		Choose an item.

		Route of investigational product:

		Choose an item.

		Proposed Start Date:

		Click here to enter text.

		I. Protocol



		1.

		[bookmark: Check1]|_| Phase I    |_|  Phase II   |_| Phase III  |_| Phase IV



		2.

		Study Population:

|_|  Cognitively Normal

|_|  mild AD

|_|  moderate AD

|_|  Apathy

|_|  Tourette’s Syndrome

|_|  PD

|_|  Other:  Click here to enter text.



		3.

		Is there a sufficient number of eligible patients for this trial? |_| Yes |_| No

		Number of eligible patients:

		Click here to enter text.

		4.

		Are there competing trials? |_| Yes |_| No

If yes, is the population sufficient to meet enrollment goals for each study?  |_| Yes |_| No

		Click here to enter text.

		5.

		What is the cognitive testing criteria for inclusion in the study?

		Click here to enter text.

		6.

		Are personnel required to conduct special procedures or efficacy measures? |_| Yes |_| No

		Click here to enter text.

		7.

		Are frequent and severe AEs expected?               |_| Yes |_| No

		Click here to enter text.

		II. Enrollment



		1.

		Are the inclusion/exclusion criteria reasonable to meet enrollment? |_| Yes |_| No

If no, which inclusion/exclusion criteria will make enrollment challenging?

		Click here to enter text.

		2.

		What recruitment strategies can be used? (clinic, external outreach/postcards, ads, etc.)

		Click here to enter text.

		3.

		Frequency of visits:

		Click here to enter text.

		4.

		Study duration:

		Click here to enter text.

		5.

		Ratio of enrollment/screen failures:

		Click here to enter text.

		6.

		Anticipated enrollment

		Click here to enter text.

		7.

		Other enrollment challenges:

		Click here to enter text.

		III. Sponsor/CRO 



		Have you worked previously with the sponsor/CRO? 

		|_| Yes |_| No



		If you've had no previous experience with this sponsor/CRO, have you checked the sponsor/CRO's reputation with colleagues

		|_| Yes |_| No



		Comments:

		Click here to enter text.

		Does the sponsor provide source documents?   

		|_| Yes |_| No



		Does the sponsor consent form templates?

		|_| Yes |_| No



		IV. Resources 



		Is current staffing adequate to conduct the trial? 



		PI/Sub-I  |_| Yes |_| No

CRC       |_| Yes |_| No

CRA       |_| Yes |_| No

Neuropsychologist  |_| Yes |_| No

Psychometrist (Global and COG raters)

                                |_| Yes |_| No



		Will sub sites or non-Banner employed physicians be required to conduct the trial? 

		|_| Yes |_| No



		Names and specialty of non-Banner employed physicians or sub site:

		Click here to enter text.

		Which ancillary department will be required?       

|_|  Imaging

|_|  Infusion Center

|_|  Pharmacy 

|_|  Lab

|_|  Other:  Click here to enter text.

		Click here to enter text.

		If a FDA regulated biologic is involved, where will it be stored?  Who will be required to dispense the product?

		Click here to enter text.

		If lab is required, will labs be processed locally or centrally? 

		|_| Local |_| Central |_| Both

		Are there special lab requirements?

Click here to enter text.



		If imaging is required for the study, which sans will be performed? 

|_| CT |_| MRI

|_| Ab |_| PET |_| TAU PET |_| FDG  PET

		



		Is special protocol training required? |_| Yes |_| No

		Click here to enter text.

		Number of hours and staff member required to be trained:

		Click here to enter text.

		V. Budget



		Does the sponsor’s preliminary budget appear adequate? 

		|_| Yes |_| No



		Is the sponsor willing to pay for brief visits?

		|_| Yes |_| No



		Is the sponsor willing to pay for pre-screening/chart review?

		|_| Yes |_| No



		Is the budget negotiable?

		|_| Yes |_| No



		Sponsor’s proposed payment per patient

		Click here to enter text.

		VI. Study Approval



		Study Approval:

		|_| Yes |_| No



		Reviewer Name(s):

		Click here to enter text.

		Approval Date:

		Click here to enter text.
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