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SESSION PROPOSAL 12
USING A SINGLE IRB FOR NIH-FUNDED MULTISITE TRIALS
Tina M Neill-Hudson, Clinical Trials Statistical and Data Management Center, University of Iowa

Description of Session:
As clinical trials evolve, the oversight by Institutional Review Boards (“IRBs”) has also evolved to meet
ever-expanding needs for both efficiency and changing regulatory requirements in the protection of human subjects.
The most significant regulatory change to occur was the change to the Revised Common Rule Research Provision (45
CFR 46.114(b)) that went into effect on January 20, 2020, requiring all cooperative research subject to the Common
Rule to use a single Institutional Review Board (“sIRB”) to review the research. Since the Common Rule affects all
federally funded research, clinical trialists performing multi-center trials using federal grants are now required to use
a sIRB instead of individual IRBs at each research site in their trials. For those multicenter trialists, using a sIRB
offers efficiencies in time and effort which can aid in bringing trial results to fruition both faster and at a lower cost
while still providing protection to human subjects.
While commercial sIRBs have been available for many years, sIRBs placed at academic institutions and health care
systems are relatively new. They can offer the benefit of lower cost for trialists within an institution, and better
overall trial management by having more frequent communication and discussion regarding trial issues as well as
improved safety management through aggregate safety review. They can also offer increased speed of research review
with cooperative planning between trialist and the sIRB representatives.
This session will focus on the use of sIRBs from various perspectives to give the view from an academic sIRB, from
end users of both an academic sIRB and a health system IRB, and guidance from a clinical regulatory specialist
regarding maintaining a trial master file while using an sIRB.
Mr. Jarrod Feld from the University of Iowa will present from his perspective as the External IRB Coordinator at the
University of Iowa. Mr. Feld coordinates reliance and compliance for University of Iowa human research studies
which use the University of Iowa Institutional Review Board as their sIRB, and studies where Iowa relies on another
institutional IRB. Mr. Feld also provides guidance to investigators on using a sIRB. Using his experience, Mr. Feld
will outline the nature of reliance agreements, discuss working with a range of local IRBs to develop understanding
regarding the reliance program and outline best practices for using a sIRB, and discuss enhanced safety management
oversight when using an sIRB for large multi-site trial.
Ms. Tina Neill-Hudson from the University of Iowa will present from her experience as the sIRB Liaison for both the
Acute to Chronic Pain Signature (A2CPS) Consortium, an NIH-funded multisite observational trial and the
Fibromyalgia and TENS in Physical Therapy Study (FM TIPS) study, an NIH-funded embedded pragmatic clinical
trial. Ms. Neill-Hudson works with relying sites on completing the necessary regulatory documents needed for
reliance agreements and sIRB approval. Ms. Neill-Hudson will discuss the process for obtaining reliance for
institutions who may or may not have local IRB oversight and provide examples of specific steps and procedures for
obtaining sIRB approval in a timely manner. Ms. Neill-Hudson will speak to the importance of having an sIRB
liaison on the study team and the use of SMART IRB.
Ms. Catherine Gladden from MassGeneral Brigham will present on using a sIRB for multicenter NIH funded trials.
Ms. Gladden will discuss the use of a Consortium level reliance agreement and role of the local IRBs. Ms. Gladden
oversees the sIRB liaison team at the Coordinating Center for the NeuroNEXT Network and works with the sIRB and
local IRBs to ensure local policies and requirements are followed while maintaining compliance with the sIRB and the
NeuroNEXT reliance agreement. Ms. Gladden will be discussing best practices for using a sIRB in a multicenter
trial, and discuss the experience of using a sIRB in the safety management plan.
Ms. Cynthia Diltz from the University of Iowa will present on the topic of managing a trial master file while using a
sIRB. Ms. Diltz will speak on her experience with electronic trial master files versus hard copy master files, and in
using commercial software for trial master file management. Using an electronic trial master file is a necessity in the
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using commercial software for trial master file management. Using an electronic trial master file is a necessity in the
scheme of using a sIRB to assist sponsors and individual clinical research sites to view Institutional Review Board
documents in real time, and to provide a single storage location for documentation of Institutional Review Board
approvals and activities such as continuing review. This session is timely due to the change to the Common Rule
mandating the use of a sIRB for all research subject to the Common Rule, which has the most significant impact on
trialists at academic institutions and health care systems. In an era of the need for timely study results for use in
addressing urgent public health policy concerns, using a sIRB is becoming a necessity. The speed with which clinical
trials need to be managed by an Institutional Review Board has accelerated during recent public health care crises,
notably the COVID-19 pandemic. In addition, it is likely that there will be changes to local IRBs as the norm
becomes using a sIRB for any research subject to the Common Rule. Investigators and clinical site staff will require
education on the evolution of human subject’s protection and research review happening at a sIRB instead of within
their local Institutional Review Boards, and assistance in understanding the process and planning for success will be
crucial.
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