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This form documents that:

ACKNOWLEDGEMENT OF SITE AGREEMENT TO CEDE IRB REVIEW AND REVIEWING IRB TO PROVIDE OVERSIGHT

1) The University of Cincinnati will serve as the Central IRB (CIRB) or Reviewing IRB under the SMART IRB Master
Common Reciprocal Institutional Review Board Authorization Agreement for the study(ies) noted below.

2)

LAC + USC Medical Center

has agreed to cede IRB review to the University of

Cincinnati IRB for the study(ies) noted below:

[

In-StrokeNet Network Site: all National Institute of Health (NIH) StrokeNet affiliated research with the
University of Cincinnati as the designated reviewing CIRB

or for Out-of-StrokeNet Network Site, please select applicable study(ies):

Study ID: Title:
2017-1183C ARCADIA: AtRial Cardiopathy and Antithrombotic Drugs In prevention After cryptogenic
stroke
ARCADIA-CSI: AtRial Cardiopathy and Antithrombotic Drugs In prevention After
2019-0518 . .\ .
cryptogenic stroke - Cognition and Silent Infarcts
ASPIRE: Anticoagulation in Intracerebral Hemorrhage (ICH) Survivors for Stroke
2019-0136 .
Prevention and Recovery
CREST-2: Carotid Revascularization and Medical Management for Asymptomatic Carotid
2014-4397 o
Stenosis Trial
CREST-H: Carotid Revascularization and Medical Management for Asymptomatic
2017-2015C . o .
Carotid Stenosis Trial - Hemodynamics
2021-0931 CREST-2LOE: Long-Term Observational Extension of Participants in CREST-2
2018-8193C | I-ACQUIRE: Perinatal Arterial Stroke: A Multi-site RCT of Intensive Infant Rehabilitation
2018-1464C | MOST: Multi-arm Optimization of Stroke Thrombolysis
2018-6381C | SATURN: StATins Use in intRacereberal hemorrhage patieNts
2018-1023C | Sleep SMART: Sleep for Stroke Management And Recovery Trial
2018-4092C TRANSPORT2: TRANScranial direct current stimulation for POst-stroke motor Recovery -
a phase Il sTudy

Please note the following options of the SMART IRB Agreement flexible provisions that will be implemented as part of
the ceded review:

e Relying Institutions must use and follow institutional policies and procedures, as well as the NIH StrokeNet and the
Reviewing IRB Standard Operating Procedures (SOPs). SMART IRB SOPs will not be used.
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e The Reviewing IRB will make Health Insurance Portability and Accountability Act (HIPAA) determinations required for
the Relying Institution to use or disclose Protected Health Information. If an authorization is required, the Reviewing
IRB will determine the form of the authorization. If alteration or waiver of authorization is requested, the Reviewing

IRB will perform the alteration/waiver analysis and be responsible for granting waiver or alterations of authorization.

e The Reviewing IRB requires HIPAA authorization language to be incorporated into the informed consent documents

unless the Relying Institution obtains agreement from the Reviewing IRB to use a separate authorization form. If the

Relying Institution requires a separate authorization form, the Relying Institution shall be responsible for providing
the form to the Reviewing IRB and ensuring the separate form complies with HIPAA requirements.

e The Relying Institution will perform conflict of interest analyses under their policies. The Relying Institution’s
resulting determinations, prohibitions, management plans, and updates will be provided to the Reviewing IRB. The
Reviewing IRB has the right to impose additional prohibitions or conflict management requirements under the
Reviewing IRB and NIH StrokeNet SOPs.

e The Reviewing IRB and Relying Institution will agree upon a plan for the conduct of any IRB-initiated audit or
investigation on a case-by-case basis and at the time the matter arises. For non-IRB-initiated audits/investigations,
Relying Institutions will conduct audits according to their policies.

e The Reviewing IRB will draft and submit reports of unanticipated problems, serious or continuing noncompliance,
and suspension or termination of IRB approval to regulatory and funding agencies. The Relying Institution will be
informed of any communications between the Reviewing IRB and any regulatory and/or funding agencies. The
Relying Institution must ensure that events of which it becomes aware are reported to the Reviewing IRB in
accordance with Reviewing IRB and NIH StrokeNet SOPs.

Questions about the IRB review process or study status should be directed to the University of Cincinnati SMART IRB
Point of Contact at IRBReliance@ucmail.uc.edu; 513-558-5259;

and SMART IRB Point of Contact for|LAC + USC Medical Center

Email: [reliance@usc.edu |
phone: [213-764-3061 |

Reviewing Institution: University of Cincinnati

& Digitally signed by Kareemah Mills
Kareemah Mills oz 26251502 16303 0500 1210212022
Signature of Reviewing Institution Reliance Designee Date

Printed Name/Title: Kareemah Mills/Associate Director, Human Research Protection Program

Relying |nstitution:|LAC+USC Medical Center |

Digitally signed by Maria Brown

M aria B FOWNN Date: 2023.03.09 10:22:19 03/09/2023

-08'00

Date

Printed Name/Title: [\aria Brown/Lead IRB Analyst, USC IRB |
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