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Good Morning. I am Martha Jones from Washington University in St. Louis and my colleague is Michele Countryman from The University of Iowa. We are going to share with you 3 separate electronic tools our team has developed to facilitate single IRB review and the conduct of multi-site research.



Project Management Responsibility Matrix Costing Model

Costing Model Tool (CMT)

* Facilitates sIRB activities by providing accurate
justifiable “at-cost” fee schedules for institutions
providing services as a single IRB

* In support of multi-site research, the fee schedule
feeds into a grant budget builder that automates
generation of budgets for grant applications

e Accessible and generalizable to any institution

 Model for common approach to fees across SMART
IRB institutions
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Our first tool is the Costing Model Tool. Most IRBs did not have a model for charging federal grants prior to the NIH policy requiring use of single IRBs and if you are like us, developing financials models was not previously in our wheelhouse. 
The CMT was developed to facilitate single IRB activities by providing a tool to create accurate, justifiable “at-cost” fee schedules for institutions providing services as a single IRB. 
In support of multi-site research, the  fee schedule feeds into a grant budget builder that automates the generation of sIRB budgets for grant applications.
The CMT is accessible and generalizable to any institution and may be a model on which to build a common approach to fees across SMART IRB institutions



Costing Model Tool (CMT)

Curr odel: CMT for sIRB Workshop 0]7 {Future Model 0]
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Number of FTEs Total Expenditure Number of FTEs Total Expenditure
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{ Community Partners 10% 85.0 0.0 b [ Community Partners 10% 85.0 0.0
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This model is going to produce a cost per form processed by inputting information about your 
*number of staff, 
*your total allowable expenses, 
*and the type and number of forms processed by your IRB. Type of form and review path are fully customizable. To account for the varied effort or time it may take to process different forms, the model includes a “difficulty factor” or weighting factor  called the “DF”. Thus the forms that require more resources to review are reflected as more costly than those that require less resources. 
*A second set of weighting factors allow you to weight institution-specific factors such as the percentage of reviews for academic versus community sites which may require work above and beyond the average form review. 
*With this information a cost per form is generated. The tool includes a “future state” model to project impact on costs should workload or other changes occur.


Costing Model Tool (CMT)

Co5ting MOdel e CMT for SIRB Workshop
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Once a cost per form fee schedule is established, this information feeds into the budget generator. 
*In this section, the user creating a budget for a multi-site trial need only enter the number of sites, the number of years for the grant, any inflation factor, 
*and the projected number of each form type. Templates for a standard budget such as a 5-year NIH budget can be saved so that only the number of sites is entered for each new grant budget. Once this information is entered, the tool outputs 
*the 5- year budget and 
*total costs.


Project Management Responsibility Matrix Costing Model

Responsibility Matrix Tool (RMT)

e Facilitates sIRB activities and multi-site research by
displaying a table for each study of the responsibilities
of the sIRB, the relying institutions, the Pls and other
key components such as a coordinating or data center.

e Supports SMART IRB through a built-in template that
documents the fixed terms in the SMART IRB reliance
agreement and allows customization of the flexible
terms on a study-by-study or consortium basis

e Accessible and generalizable to any institution and all
participating sites and Pls in the multi-site research
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The next tool is the Responsibilities Matrix Tool. This tool was built to address the concern that researchers, relying institutions and reviewing sIRBs now need to track responsibilities and procedures that may differ across sIRBs. Even just keeping track of which study is reviewed by which sIRB may become challenging, and though we hope to all adapt to more common policies and procedures, there are likely to be nuanced differences that could create challenges for researcher and institutional compliance. Like the CMT this tool is available for use by any institution, single IRB or researcher wanting a single location to track their differing responsibilities across multiple sIRBs and studies.


Responsibility Matrix Tool (RMT)

r Study ID: 201809150

Responsibility

Titleg sIRB Workshop

Washington University in St. Louis

rincipal Investigator:  John Doe

201809150

Attachment Name Comments Ver Size Attached
SMART_IRB_Agreement.pdf 1 446 k 09/07/18 delete edit
edit or version attachments, use the edit link above.

Upload file(s)

Template: sIRB Workshop - SMARTIRBE Template B
Reviewing Relying _
Category Term Lead PI IRB Institution Site PI Other
Natifications Notify of Acceptance or Declination of Ceded Review X
Naotifications Notify of IRE Determinations X X
X

Natifications Natify IRE of UPIRTSO Within 10

days of

receipt.

