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https://youtu.be/zWr8oVZ0QaM

Video

* Inan ideal sSIRB world, all NIH funded research starts quickly - there is an efficient IRB
review process, where information — data and documents are exchanged electronically from
an sIRB to a participating site just as if they were ONE institution. Research teams experience
an ease of submission using an interconnected system without double entry; Institutions have
all the necessary information to track research their sponsored research. IRBs achieve
consensus on standardized approaches to protocol and consent documentation, reliance
agreements and ancillary review processes. In this sSIRB world research begins
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The Current Real World sIRB: Far From Ideal
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FIX SLIDE   -
Right now – counter productive with the NIH goals on sIRB we see a lot of differing solution and ideas about how to act as an sIRB this could lead to confusion, inconsistencies and inefficiency and delays in study start up … Study shows that even with a single IRB study start up can range from 100-500+days – the delays are found to be resulting from lack of templates  
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Stuart, THIS IS LONG BUT IT IS THE BULK OF OUR INTRO    …...In order to meet the goals related to sIRB, we need to work towards a unified IRB Process specific to the management of single IRB review for NIH funded research. 
 
This means – we need to agree to use and unify around the development of Basic templates, Forms and Documentation as well as systems of Communication AND time frames for review. Making this data available to all sites who act as an sIRB will ensure effiancy. 
 
To enhance and streamline IRB review - We need to come together - build consensus – on how to act as an sIRB – we are all essentially coming together as ONE IRB so it can’t be done by just large NIH funded sites because we need to know that – One Size WILL Fit All Institutions 
To eliminate unnecessary duplicative IRB review, reduce Administrative Burden -  There needs to be a Trust among sites and IRBs  
– Consensus around Standardization allows us to trust that each sIRB – large or small site will at minimum use the standard documents and process (ICF, reliance agreements. Methods of communication etc…)  and will communicate the information in a standard way 
- Having standard documents and processes allows us to not only act in the same manner but eliminates the burden of having to invent the process, policy and systems every time a new site acts as an sIRB 
 
 
 Standardized a Best Practice when acting as an sIRB = Allow research to proceed effectively and expeditiously – when we have 
 
- set sIRBs materials and processes to easily implement an sIRB review
-Establish a common dictionary of terms
-Establish an electronic way to share and communicate data points and documents during a review from e-system to e-system
 
Coming together to agree on and move forward with a common method of acting as an sIRB will ensuring the high standards will be maintained in the protection of humans subjects 
 
NYU School of Medicine’s IRB and CTSA developed – a consensus building method that was  utilized to develop one approach for All IRBs acting as an sIRB under NIH policy to use.  To date, we have touched on several areas affecting sIRB processes and plan to further build on this under the newly formed sIRB Alliance. 
 
The sIRB alliance will share all data and final product and make standard practices available for any site acting as an sIRB. The more sites who use this standardized approach the easier it will be for research teams, Institutions and ultimately best – address the NIH’s goals for the sIRB policy   
 



Building on Existing Solutions

Existing Solutions

SMART IRB recommendations,
guidance and reliance templates

Support primarily the Clinical and
Translational Science Award
(CTSA) network

To date, work has been mostly
delivered by large institutions

Web-Based Submission System

—
—
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Our Goals

Standardizing Additional Documents,
Policies and Processes

Support All NIH Award networks

Promote collaboration across institutions
of all sizes

End-to-End Cloud Service Connecting
SIRB and pSites for Multi-site Studies
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SMART IRB and other organizations have made significant contributions to streamline the process. The sIRB Alliance is building on these solutions 

Currently there are Recommendations and Guidance 
Mainly Supporting the CTSA network. 
And the Work done to date has been relatively delivered by key stakeholders – at CTSAs 

With the NIH sIRB requirement, many sites CTSA and non-CTSA will be participating in NIH funded research and acting as an IRB for multisite studies 
Providing Standardizing Documents, Policies and Processes that are practical tools for IRBs to use when acting as an sIRB Review
Standardizing a process that any site can use whether acting as an sIRB many times or only once – is key to the success of the NIH policy and engaging all types of institutions regardless of the NIH portfolio size is important for the applicability of a standard solution  

Solutions developed  as a result of collaboration across institutions of various sizes 

End-to-End Cloud Service Connecting Any sIRB of Record and pSites for Multi-site Research Studies 
A standard universal way of communicating a submission to IRB and receiving data and documents back to the participating sites will be and enormous step in helping Researchers, IRBs and Institutional administrators reduce the burdens associated with pivoting to adhere to different rules and processes every time a new sIRB is used. 



