
Request approval to enter into two agreements with the University of 
Cincinnati; 1) a Research Master Trial Agreement in order to participate in the 
stroke network of the United States Department of Health and Human 
Services, National Institutes of Health, National Institute of Neurological 
Disorders and Stroke, and 2) a Central Institutional Review Board 
Authorization Agreement with the University of Cincinnati to give Los Angeles 
County Department of Health Services’ patients opportunities to participate in 
research related to the prevention, treatment and rehabilitation of stroke 
patients at Harbor-UCLA Medical Center, LAC+USC Medical Center, Olive 
View-UCLA Medical Center and Rancho Los Amigos National Rehabilitation 
Center, under University of Cincinnati oversight. 

SUBJECT

May 03, 2016

The Honorable Board of Supervisors
County of Los Angeles
383 Kenneth Hahn Hall of Administration
500 West Temple Street 
Los Angeles, California 90012

Dear Supervisors:

APPROVAL OF A RESEARCH MASTER TRIAL AGREEMENT WITH THE 
UNIVERSITY OF CINCINNATI 

(ALL SUPERVISORIAL DISTRICTS)
(3 VOTES)

IT IS RECOMMENDED THAT THE BOARD:

1. Authorize the Director of Health Services (Director), or his designee, to
enter into a Research Master Trial Agreement (MTA) subaward with the 
University of Cincinnati (UC), the prime award recipient of the MTA award 
through the United States Department of Health and Human Services, 
National Institute of Health, National Institute of Neurological Disorders & 
Stroke (US DHHS NIH NINDS); and as a condition of the subaward, also enter 
each of the Department of Health Services (DHS) Hospitals into a Central 
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Institutional Review Board (CIRB) Authorization Agreement, which grants UC 
oversight to protect the rights and welfare of stroke research participants 
during medical trials at Harbor-UCLA Medical Center (H-UCLA MC), LAC
+USC Medical Center (LAC-USC MC), Olive View-UCLA Medical Center (OV-
UCLA MC) and Rancho Los Amigos National Rehabilitation Center (RLANRC), 
collectively known as DHS facilities, with no money changed between the 
parties, effective upon Board approval through July 31, 2018. 

2.     Delegate authority to the Director, or his designee, to amend MTA and 
CIRB Authorization Agreements to add/delete County of Los Angeles (County) 
facilities, and/or extend, amend, and/or terminate the Agreements or 
provisions, if deemed necessary, and accept future award agreements 
containing a fixed fee-per-patient, subject to review and approval as to form by 
County Counsel; and Chief Executive Office (CEO) Risk Management, as 
needed, and notification to your Board.

PURPOSE/JUSTIFICATION OF RECOMMENDED ACTION

Approval of the first recommendation will allow the Director, or his designee, to execute an MTA 
Agreement and instruct each hospital to enter into a CIRB Agreement with the UC, substantially 
similar to Exhibits I and II, respectively, which will streamline DHS facilities’ access to establish 
stroke-related clinical trials being coordinated by UC CIRB. The MTA is basically a memorandum of 
understanding regarding the network and does not have any funding associated with it. 

As a condition of the MTA Agreement, each DHS facility must also sign a CIRB Authorization 
Agreement with UC.  UC CIRB, is intended to help DHS facilities reduce administrative burdens 
while continuing a high level of protection for human research participants.

The UC coordinates the Research Master Trial and CIRB Authorization Agreements for Regional 
Coordination Centers (RCCs) participating as subaward recipients in stroke research.  The US 
DHHS NIH NINDS is the funding body that manages the NIH StrokeNet Trials through a network of 
25 RCCs working with nearby facilities that span the country.  As the prime award recipient and 
National Coordinating Center (NCC) of NIH StrokeNet Trials for US DHHS NIH NINDS, UC issues all 
agreements regarding the network.  

In March 2013, the US DHHS NIH NINDS established a solicitation process to select RCCs for NIH 
StrokeNet Trials. Through a competitive solicitation process, the University of California Los Angeles 
(UCLA) and University of Southern California (USC) were selected to participate in stroke-related 
research in the Western Los Angeles and Eastern Los Angeles County regions, respectively.  
Accordingly, UCLA and USC Stroke teams will provide administrative support, telemedicine support, 
and in person site response for stroke patients.  