S0PS to be followed for this study

Standard Operating Procedures (SOPs)  provide link or location of SOPs X
University of Northern New Jersey IRB SOPs. irb.unnj.edu

Standard Operating Procedures (S0Ps)  Conduct Initial and Continuing IRE Review and review of Modifications X

Consent Forms Provide local and institutionally required language X

Consent Forms Provide approved consent forms X

Local Context Provide local context review information X

Local Context Ensure research team has appropriate training and gualifications X

Local Context Conduct all ancillary reviews X
X
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The Matrix for any study is initiated by the sIRB or coordinating center by either loading the template SMART IRB reliance terms, or entering terms from a different reliance agreement. 
*The title of the study to which the matrix applies, the reviewing sIRB, and the PI are entered at the top of the matrix. The reliance agreement itself may also be uploaded as a reference document for easy access.



Responsibility Matrix Tool (RMT)

Template: sIRB Workshop - SMARTIRB Template B
Reviewing  Relying .
Term Lead PI IRB Institution Site PI )
Notifications Natify of Acceptance ar@eclination of Ceded Review X
Notifications Natify of IRB Determinations X X

X
Within 10
days of
receipt,

Notffications Natify IRB of UPIRTSO

S0PS to be followed for this study

Standard Operating Procedures (30Ps]  Provide link or location of SOPs X
University of Northern New Jersey IRB SOPs. irb.unn.edu

Standard Operating Procedures (S0Ps)  Conduct Initial and Continuing IRB Review and review of Modifications X
Consent Forms Pravide local and institutionally required language X
Consent Forms Provide appraved consent forms X
Local Context Provide local context review information X
Local Context Ensure research team has appropriate training and qualifications X
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*Categories help group  the 
*reliance agreement terms or responsibilities for easy access.
*Each study role or entities’ responsibilities are then marked in the table. This may include responsibilities for the relying institution, reviewing IRB, Site PI or Lead PI. 
*Notes may be added to any item with more specific information such as this one which indicates not only that the Lead PI is responsible for notifying the sIRB of Unanticipated problems, but that the time frame is within 10 days.


Responsibility Matrix Tool (RMT)

RMT Administrator Matrix:

Reviewing  Relying  Coordinating . .
lead PI SitePI SiteStaff  Oth
W Dsttuton  Ceter o o “

X X
o . o . Nﬂtiﬁ{ Nﬁtihi Fdi
Notifications Natify Coordinating Center of any subject death within 24 within 24

hours of ~ haurs of

death  desth

Delete

Reviewing  Relying  Coordinating
Lead PI
BB Istiution  Cemer

Delegation log Responsible for updating Delegation Log

ks

Lead
Coardinator
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Because the reliance terms are not the only responsibilities to track, the matrix allows 
*an administrator, such as at the coordinating center, and the 
*site PI to add their own terms that they want to track for any particular study. 
*In this example the PI wanted to assign the responsibility of maintaining the Delegation Log to the Site Lead Coordinator.


Project Management Responsibility Matrix Costing Model

Project Management Tool (PMT)

e Facilitates multi-site research by providing a tool to
document and track the wide variety of study and site
level activities necessary for study start-up
* Provides transparency of site status
* Provides single place for documentation of key

information with customizable reminders when
documents must be renewed over the course of a study

e Facilitates sIRB review by tracking completion of reliance
agreements or other key documents

 Addresses common challenge of study start-up

e Accessible and generalizable to any institution

fim
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The final tool is the Project Management tool. For this tool we tried to step into the shoes of the Coordinating Center personnel who are responsible for requesting, nudging, and sometimes resorting to threats to get all the necessary documents and study start-up tasks done before a study can initiate. One challenge is just knowing WHAT needs to be done, and then the next is getting it all done without creating a delay that negatively impacts study enrollment and completion. For sites it can be challenging to know what they are supposed to do, to track what has been completed, what is left to do, and the timelines for completing particular tasks. Like the other tools, the PMT was built specifically to be used by other instutions and is highly customizable to each study’s requirements.