Our Philosophy

e Obtained input from

Representation many institutions of
various sizes

* Worked collaboratively to
Identify optimized solutions

« Agreed on standardized best practices,
Standardizafion policies and documents
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A common standard approach – easy to implement when acting as an sIRB can be achieved – we included representation from sites of varying sizes – large to small 


L
Establishing consensus for best practices

Test Cloud-
based
Exchange

Work Consensus
Groups building

Survey
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- We developed an approach to 
– Return to the IRB community for consensus



Initial REDCap Survey: Community engagement

e What was asked? * Who responded?
— characteristics of research institution — 122 volunteers from 105 unique institutions
— staffing and review volume — range of sizes and capabilities, including

— current local IRB data management non-CTSA Institutions

practices — sites not on a Huron e-submission system,
including homegrown systems

e When?
— 01/26/2018 — 02/28/2018

— resources or experience for sSIRB model
— electronic IRB submission platform

— standardization preferences on range of
review topics in a main site and p-site
context:

e Informed Consent
* Reliance agreements
» Reportable Information —

. h NYULangone
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Survey asked respondents to answer as an main site/sirb and as a psite. Same questions asked 

We first had to identify the areas that our colleagues were seeking standardization – we asked CTSA and non CTSA sites to complete a survey…. We found …..

Distributed to IRB community, including existing network of 84 Huron client institutions and 62 institutions of the CTSA consortium 



Survey Terminology

o Category of Approaches

— Standard - the relying institution will accept standardized
language/forms/processes with no local IRB/Institutional review

— Hybrid - the relying institution will accept some standardized
language/forms/processes but with option of limited IRB/Institutional
changes

— Local - the relying institution requires IRB/Institutional review of all
language/forms/processes and would rarely approve a standardized
(unmodified) study-wide instrument
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To meet our goals in the development of consensus We first establish terminology defining the types of approaches that we would use to standardize best practices – we decided on labeling these-  approaches - standard, hybrid and local – it was an arbitrary choice 


Survey Topics and Results

m Full sIRB Standardization

Informed Consent Language
e Confidentiality of records
« Experimental procedures
e Subject renumeration
* Risks related to genetics research
e Research statement
 NIH CoC Statement
* Benefits to the subject
* In case of injury explanation
e Privacy Protection
e Purpose of research
« Alternate procedures and courses of
treatment
* Risks of discomforts to the subject
« Duration of participation

m Hybrid Approach

Study Team Training & Qualification
Data Safety Monitoring Plan
Recruitment Materials
Definition of Vulnerable Populations
Financial Conflict of Interest
Defining IRB Reportable Events & Time Frames
(including Subject Complaints)
Defining ancillary reviews, timing of ancillary
reviews
* Qutcomes of ancillary reviews and process
for re-reviews
Process and Addendum for Reliance Agreement
Reliance Agreement and Addendum

—~
= Significant Local Modifications \NY\rangone



Building Consensus: Work Groups - Expertise, Representation

 5Work Groups
o Survey participants
o Members from institutions of
various sizes
« CTSAand non-CTSA
* Bi-weekly via teleconference
over several months
 Informed by the survey results,
worked to determine consensus
for best practices for each major

topic
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We then asked the respondents of the survey if they would like to participate in work groups that would develop approaches to standardization the recommended 


Work Groups — Expertise, Representation

Frederick More - NYU Langone Health

Helen Panageas - NYU Langone Health

Rania AlShahrouri - UT Southwestern Medical Center
Brian Moore - Wake Forest University Health Sciences
Julie Ozier - Vanderbilt University Medical Center
John Roberts - UNC Chapel Hill

Vanessa Smith - Rockefeller University

Lorena Smith - University of California San Diego
Amy Waltz - Indiana University

Daniel Jones - Partners Healthcare

Ancillary Review
Erik Mann - NYU Langone Health
Nida Cassim - NYU Langone Health
Karen Allen - University of California, Irvine
Hallie Kassan - Northwell Health
Kimberly Summers - University of Texas Health San Antonio
Elizabeth Witte - Harvard Medical School

Reliance Agreement
David Wallach — NYU Langone Health
Rui Ferreira - Albert Einstein College of Medicine
Raffaella Hart - BRANY
Thomas Street - University of Miami
Aaron Kirby - Harvard Catalyst

Other IRB Documents/Definitions

Marina Godina - NYU Langone Health

Kira Nightingale - NYU Langone Health

Catherine Raimond - NYU Langone Health

Aaron Kirby - Harvard Catalyst

Adrienne Meyer - University of Washington

Kelley O'Donoghue - University of Rochester

Sujatha Sridhar - University of Texas Health Science Center at Houston
Jenni Beadles - Vanderbilt University Medical Center

Ryan Washington - BRANY IRB

Reportable Information

Nadia Johnson — NYU Langone Health

Jessica Evans - Ohio State University

Nancy Green - Columbia University Medical Center

Stefanie Juell - Albert Einstein College of Medicine

Ginger Pomiecko - University Hospitals of Cleveland

Brenda Ruotolo - Columbia University

Megan Singleton - Johns Hopkins University School of Medicine
Nichelle Cobb - University of Wisconsin