In NIH StrokeNet Trials, UCLA will lead in the coordination of stroke research trials for Western Los 
Angeles County region institutions including H-UCLA MC and OV-UCLA MC.  Similarly, USC will lead 
in coordination of stroke research trials for the Eastern Los Angeles County region institutions 
including LAC+USC MC and RLANRC. These trials provide both study related intervention and 
prevention treatments for stroke patients and give patients access to trials more quickly, as many of 
the efforts to establish trials will be streamlined by the CIRB Authorization Agreement.  As studies 
become available through NIH StrokeNet Trials, DHS will be able to enroll patients in trial studies, 
providing a unique opportunity for patients to participate in stroke prevention, acute treatment and 
rehabilitation due to the County’s affiliation with USC and UCLA.
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Although all institutions participating in stroke-related studies with the UC must have a MTA and 
CIRB with the UC prior to the participation of any research trial study, funding for research will be 
requested under separate fixed fee-per-patient clinical trial agreements between DHS and UC. The 
network will have an assortment of acute stroke, prevention, and rehabilitation/recovery trials.  Under 
the MTA, DHS facilities will select the trials to participate in as they become available. Participation in 
such studies will require review and acceptance by each facility's Institutional Review Board as 
required by their respective bylaws.  Furthermore, there will be execution of a trial-specific 
agreement, with specific performance measures and a requirement of monthly reports to the UC 
regarding UCLA and USC Stroke Centers’ activities.  If a facility's review process raises additional 
requirements or concerns not addressed in the trial specific agreement or in other documentation, 
the County is free to decline participation in that study and not execute any particular trial-specific 
agreement with no adverse effect.  Acceptance and execution will be performed by the Director, or 
his designee, in accordance with the delegated authority approved by the Board on July 28, 2015, 
subject to review and approval as to form by County Counsel, and prior notification to the Board.

Approval of the first recommended action will also allow DHS facilities to participate in highly 
beneficial stroke-related research and clinical care trials, as they become available, by streamlining 
the stroke research process, centralizing approval and review, lessening time and costs of clinical 
trials and assembling a comprehensive data sharing system at the UCLA/USC RCC.

Approval of the second recommended action will provide DHS delegated authority to amend MTA 
and CIRB Authorization Agreements, if requested by UC, and accept future award agreements 
containing a fixed fee-per-patient, subject to review and approval as to form by County Counsel and 
Chief Executive Office (CEO) Risk Management, as needed, and notification to your Board.     

Implementation of Strategic Plan Goals

The recommended actions support Goal 1, Operational Effectiveness/Fiscal Sustainability, of the 
County’s Strategic Plan. 

FISCAL IMPACT/FINANCING

There are no costs associated with the execution of the MTA and CIRB Agreements.  If DHS facilities 
choose to participate in future clinical trials, trial budgets will be requested and submitted to NINDS 
with the proposal and the award for a fixed fee-per-patient budget.  The reimbursement of costs will 
be provided through the US DHHS NIH NINDS.

FACTS AND PROVISIONS/LEGAL REQUIREMENTS

The UC will oversee and coordinate MTA and CIRB for the UCLA/USC RCCs, disseminate NIH 
StrokeNet protocols to all clinical sites participating in research studies, report site participation in 
NIH StrokeNet websites, monitor results to ensure clinical sites follow approved protocols and 
maintain quality control of data with coordination of grant related activities. 

This Agreement does not include the usual County provisions because the UC requires the use of its 
own MTA and CIRB by the RCCs for the StrokeNet collaboration with DHS facilities.

DHS consulted with the CEO Risk Management Branch and has obtained approval of the mutual 
indemnification language proposed in the MTA.
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Either party may terminate the MTA or CIRB Agreements with prior 30 days written notice.  

County Counsel has approved Exhibits I and II as to form.  

CONTRACTING PROCESS

UCLA and USC collaboratively responded to a solicitation released by US DHHS NIH’s and were 
selected to participate in stroke-related research studies. 

IMPACT ON CURRENT SERVICES (OR PROJECTS)

Board approval of the recommendations will enable the County to participate in leading stroke-
related research for the improvement of stroke prevention, education, and care at DHS facilities.

Respectfully submitted,

Mitchell H. Katz, M.D.

Director

Enclosures

Chief Executive Office
County Counsel
Executive Office, Board of Supervisors

c:

MHK:ls

The Honorable Board of Supervisors
5/3/2016
Page 4



EXHIBIT I





























EXHIBIT II
