Project Management Tool (PMT)

Best Study Ever

Edit Export Archive Study
Study Start Up CT.gow Registration
b Site 1 Mot Registerey Contracts: 2/2 Site Docs Clinical: 3/3
b Site 2 Mot Registercy Contracts: 2/ Site Docs Clinical: 3/3

¥ Site No L _Ba — i Contacts Ao e Site

IREB

Contracts

Site Docs Clini

Clinical Researcha

¥ Site 4 Contacts Archive Site
IRB
Contracts
Site Docs Clinical
e Clinical Researchers
b Site 5 Mot Registergd IRB: 02 Contracts: 0/2  Site Docs Clinical: 0/3

AcCcass

Access

Access
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The PMT includes a “Build-a-Board” function that allows the Coordinating Center to create a project management dashboard for each multi-site study, an example of which you see here. 
The Coordinating Center can track activities that need to be completed 
*at the study level, such as registering on clinicaltrials.gov, as well as tasks to be completed by each site. 
*In this example there are3 different tracking bars that have been created for a site. 
*Tasks such as signing the reliance agreement or addendum are tracked on the IRB task bar. The contracts bar holds tasks such as executing the Confidential Disclosure Agreement and contract execution. The bar for Site Documents may include tasks at a person level indicated by the multiple people icon for example collecting CVs or licenses and tracking training. Tasks at a site level may include tracking  delegation logs, protocol signature pages, etc. Tasks that have not yet been started show up as a white block, those that have been started or are partially completed turn yellow, and those that are completed appear green. 
This provides a quick visual of the status of each site. 
*Sites 1 & 2 here have all green blocks showing they have completed all tasks.
*Site 5’s bar is still all white, indicating that site has not yet started or completed any assigned tasks.


Project Management Tool (PMT)

Project Management Tool

Project Dashboard

b Liaison Test Started: 2 Not Started: 1 |

Started: 1 Not Started: 2 >

e

@ Started: 10 Not Started: 6 |
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On the Project Dashboard you can collapse all the site-specific information to view a summary of the site statuses for a single study or for multiple studies. On this dashboard we see 
*the study in the middle row has 1 site that started their tasks and 2 sites that have not yet started. 
*On the “Best Study Ever” there are 4 sites that have completed all of their tasks, 10 that have started, and 6 that are not started. Again, each of these bars can be expanded to see the details at the site level that we saw on the previous slide.


Permission Based Access to Tools

 Permissions and access to the tools are
granted on a per role basis for the Costing
Model and Responsibility Matrix

 Permissions and access are granted by the
Coordinating Center to allow site specific
tracking of Project Management Tool
responsibilities.
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To allow access and generalizability to all institutions, users may request accounts to use the Costing Model Tool, including the budget builder. as well as the Responsibilities matrix. For example, an individual at the coordinating center or sIRB with an administrator role would be able to build the Responsibility Matrix for a study, and then give access to the research team to use the matrix as well as add their own terms. Similarly for the Project Management tool, the Coordinating center builds the project dashboard and site task bars, and then provides access to personnel at each participating site.


Impact on facilitating
sIRB review

Facilitates SMART IRB

Best practices or challenges
identified to sIRB facilitation

Generalizable to other

S SN S
S SN S
S SN S

institutions
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In summary we have created three tools that facilitate sIRB review, may be used to support SMART IRB, address best practices and help work through the challenges of conducting multi-site research,  and have been built specifically to be available and generalizable for use at other institutions.
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We would like to thank everyone on our team including our leadership team led by Dr. Brad Evanoff and Dr. Jess fiedorowicz, our Advisory Committee led by Dr. Jonathan Green and Dr. Andy Bertolatus and we were very fortunate to have Dr. Stephen Rosenfeld from Quorum as our consultant.
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We especially want to acknowledge and thank our joint development team who have worked tirelessly to meet our timeline goals as well as our administrative support team.


User Feedback/Testing

&9 Washington

University in St.Louis

Washington University
in St. Louis

Patricia Nieters
Mary Clare Derfler
Angela Oliver
Kathy Taylor

Elizabeth Westerhaus
Kelly Monroe

Kaitlin Moore

Kelly Reske

Michelle Jenkerson Brett Ramsey

Heather Wilkins

The University
of lowa

Heena Olalde

Kim Sprenger

Deb O’Connell Moore
Deb Brandt

Gail Ardery


Presenter
Presentation Notes
And finally we thank the user volunteers that have spent many hours providing feedback on design and usability and have greatly improved the final products.
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