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Research Protocol

DOCUMENT THAT DESCRIBES THE
BACKGROUND, RATIONALE, OBJECTIVES,
DESIGN, METHODOLOGY, STATISTICAL
CONSIDERATIONS, AND ORGANIZATION OF
A CLINICAL RESEARCH PROJECT




BACKGROUND

Literature review with your objectives/purpose

STUDY DESIGN

PrOtOCOI Subject selection, intervention and data
collection details, project timeline

should

®

Include

SAFETY

Adverse events, data safety monitoring board

STATISTICS

Quality control and assurance
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Title Page

Title, investigators including sub-
Investigators

Abstract

Concise summary

Background

Problem, literature review, your
research importance

Specific Aims

Hypothesis and objectives




TABLE OF CONTENTS

Study Design

- logical and sequential format

- clear and concise description of the treatment, intervention or observation
- Describe all information that will be collected, by whom, and where
- Describe any drug, device, or instruments proposed
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Study Population

- Inclusion/exclusion
- Recruitment plan
- Differences from standard of care




OVERALL STUDY SCHEMA:

Hosptalized Patkent with OOWVID-19
Disease, not receking Invashe
mechanical ventilated

Ragistration
Eligibility Assassmiank
Sub-Study Darbarmmibnaticn
Lby Primary Team|
—— — —
I 5uh—5.1udyE|

Bandeomizateon [1:1:1)

Stratily by Corticosteraid Admintsiration
Stratify by Remdesivie Exposune

Standard of Care
Ho Tocllizumab
Meaiure Bischemical and Cirical
Respordes @ 27 +- 3 hoarg

Serial Evaluation of Clindcal
Parammeters during Patient’s
Hospitalizati o

Posi-Hospitalization Evaluation
fior Susrvival, Imcrexsed
Supplemendal Deygen Use, and
S=comdary Infection

Rarsdraication (1:1:1)
. Stratdy by Corticosterakd Administraticn
Stratidy by Bemdeskir Expasure

Tecilirumal 40mg Tocilioumab 120mg

Stardard of Care
Tecibrumab 40{mg

Mieature Blochamical and Clinical
Raspansas @ 37 +- 3 haurs

Lerial Evaluation of Clinical
Parameters during Pabent's
Maospitalration

Past-Hosprtalication Evaluatian
for Survieal, Incredsed
Supplemental Osygpen Use, and
Secondary Infectian




APPENDIX 2.0 - SCHEDULE OF ACTIVITIES

Enrollment | Stool Sample
Tisit Collection
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Footnotes for Schedule of Activities

1. Informed Consent: Must occur pnior to undergoing any study specific procedure
2. Adverse events will only be recorded for events that occur dunng or otherwise
associated with the stool sample collection procedure.

3. Subjects will have completed the study once the colonoscopy procedure has been
completed or subject meets the withdrawal critenia.




TIMELINE

Activity Q4
IRB review [ ]
Pilot testing of data collection tools [ |
Preparation of database [ ]
Subject recruitment

Data collection

Follow up assessments X x x|/ x|/ x! r
Dataanalyss | | | | X | X{x{
Report writing and dissemination | | | | | | | | X | X
Preparation of K applicaton | | | | | X[ X{X |
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|
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Statistical
Considerations

- Justify sample size and power
- Describe analysis and interim

analysis, if conducting

- Data Safety Monitoring Board

Risks and Benefits

Physical, psychological, social, and/or
economic

References / Appendix

Relevant literature and citations for all
publications
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Get a second opinion!
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