LSU HEALTH COORDINATOR COMPETENCIES

5 X PROTOCOL
: COMPLIANCE

Sponsor Monitoring




Objectives

Discuss what is the purpose of Sponsor Monitoring
Outline steps for scheduling and preparing for a
Monitoring visit

Discuss what happens during a Monitoring visit
Discuss what happens after a Monitoring visit
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Sponsor Monitoring

Because part of the responsibilities of a Sponsor are to oversee an
investigator’s performance related to quality data and human
subject protections, sponsors may provide monitoring capabilities

for a study.

There are two main purposes for a Sponsor to monitor:
Ensure that the investigator is complying with the Federal

regulations and the protocol.
Identify issues and correct them when there is evidence that

the site is out of compliance

A Sponsor Monitoring Visit may be in person (on-site) or remote.
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Scheduling a Monitoring Visit

A Sponsor’s right to monitor a site is based both on the regulations
and the contract between the Sponsor and LSUHSC.

Example Contract Language:

The Sponsor and its representatives, upon reasonable advance
notice, and at mutually agreed upon dates and times during
regular business hours, will be provided access to the premises,
facilities, Study records, and Study Team as required to accomplish
research site monitoring activities. Monitoring by the Sponsor does
not relieve the Institution of any of its regulatory obligations under
this Agreement.
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Presenter Notes
Presentation Notes
The PI, research team member, and monitor will arrange a mutually agreed upon date and time to conduct the monitoring visit, that allows for the appropriate scheduling of site resources (e.g., monitoring space, coordinator availability, etc.). 


Preparing for a Monitoring Visit

Schedule a room for the monitor to use, if on-site

Schedule any meetings with key personnel if requested by the
monitor

Make available direct access to all requested clinical research
study-related records

Refer to performance site SOPs for any additional requirements
when scheduling a monitoring visit
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Presenter Notes
Presentation Notes
The PI and research team member, in collaboration with other delegated research team members, should prepare for the scheduled monitoring visit by ensuring that all clinical research study-related documents are current, organized, complete, and accurate prior to the monitoring visit. They will also ensure that all requested source documents and clinical research study-related documents are available to the monitor during the monitoring visit. 

If a monitor requests to review source documents directly in the electronic medical record, the PI or delegated research team member should contact the appropriate office at the study site to identify the appropriate way for the monitor to view the source documents. Acceptable, suggested methods for allowing monitors direct access include allowing the monitor over the shoulder access to the electronic medical record with a research team member; or a research team member sharing their screen showing the electronic medical record. If direct viewing is not requested, copies of the electronic source documents may be made available to the monitor. These requests will be reviewed and approved at the discretion of the study team. 


Preparing for a Monitoring Visit:

General Site Review

Verify Pl is still in good standing (e.g., qualifications, time)

Verify labs and equipment are still in good standing (e.g.,
certified, calibrated)

Verify staff is up to date with protocol training

Verify staff is abiding by the protocol and delegation log
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Presenter Notes
Presentation Notes
• The PI has adequate qualifications and resources and these remain adequate throughout the clinical research study period. 
• The staff and facilities, including laboratories and equipment, are adequate to safely and properly conduct the clinical research study and these remain adequate throughout the clinical research study period. 
• The PI and delegated research team members are adequately informed about the clinical research study. 
• The PI and the delegated research team members are performing the specified clinical research study functions in accordance with the protocol and any other written agreement between the sponsor and the investigator/institution, and the PI has not delegated these functions to unauthorized individuals. 
• The investigator and delegated research team members follow the approved protocol and all approved amendments, if any. 


Preparing for a Monitoring Visit:

Study Document Review

Informed Consent
Confirm each subject was consented
Verify the informed consent document is complete
Confirm all enrolled subjects met enrollment criteria

Other Documents
Verify source documentation, CRF entries, and other records
are complete and maintained
Verify all required reports are complete, submitted, and
maintained
Verify essential documents are being maintained in accordance
with sponsor and institutional requirements
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Presenter Notes
Presentation Notes
Informed Consent 
• Each subject has consented, in writing, to direct access to his/her original medical records for clinical research study-related monitoring, audit, IRB review, and regulatory inspection. 
• Written informed consent was obtained and documented before each subject’s participation in the clinical research study. 
• The PI is enrolling only eligible subjects. 

Clinical Research Data/Documents 
• Source documentation, case histories, CRF entries and other clinical research study records are accurate, complete, current, and maintained. 
• The PI provides all required reports, notifications, applications, and submissions, and these documents are accurate, complete, timely, legible, dated, and identify the clinical research study. 
• Adverse events (AEs) are appropriately reported within the time periods required by the protocol, IRB, and applicable regulatory requirements. 
• The PI and delegated research team members are maintaining the essential documents as outlined in the Essential Documents SOP. 


Preparing for a Monitoring Visit:

Investigational Product

Verify the storage conditions are appropriate

Verify the IP was only provided to eligible subjects

Verify subjects were provided with instructions for use of the IP
Verify receipt, use, and return of IP is properly documented

Verify disposition of unused IP complies with Sponsor and
regulatory requirements
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Presenter Notes
Presentation Notes
Investigational Product 
• The investigational product storage conditions are acceptable and that supplies are sufficient throughout the clinical research study. 
• The investigational products are supplied only to eligible subjects and at the protocol specified doses. 
• Subjects are provided with necessary instruction on properly using, handling, storing, and returning the investigational products. 
• The receipt, use, and return of the investigational products at the clinical research study site are controlled and documented adequately. 
• The disposition of unused investigational products complies with applicable regulatory requirement and is in accordance with the sponsor’s authorized procedures.


During the Monitoring Visit

On-Site Monitoring
When the monitor arrives, have them sigh the monitor visit log.
Orient the Monitor to the investigational site facilities. Provide the
Monitor with all study documents requested

Remote Monitoring
Document on the monitor visit log the dates and times of the
Monitor arrival and exit. Provide the Monitor with all study
documents requested via a secure method.

Tips
Check in throughout the day to address any questions
Expect to discuss deviations from the protocol, SOPs, GCP, and
other applicable regulatory requirements LSL
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After the Monitoring Visit

The monitor is expected to provide the investigational site, within
a reasonable amount of time, a monitoring report that includes a
summary of what the monitor reviewed, including:

significant findings/facts

deviations and deficiencies

conclusions

actions taken or to be taken and/or actions recommended to

secure compliance

The Pl and research team member should address all findings
presented by the monitor within a specified timeline that is
acceptable to the sponsor and the investigational site.
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LSU Health Coordinator Competencies

Onboarding

Ethical Standards

Protocol Compliance

Informed Consent

Patient Recruitment & Retention
Management of Patients

Documentation & Document Management
Data Management & Information Technology
Financial Stewardship

Leadership & Professional Development
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