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SUMMARY & PURPOSE:

The purpose of this policy is to define the procedures and quality assurance and monitoring process at the Center
for Research and Grants (CR&G). This policy calls for the review of research protocols for compliance with relevant
policies, and the protection of research subjects. The scope of this review includes verifying documentation and
procedures of the following study related elements: (1) consent forms, (2) study documentation -
inclusion/exclusion criteria, enrollment logs, delegation of duty and signature logs, protocol deviations and safety
events, (3) Investigators’ CVs and training.

POLICY:
This quality assurance review will serve to monitor compliance with federal and relevant state laws and

regulations, BHSF policies and procedures, and IRB requirements related to human subject research being
conducted at BHSF; and will include systematic reviews of research activity.

SCOPE/APPLICABILITY:
This policy applies to all research studies conducted at BHSF under the management of the Center for Research
and Grants, as defined by not being under the management of Miami Cardiovascular Institute and Advanced

Medical Specialties.

PROCEDURES TO ENSURE COMPLIANCE:
Research Compliance:
e In coordination with CR&G Clinical Trials and Population Health and Outcomes Research, identifies
research that may require monitoring and develops a monitoring plan, annually. The reviews will occur as
needed or as pre-determined per the research site objectives.
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e Selects studies for monitoring, from the list of IRB studies according to the following prioritized criteria:
o Investigator-Initiated studies;
Investigator-held IND or IDE studies
High-risk studies designated by the IRB
For cause (e.g. participant complaint, non-compliance)
Studies conducted by investigators with prior 483 Inspectional Observations or warning letters
from the FDA;
o High enrollment studies
o Outside monitoring reports from sponsors received indicating deficiencies
o Atthe request of and in conjunction with the Audit and Compliance Department and/or IRB
e Schedules appointment for regulatory monitoring with the Investigator and study coordinator usually 2 to
4 days in advance of visit.
e  Sends follow up written communication confirming appointment and list of pertinent study materials that
should be available for the reviewer as well as any issues that may need to be specifically addressed,
e Meets with the study coordinator and principal investigator, if needed;
e  Reviews regulatory file and verifies:
o  Study protocol approved
Continuing reviews submitted prior to expiration of approval;
Screening and enrollment logs accurate and up to date;
IRB approval obtained prior to subject enrollment;
Valid informed consent documents being used;
Original signed informed consent documents appropriately executed;
Addendum informed consent documents signed, if applicable;
Adherence to study protocol;
Modifications to the protocol and informed consent document submitted to the IRB and
approved prior to initiation;
Accurate, complete and current records being maintained;
Timely, accurate, and complete reporting of problem that require prompt reporting to the IRB.
Qualified investigators/study personnel conducting study activities;
Principal investigator carrying out agreed upon activities and not delegating them to other staff
not previously identified.
e Provides a copy of the monitoring report to the study team and CR&G Clinical Trials and Population Health
and Outcomes Research.
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SUPPORTING/REFERENCE DOCUMENTATION:
e 21 CFR 312.62 - Investigator Record Keeping and Record Retention for Clinical Drug or Biological Trials
e 21 CFR 812.140- Investigator Record Keeping and Record Retention for Device Trials
e |CH GCP Consolidated Guideline—Part 4.9 Records and Reports

RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
e  BHSF 831.05 Reporting Adverse Events
e  BHSF 831.07 Continuing Review of Protocols
e  BHSF 831.08 Protocol Deviations
e  BHSF 832.00 Investigator Qualifications
e  BHSF 831.01 IRB Audits

ENFORCEMENT & SANCTIONS:

Violations of this policy may lead to revocation of system privileges and/or disciplinary action including
termination. Anyone willfully violating this policy will be subject to disciplinary action up to and including
termination.
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