Vanessa Hill - Ohio State University
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We then asked the respondents of the survey if they would like to participate in work groups that would develop approaches to standardization the recommended 


Work Group Results Summary

* Produced Suggested Approaches for
Standardization:

* Informed Consent templates (shown on right)

e Biomedical and non-biomedical versions

e Other IRB Documents/Definitions
e Study Team Training and Qualifications (shown on right)
« Data Safety Monitoring Plan

e Recruitment Materials

* Reportable Information

* Reporting Definitions (shown on right)

Local

0%

Hybrid

48%
52%

Standard

Local

20%
Hybrid

38%
42%

Standard

Local

0%

Hybrid

36%

* Processing of Reporting and timelines Standard 6490

* Review Process for Reportable Events 0% 10% 20% 30% 40% 50% 60% 70%
A~
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Produced the type of approaches that we wanted to use in categorizing the standardize best practices =, we then asked the WG to rank their preferred approaches. 


Consensus Building: REDCap Survey Preliminary Results

Informed consent templates

e IRB community asked to choose fromtop e
two approaches as determined by work

63%

groups o _ o
— IRB forum N .

Study Team Training and Qualifications
— CTSAs

Local

31%

— Huron Listserv

— NYC IRB Consortium Listserv
* 65 responses from 45 different institutions Reportable New Information
— Survey still open for participation Hybrid _ 47%
0% 10% 20% 30% 40% 50% 60% 70% 80%
—_

= Full sIRB Standardization = Hybrid Approach = Significant Local Modifications \N‘LUH";'}%,?“"



B
Generic SIRB/P-Site Middleware

Huron Native Clients 3'd Party IRB

(100%) * System S

(n/a)
Huron Free pSite

Generic Home Grown pSite

Client SIRB/P-Site Client Systems
(40%) Middleware (n/a)

Huron Rx Client ‘ t APl Middleware
(25%) (n/a)

/\
NYULangone
\,Health


Presenter
Presentation Notes
Having a universal cloud based/electronic approach for all sIRBs and pSites to exchange data and documents is a must to ensure a standard best practice. 

Huron has established a cloud based exchange to communicate between electronic systems. they have published an open API to allow anyone access. Unclear if there will be fees related but as of now it is free/open to all 

What We have Verified with Huron (Mock Submission)

Remote invitation & reliance agreement confirmation
Remote pSite initial application & approval
Remote pSite receiving modifications from main study
Remote pSite sending (non-local-context) modifications
Continuation between main site with pSite reporting
RNIs
Study Closures

Works with Huron Native Clients, Third Parties w/o systems participating on cloud (manual entry) 


API is established – Huron clients are working for Huron clients  - we have seen a demo of a web based wireframe- few months away from production 



Impact for the sIRB model

Build upon
existing

solutions
like SMART
IRB

Standardize
documents
and
procedures for
SIRB Review

Achieve
CONSENSUS
across
Institutions

Electronic communication with universal API

Streamlined
administrative

workflow for
multi-site study
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Impact: Dissemination and Sharing of Results

« SIRB Alliance and next steps

— Publish all consensus documents to sIRB Alliance website
— Create Public Access Forum for ongoing dialogue

— Create universal API for exchanging sIRB/pSite information
between different IRB administrative systems (currently in draft)

 Standardize Best Practices to expand the exisitng SMART IRB’s
standard template for reliance agreements and broaden to the
concept of harmonization for sIRB efficiency for all study related
document review.
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The sIRB Alliance is a newly formed organization lead by NYU SoM IRB and CTSA –  to continue to work towards standardization and make all results available for any IRB and Site who would like to use it. We hope that the consensus built around these solutions will promote use of these materials. We do believe that this will decrease the burden associated with acting as an sIRB, increase the likelihood of meeting the goals of the sIRB policy.  

We hope that sites use the work as a sort of Rosetta Stone – the key to understanding how to be an sIRB with practical tools to enable an IRB to act as an sIRB. A website has been established to share information and results with any sites wishing to use the standardized best practice materials. The web site will be live by the end of September – though  All information currently can be found at the NYU SoM IRB and CTSA websites. 

– the Huron API is great and works specifically with Huron clients – a the next level we see a Generic API accessible to any institution – we are working on this solution and will have it ready for our alliance groups to comment and input by late September. After comment, we will be Setting up database, API files and security system  = we believe this can be done relatively quickly and should be available in November 


We are proposing NYU is publishing results and a props fro a neutral =generic platform for exchanging sirb/psite electronic records – comment period followed by a proof of concept/demo  before releasing for open use. 
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