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Risk Management is a collection of processes directed toward the identification, evaluation, and implementation of corrective action for potential risks that could impact staff, patients and visitors. Documentation of Risk Management Policies and Procedures, as well as the completion of quarterly risk assessments is not only essential to reduce the level of risk acquired by the health center, but also to maintain compliance with the Health Resources and Services Administration (HRSA) Health Center Program and Federal Tort Claims Act (FTCA) requirements.

Participants will be able to utilize this webinar to:

- Assist with the development of Risk Management documentation that supports the implementation of a comprehensive Risk Management Program
- Ensure compliance with regulatory requirements
- Demonstrate adherence to industry standard best practicesRead less
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	1. www.compliantfqhc.com
Risk Management Documentation
Requirements  and Best Practices
COMPLIATRIC WEBINAR SERIES
Presented by: Michelle Layton BSN, MBA
marketing@fqhcwebinar.com
 


	2. Risk Management Documentation
Requirements  and Best Practices
 


	3. Disclaimers
 This presentation  is not endorsed by Management Strategists
Consulting Group (MSCG)
 This presentation is not endorsed by the Health Resources
Services Administration (HRSA) or the Bureau of Primary Health
Care (BPHC)
 Not employed by MSCG or BPHC
 Independent Consultant who is contracted to conduct Operational
SiteVisits (OSV), provideTechnical Assistance, assist health centers
with preparation for their OSV and provide interim Quality, Risk
Management and Credentialing & Privileging support
 This information should not be considered legal advice
Confidentiality Notice: This document is conﬁdential and contains proprietary information and intellectual property
of Infidium Healthcare Solutions. Neither this document nor any of the information contained herein may be
reproduced or disclosed under any circumstances without the express written permission of the aforementioned
party.
 


	4. Agenda
 What is  Risk Management?
 Required Risk and Claims Management
Documentation (Chapter 21 – Federal Tort Claims
Act)
 Demonstrating Compliance with Chapter 21
 Industry Standard Best Practices
 Changes to SiteVisit Protocol – Chapter 21
 Question and Answer Session – All questions should
be directed to marketing@fqhcwebinar.com
 


	5. What is Risk  Management?
 


	6. What is Risk  Management
 A collection of processes directed toward the identification,
evaluation and implementation of corrective action for
potential and/or actual risks that could impact staff, patients
and visitors
 Includes policies, processes and activities that reduce risk
exposure
 Not specific to clinical areas of the organization and involves
the identification of operational and financial risks
 Impacted by Federal and State Requirements, external
standards and other regulations
 


	7. What is Risk  Management
 Who is responsible???
◦ Everyone!!!
◦ Corporate Level
◦ Health Center Level
◦ Provider Level
 Risk Manager
◦ Responsible for oversight of the Risk Management Program
◦ Can be interchangeable with Quality Assurance/Improvement
Manager
 


	8. What is Risk  Management
ECRI - Overview of the Risk Management Process
 


	9. Chapter 21 –  FederalTort Claims Act
Required Documentation
 


	10. Chapter 21 –  Federal Tort Claims Act
 The FTCA review does NOT factor into compliance
 The FTCA review is only completed for health centers that
are currently FTCA deemed
 FTCA may consider the reviewer’s responses to this section
during the deeming/redeeming process
 Unresolved conditions for non-compliance in the areas of
Chapter 5 – Clinical Staffing and Chapter 10 – Quality
Improvement/Quality Assurance may impact deeming status
 


	11. Chapter 21 –  Federal Tort Claims Act
Required Documentation
 Risk Management Policies and related operating procedures
or protocols including, but not limited to, the following:
◦ ReferralTracking
◦ Laboratory and DiagnosticTest Tracking
◦ Hospital Admissions ordered by Health Center Providers
◦ Incident Reporting for clinically related complaints
◦ Near Misses
 The above list is NOT all-inclusive
 


	12. Chapter 21 –  Federal Tort Claims Act
Required Documentation
 Claims Management Policies and Procedures
 Most recent HRSA-approved FTCA Deeming Application
 Risk ManagementTraining Plan
 Documentation of completed Risk ManagementTraining
 Documentation of the last two Quarterly Risk Management
Assessments that must reflect the following:
◦ Health center activities designed to reduce the risk of adverse
outcomes in areas of high risk that could result in medical
malpractice or other health or health-related litigation
 


	13. Chapter 21 –  Federal Tort Claims Act
Required Documentation
 Board Meeting Minutes from the previous 12 months that include the
status of Risk Management Activities
 Reports presented to the Board of Directors and Key Management Staff
within the previous 12 months that reflect the following:
◦ Risk Management Activities
◦ Progress in meeting Risk Management Goals
 Methods demonstrating how the health center informs patients of
deemed status
 Closed Claims from within the previous five years under FTCA
 


	14. Demonstrating Compliance with
Chapter  21
 


	15. FTCA Requirements
Risk Management
Element  a: Risk Management Program
The health center must implement an ongoing health care
Risk Management Program to reduce the risk of adverse
outcomes that could possibly result in medical malpractice
or other health or health related litigation.
 


	16. FTCA Requirements
Risk Management
Element  a: Risk Management Program (cont.)
◦ Risk Management across the full range of activities and services in
scope
◦ Health care Risk ManagementTraining for health center staff
◦ Completion of Quarterly Risk Management Assessments
◦ Annual reporting to the board which includes:
 Completed Risk Management Activities
 Status of performance relative to established goals
 Proposed activities that respond to high-risk areas
 


	17. FTCA Requirements
Risk Management
Element  b: Risk Management Procedures
The health center has risk management procedures that address the
following areas for health center services and operations:
◦ Identifying and mitigating the health care areas/activities of
highest risk within the health center’s HRSA-approved scope of
project, including but not limited to, tracking referrals,
diagnostics, and hospital admissions ordered by health center
providers
◦ Documenting, analyzing, and addressing clinically-related
complaints and “near misses” reported by health center
employees, patients, and other individuals
 


	18. FTCA Requirements
Risk Management
Element  b: Risk Management Procedures (cont.)
◦ Setting and tracking progress related to Annual Risk
Management Goals
◦ Developing and implementing an Annual Health Care Risk
ManagementTraining Plan for all staff members based on
identified areas/activities of highest clinical risk for the health
center (including, but not limited to, Obstetrical Procedures and
Infection Control) and any non-clinical trainings appropriate for
health center staff (including HIPAA medical record
confidentiality requirements)
◦ Completing an Annual Risk Management Report for the Board of
Directors and Key Management Staff
 


	19. FTCA Requirements
Risk Management
Element  c: Reports on Risk Management
Activities
The health center provides reports to the Board of
Directors and Key Management Staff on health care Risk
Management activities and progress in meeting goals at
least annually and provides documentation to the Board
of Directors and Key Management Staff showing that any
related follow-up actions have been implemented.
 


	20. FTCA Requirements
Risk Management
Element  d: Risk ManagementTraining Plan
The health center has a health care Risk Management
Training Plan for all staff members and documentation
showing that such trainings have been completed by the
appropriate staff, including all clinical staff, at least annually.
 


	21. FTCA Requirements
Risk Management
Element  e: Individual who Oversees Risk
Management
The health center designates an individual(s) (i.e., a Risk
Manager) who oversees and coordinates the health
center’s health care Risk Management Activities and
completes risk management training annually.
 


	22. FTCA Requirements
Claims Management
Element  a: Claims Management Process
The health center has a Claims Management Process for
addressing any potential or actual health or health-related
claims, including medical malpractice claims, that may be
eligible for FTCA coverage. In addition, this process
ensures:
 


	23. FTCA Requirements
Claims Management
Element  a: Claims Management Process (cont.)
◦ The preservation of all health center documentation related to any
actual or potential claim or complaint (for example, medical records
and associated Laboratory and X-ray results, billing records,
employment records of all involved clinical providers, clinic
operating procedures)
◦ Any service-of-process/summons that the health center or its
provider(s) receives relating to any alleged claim or complaint is
promptly sent to the HHS, Office of the General Counsel, General
Law Division, per the process prescribed by HHS and as further
described in the FTCA Health Center Policy Manual
 


	24. FTCA Requirements
Claims Management
Element  b: Claims Activities Point-of-Contact
The health center has a designated individual(s) who is
responsible for the management and processing of claims-
related activities and serves as the claims point of contact.
 


	25. FTCA Requirements
Claims Management
Element  c: Notice of FTCA Deeming (Informing
Patients of FTCA Deeming)
The health center informs patients using plain language
that it is a deemed federal Public Health Service employee
via its website, promotional materials, and/or within an
area(s) of the health center that is visible to patients.
 


	26. FTCA Requirements
Claims Management
Element  d: History of Claims: Cooperation and
Mitigation
If a history of claims under the FTCA exists, the health
center can document that it:
 Cooperated with the Attorney General, as further
described in the FTCA Health Center Policy Manual;
and
 Implemented steps to mitigate the risk of such claims
in the future
 


	27. Risk Management
Best Practices
  


	28. Risk Management Best  Practices
 Risk Management can be a component of the QI/QA Program
 Risk Management Assessments MUST be completed quarterly with a
report to the Board of Directors a minimum of annually.
 Annual Risk Management Report to the Board should include the
following:
◦ Identified areas of risk
◦ Development and implementation of corrective plans of action
◦ What worked and what did not
 


	29. Risk Management Best  Practices
 Do not limit Quarterly Risk Assessments to tracking and reporting of
events (i.e., patient complaints, incidents, etc.)
 Complete Quarterly Risk Management Assessments in the following areas:
◦ Facilities
◦ Health InformationTechnology
◦ Clinical
◦ Operations
◦ Human Resources
◦ Finance
*Sample Quarterly Risk Management AssessmentTool included with slide handout
 


	30. SiteVisit Protocol Changes
Chapter  21 – FTCA
 


	31. SiteVisit Protocol Changes
Chapter  21 - FTCA
Documents the Health Center Provides:
◦ Clarified that Board of Directors Meeting Minutes and reports to the
Board of Directors from the previous 12 months are required
Risk Management; Question 10, page 156:
“Does the health center’s training plan require Risk ManagementTraining for
relevant staff on Obstetrical Services?”
 


	32. SiteVisit Protocol Changes
Chapter  21 - FTCA
Risk Management; Question 10, page 156, Notes:
◦ If the health center provides Obstetrical services via FTCA-deemed
providers (employees/individual contract providers), Obstetrical
training must be included in the Risk Management Plan
◦ If the health center provides prenatal and postpartum care via FTCA-
deemed providers, Obstetrical training must be included in the Risk
Management Plan, regardless of whether the health center provides
labor and delivery services.
 


	33. SiteVisit Protocol Changes
Chapter  21 - FTCA
Risk Management; Question 10, page 157, Notes:
 If the health center provides Obstetrical services ONLY via contracts
with provider organizations or via formal written referral arrangements,
the health center must ensure the following, as it relates to the
contracted organizations or referral providers:
◦ The Risk ManagementTraining Plans include Obstetrics
◦ Credentialing and Privileging includes Obstetrics
 


	34. SiteVisit Protocol Changes
Chapter  21 - FTCA
Risk Management; Question 10, page 157, Notes:
 Regardless of the provision of Obstetrical Services, if the health center
has contact with reproductive age patients for other clinical services
through FTCA-deemed providers, Obstetrical training must be included
in the Risk ManagementTraining Plan.
 Select Non-Applicable if the health center provides all Obstetrical
Services to patients only via contracts with provider organizations or
formal referral arrangements AND does not have contact with
reproductive age patient for other clinical services through FTCA-
deemed providers.
 


	35. Resources
  


	36. Additional Resources
Compliatric
https://www.compliatric.com/
ECRI
ECRI |TrustedVoice  in Healthcare
HRSA Health Center Compliance Manual
HRSA Compliance Manual
HRSA SiteVisit Protocol
HRSA SiteVisit Protocol - 4/13/2023
 


	37. Questions & Answers
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