USA IRB Policy and Procedure

IRB SOP 1101
WCG IRBformerly WIRB)

Purpose

The purpose of this policy and procedure is to specify the University of South Alabama IRB
requirements and procedures for reliance on the WCG Institutional Review Bo&@,(W
formerly known as WIRB, as the IRB of record.

Scope

This standard operating procedure applies to all investigators performing research under the
auspices of the University of South Alabama and its affiliated institutions.

Applicability

Use of the WCG IRB facilitated review mechanism is available to investigators seeking to enroll
subjects into trials that meet the requirements of this policy.

Policy

University of South Alabama investigators may utilize WCG as the IRB of record for specified
studies.

The USA IRB maintains responsibilities for local oversight of performance of WCG IRB approved
studies. These responsibilities involve ensuring the safe and appropriate performance of the
research at its affiliated institutions including, but not limited to:

X ensuring the initial and ongoing qualifications of investigators and research staff

X monitoring protocol compliance

X maintaining compliance with state, local or institutional requirements related to the
protection of human subjects
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X The USARBIs respnsible for local contgt and oversight, including the review of:

0 Amendnents affecting danges in local resea@h personnel.
0 Updating USA IRB local context language and HIPAA Authorization template (to
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2.0

3.0
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Submission to USA IRB: Preliminary Review

When an investigator wishes to register a trial that qualifies for WCG review the
following steps must be followed:

2.1 Create a New Project in IRBNet
2.2  Complete and upload the following in package 1 of the New Project:

X USA IRB Application Part A

X IRB External Review Request Form

X WCG Boilerplate Consent Checklist ensuring that sponsor specific
additions to the USA IRB Consent language is noted.

x Consent form(s) - traekl changesare only needed if the consent
template has NEVER been reviewed by WCG

X Sponsor protocol

2.3 Pl must electronically sign package 1 for USA IRB local review

2.4  All key personnel listed on Part A IRB application must have completed the
required training. Sekluman Subjects Training website

AUSA IRB Acknowledgment Letter and approved WCG Boilerplate Consent Checklist
will be published in Package 1 stating confirmation of WCG as the IRB of .Record
Alternatively, a decision document stating that the study does not qualify for WCG
submission will be published and further guidance may be provided.

Should modifications to USA’s boilerplate consent language be requested by the

study sponsor after USA’s initial acknowledgement in Package 1, an additional
package must be submitted to the USA IRB for review. This package will contain an
updated WCG Boilerplate Consent Checklist detailing the requested modifications.
Additional USA IRB review and acknowledgment of any local consent language
modifications must be completed prior to the site’s submission to WCG.

What Happens After Submission to the USA IRB?

3.1  After the USA IRB application and required documentation is submitted in
IRBNet, it is reviewed by the USA IRB Office to ensure that:

= Institutional requirements for reliance are met, such as training and absence
of conflict of interest issues.
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x Compliance wittHIPAAregulations are considered an institutional
requirement and remain the purview of the local institution. The USA IRB
requires the inclusion of HIPAA Authorization as part of the WCG approved
boilerplate language in the consent form, as G does not function as
Privacy Board.

3.2 If revisions are needed, the IRBNet package will be unlocked with instructions to

complete/revise thesubmission. NOTE: “Mark Revisions Completé must be
selected to notify the IRB that the project is ready for review.

3.3  After any required revisions are complethe study team will receive IRBNet
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https://www.wcgclinical.com/irb-resources/irb-forms/
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10.0 Payment of lees

10.1

10.2

USA Ee: USAlarges a one-time fee of $2000 for pragshg/administrativefee

for WCGreview of eligible industry sponsed trials to cover the costs of
screening, institutional oversight, and coordination with WCG. Submission of
eligible hdustry ponsored trials for reiew by the WCG shuld include a lie

item in theclinical trial agreement/study budget for IRB rewefees.Payment of
these IRB reiew fees isoonsidered a contractual obdjaion of the spnsar.

WCG Ees WCG charges a fee for each review activite fees are paid by the
Sponsor directly to WC3he WCG fee schedule is posted in IRBNet Forms and
Templates, in the WCG Library.

NOTEFees paid by the Sponsor to WCG are typically not included in the
negotiated budget between the USA and the industry sponsor, because it is
preferred that the sponsor pay WCG directly.

When the sponsor pays WCG directly, there are no additional fees charged by
the USA in affiliation with the WCG fees.

University Related Guidance
USA IRB webpage - WCG submissions

References

WCG IRB Forms and Templates

WCG Website
WCG IRB Guide for Researchers

History

Effective: July 12, 2017
Revisions: February 2019, February 2021, October 2023, September 2024

Responsible Party
Office of Research Compliance and Assurance
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https://www.wcgclinical.com/wp-content/uploads/2020/08/Guide_for_Researchers-1.pdf?v=1721676394

	IRB SOP 1101
	Purpose
	Scope
	Applicability
	Policy
	Procedures
	1.0 USA IRB Local Context Language for Consent Forms
	2.0 Submission to USA IRB: Preliminary Review
	3.0 What Happens After Submission to the USA IRB?
	4.0 Initial Submission to WCG
	5.0 Continuing Review
	6.0 USA IRB Annual Check-In
	7.0 Amendments
	8.0 Post-Approval Reportable Events to USA IRB
	9.0 Study Closure
	10.0 Payment of Fees

	University Related Guidance
	References
	History
	Responsible Party


