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Cleveland Clinic
MAIN CAMPUS




12 Ohio Hospitals

¥ cjeveland Clinic

Medina Hospital

Llevelang Gy

:: Cleveland Clinic
Lutheran Hospital
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Akron General
Lodi Hospital

225 Elyria Street




28 Ohio Ambulatory Centers
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Quality @ %1
cCMS (ATA5T7EELVATAHAM FH—ERE 2 )
- HCAHPS (EEREE & EE Y R T LDFRIEHEE S 1)
» Joint Commission/JCAHO (EE#EBEDREEICEAT SERIFZTER
- ANCC Magnet Recognition Program (X5 #w FEETOT S L)
- FDA (BIMO)
- TNk

* Cleveland Clinic Outcomes BooKk nttps://my.clevelandclinic.org/departments/patient-

experience/depts/quality-patient-safety/treatment-outcomes/913-outcomes-summary

* U. S. News & World Report Hospital Ranking and Analysis



https://my.clevelandclinic.org/departments/patient-experience/depts/quality-patient-safety/treatment-outcomes/913-outcomes-summary

Continuous Readiness
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e Practice Committee (EEEZFEZL)

- FDA Mock FDA Audit Committee (FDAREIEEEEFZEL)
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Great things in business are never done

by one person, they're done by a team of people.

—— Steve Jobs
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HVTI Research Department

e CRC (Y —FF—X -a—FT4%—42—) :60A

* Heart Failure e Cardiothoracic Surgery
* Preventive Cardiology * Vascular Surgery
e Vascular Medicine * |Interventional Cardiology

* Electrophysiology and Pacing * Cardiac Imaging




Practice Committee (EEZE &)

Shared Governance (£XHH/\F 2 R)
7S %tbf@7D7IJ/ETUZA®ﬁﬂ§uE
MAIDIEREZHXEI S4BBAER AT L

CRceLTm7On2oxzyviar)XLDREE LTHAL.
JOtvRXA%#ERT SI2HT=>T

%h%h@bw ThbRKREZTED,

AZ SETCIALRADIEREREZHET S

4

AT—I9RILF—DELZEEDH S




Practice Committee - Cont.

HF

Imaging Prevention

Practice S—
Committee =~ Mo

Intervention

Vascular

Surgery ER
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JAOEXADORA A — KL

Change in Study Personnel

FDA Readiness Guideline

Research Employee Schedules

Pl Oversight

Monitor Onboarding/Visits
Required Training Directive
Distance Health in Research

Lost to follow up

Cancel/No Show Guidelines
Informed Consent Documentation
Delegation of Duty and Performance of
Research Related Duties Guidelines

GUIDELINES AND DIRECTIVES FOR HVI CLINICAL RESEARCH

ADMINISTRATIVE PROCESS DOCUMENTS

1. Change in Study Personnel: Transition Directive
https://ccf.policytech.com/docview/?docid=49712

2. Clinical Research Subject Travel, Lodging and Stipends
https://ccf.policytech.com/docview/?docid=47018

3. FDA Readiness Guideline
hitps://ccf.policytech.com/docview/?docid=29765

4. Guideline for Creation of Research Employee Schedules
hittps://ccf.policytech.com/docview/? docid=45289

5. PTO / Off Coverage Directive
hitps://cef.policytech.com/docview/?docid=42991

6. Guideline for Sponsored Clinical Support for Research Cases
https://ccf.policytech.com/docview/?docid=33422

7. Guideline for Study Monitor Onboarding Process (New and Renewal) and Monitoring Visits

hitps://ccf.policytech.com/docview/?docid=38242

8. Ongoing Education and Meeting Attendance Directive for Clinical Research
https://ccf.policytech.com/docview/?docid=49710

9. R ch Required Training Directive
https://ccf.policytech.com/docview/?docid=29757

STUDY CONDUCT DOCUMENTS
10. Guideline for Distance Health in HVI Clinical Research
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Mock FDA Audit Committee

Knock, knock...

Who iIs it?

It's the FDA!



Mock FDA Audit Committee - Purpose
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Mock FDA Audit Committee

* FDA Bioresearch Monitoring Information — Part Ill — Inspectional
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-
investigations/fda-bioresearch-monitoring-information/part-iii-inspectional
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*  Mock FDA Inspection Committee
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/fda-bioresearch-monitoring-information/part-iii-inspectional

Mock FDA Audit Process
1. T#{&

- FDABEEEZRDHS

- AUN—EMNTOba—LEEA. BET S
* Risk ##&&9 5

o AUN—[ZTRARVFEIYHTS

- AE/UP
« Consents (paper & EMR documentation)
»  Deaths

*  Withdrawn / Screen Fails
* Individual patients (2 — 3 per team member)
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Mock FDA Audit Process — cont.

2. Pl &Lead CRC IZ Mock Audit HEEZHI o 5
3. Mock AuditZ 1T >

4. Committee MERMEEZT1ERL. PIIZIED

5. PINLARUALA—, CAPAYERL




Mock FDA Audit — Goals
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483 Observation Letters:
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Warning Letters:
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