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COVID-19 Coordination and Prioritization Protocol
Synopsis form

Title of Study:

Investigators: Name of the UCD investigator(s) who will be responsible for conducting the trial.

Study Center(s): Any information about planned sites that have already been discussed.

Concept and Rationale: Brief justification of concept and rationale, including name and
description of the investigational product(s); abbreviated summary of background findings that
are relevant to the trial; brief justification for the route of administration, dosage regimen, and
treatment period(s); brief rationale for biomarker, imaging, or other correlative studies. [This
section is limited to one page in length.]

Is this proposal based on data you and/or our collaborators developed? If so please briefly
describe and identify publication status of the pre-clinical work

Primary Objective(s): The primary objective(s) of the trial.

Secondary Objective(s): A list of the secondary objectives of the trial. These can include
objectives concerning additional clinical outcomes (e.g., overall survival), correlative outcomes
(e.g., biomarkers and PK), and imaging outcomes (e.g., PET-CT).

Primary Endpoint(s):

Study Design: A description of the type/design of trial to be conducted (e.g., double-blind,
placebo-controlled, parallel design) and a simple schematic diagram of trial design, procedures
and stages; measures taken to minimize/avoid bias, such as randomization or blinding.
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Schema: Please include a schematic flow diagram of your study, so the committee can
get a clear picture of how the study is designed.

Number of Patients: Number of subjects to be enrolled. A brief statement about how
many patients are expected to be eligible, how many you expect to accrue of those
eligible, and how long it will take to complete the study. This should be based on data
obtained on the patient population where you plan to conduct the study.

Briefly describe the key eligibility criteria.

Intervention and Mode of Delivery: Any available information about the treatment(s) to
be administered

Duration of Intervention and Evaluation: Any available information about the planned
treatment period(s), including the follow-up period(s), for subjects for each investigational
product treatment/trial treatment group/arm of the trial.

Funding, Regulatory, and Feasibility Issues: A brief description of how the study is planned
to be funded; how the study drug(s) or other intervention(s) will be obtained; and (if applicable)
whether the study sponsor or pharmaceutical/biotechnology company has committed to
providing the study drug.

Plan to integrate with clinical care of COVID-19 patients:

Additional considerations to limit additional use of PPE or other clinical resources:




