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¢ Claims and Litigation: This domain focuses on handling potential claims and legal cases, including claim
FEw 21 reporting, litigation support, legal documentation management, and analyzing claims data to understand risk
exposure.

e Legal and Regulatory: This domain focuses on ensuring compliance with healthcare laws and regulations,
FEwy 22 protecting patient information, managing reporting requirements, and supporting accreditation and
regulatory responses.

¢ Risk Financing: This domain covers managing financial risks through insurance programs, claims
hEY 73 coordination, loss analysis, and developing strategies to reduce financial exposure.

¢ Clinical

e Patient Safety: This domain focuses on improving patient safety by promoting a safety culture, managing
ey 7 4 incident reporting, educating staff and patients, addressing ethical concerns, and implementing corrective
actions to reduce risks and prevent harm

¢ Healthcare Operations: This domain involves managing operational risk activities such as conducting risk
FEwy 25 assessments, developing policies, coordinating risk programs, supervising staff; and supporting patient
safety initiatives.
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B #62
Which of'the following risk management documents in a policy and procedure manual should be approved by an organization's
board of directors?

A. departmental personnel job descriptions

B. philosophy regarding medical error management
C. risk analysis

D. risk management department's annual budget

IEf#: B
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According to Health Care Risk Management standards outlined by ASHRM and the American Hospital Association Certification
Center, the governing board has ultimate responsibility for organizational oversight, quality of care, and patient safety. As part of'its
fiduciary and governance duties, the board approves high- level policies that establish the organization's philosophy, strategic
direction, and commitment to safety and risk management.

A philosophy regarding medical error management reflects the organization's approach to disclosure, reporting, just culture
principles, accountability, and system improvement. Because this philosophy sets the tone for organizational culture and impacts
patient safety, legal exposure, and regulatory compliance, it requires board-level approval to ensure alignment with governance
expectations and accreditation standards.

In contrast, the risk management department's annual budget is typically approved through financial governance processes rather
than as a policy document. Risk analyses are operational tools conducted by management and do not require board approval.
Departmental personnel job descriptions are administrative documents managed at the executive or human resources level.
Health Care Operations objectives emphasize board engagement in safety culture and oversight of enterprise risk management.
Therefore, the philosophy regarding medical error management should be approved by the organization's board of directors.
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B #63
A risk manager is reviewing the hospital's incident reporting system and notices that very few medication errors are being reported

despite known high volumes of medication administration. Which of the following is the MOST appropriate action?

A. Discipline staff members for failure to report errors.

B. Conduct a root cause analysis on the reporting system

C. Notify the liability insurer immediately.

D. Assess the organizational culture and barriers to reporting,

IEf#: D
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Within Health Care Risk Management frameworks supported by ASHRM and the American Hospital Association Certification
Center, effective incident reporting systems depend heavily on organizational culture. When underreporting is identified, the most
appropriate first step is to evaluate whether a just culture exists and whether staff perceive reporting as safe, nonpunitive, and
constructive. Fear of retaliation, lack of feedback, time constraints, and unclear reporting procedures are common barriers that
suppress reporting rates.

A punitive response such as disciplining staff may firther discourage transparency and undermine patient safety initiatives.
Conducting a root cause analysis may be appropriate if a specific adverse event occurred, but in this scenario the systemic issue is
underreporting itself, which is primarily cultural and operational in nature. Immediate notification of the liability insurer would not
address the underlying safety system weakness.

Health care operations objectives emphasize creating a culture of safety that encourages voluntary reporting, learning, and system
improverment. By assessing and strengthening reporting culture, leadership can improve data accuracy, enhance early risk
identification, and support proactive patient safety management.

H #64

Which of the following iters should be part of a claim file?
* peer review reports or data

* correspondence with attorneys and investigators

* literature search

* verification of settlement authority

A. 1,3, and 4 only
B. 1,2, and 3 only
C. 2,3, and 4 only
D. 1,2, and 4 only

Ef: C

it

According to Health Care Risk Management standards outlined by ASHRM and the American Hospital Association Certification
Center, claim files must be carefully structured to preserve confidentiality, protect privilege, and support effective defense strategy. A
claim file typically includes correspondence with attorneys and investigators, as this documentation reflects legal strategy,
commumnications, and case development. Literature searches relevant to standards of care may also be included to assist counsel in
evaluating clinical issues and expert testimony preparation. Verification of settlement authority is essential documentation to confirm
that appropriate approvals were obtained before resolving a claim

Peer review reports or data, however, should not be included in the claim file. Peer review materials are generally protected under
state peer review statutes and federal patient safety privilege provisions.

Commingling peer review documents within the clains file may jeopardize privilege protections and increase the risk of
discoverability in litigation. Maintaining separation between peer review files and claim files is a critical risk management practice.
Claims and litigation objectives emphasize preservation of privilege, organized documentation, and compliance with legal standards.
Therefore, correspondence, literature searches, and settlement authority verification belong in the claim file, while peer review
reports should be maintained separately.

HM #65
Which of the following is an essential component of a risk management policy and procedure manual?



A. medical staff bylaws

B. actuarial report

C. loss run report

D. department organizational chart

Ef#: D
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According to Health Care Risk Management standards outlined by ASHRM and the American Hospital Association Certification
Center, a risk management policy and procedure manual should clearly define the structure, authority, and operational framework of
the risk management program. An organizational chart is an essential component because it identifies reporting relationships, lines of
authority, and accountability within the department and in relation to executive leadership and governing bodies.

A clearly documented organizational structure supports regulatory compliance, facilitates commumication, and ensures that
responsibilities for event reporting, claims management, patient safety initiatives, and regulatory oversight are properly assigned. It
also demonstrates governance alignment and helps accrediting bodies evaluate program effectiveness.

Medical staff bylaws are separate governance documents that outline credentialing, peer review, and clinical governance standards.
Actuarial reports are financial analyses used in risk financing decisions but are not part of a policy and procedure manual. Loss run
reports summarize historical clains activity and support financial review but do not define program structure.

Health Care Operations objectives emphasize formal documentation of authority, processes, and accountability within the risk
management framework. Therefore, inclusion of the department organizational chart is an essential element of a comprehensive risk
management policy and procedure manual.

M #66

The reporting requiremments of the Safe Medical Devices Act SMDA apply to which of the following?
* nursing homes

* physician offices

* ambulatory surgery

* hospitals

fi e«

According to Health Care Risk Management standards supported by ASHRM and the American Hospital Association Certification
Center, the Safe Medical Devices Act SMDA establishes mandatory reporting requirements for certain healthcare facilities when a
medical device has or may have caused or contributed to a patient death or serious njury. These requirements apply to device user
facilities, which include hospitals, nursing homes, and ambulatory surgical facilities.

Hospitals are explicitly required to report device-related deaths to both the FDA and the manufacturer, and serious injuries to the
manufacturer or the FDA if the manufacturer is unknown. Nursing homes and ambulatory surgery centers are also considered device
user facilities under the Act and must comply with similar reporting obligations.

Physician offices, however, are generally not classified as device user facilities under SMDA reporting rules and therefore are not
subject to the same mandatory reporting requirements, although voluntary reporting is encouraged.

Legal and regulatory objectives emphasize timely compliance with FDA reporting mandates, mamntenance of documentation, and
coordination with manufacturers and regulatory authorities to mitigate risk and enhance patient safety. Therefore, the SMDA
reporting requirements apply to nursing homes, ambulatory surgery facilities, and hospitals.
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