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Use of NIAHO®" Interpretive Guidelines and Surveyor Guidance

Effective Date

This NIAHO®" Interpretive Guidelines and Surveyor Guidance document, Revision 7.1:
Effective Date: 11-20-08.

National Professional Organizations- Standards of Practice

Standards of practice of the national professional organizations referenced in these NIAHO® Accreditation
Requirements are consultative and considered in the accreditation decision.

Federal Laws, Rules and Requlations

The most current version of Federal law and the Code of Federal Regulations referenced in these NIAHO®"
Accreditation Requirements are incorporated herein by reference and constitute NIAHOS" accreditation requirements.

This NIAHO®" Interpretive Guidelines and Surveyor Guidance document is based upon the Centers for
Medicare and Medicaid (CMS) Conditions of Participation for Hospitals 42 C.F.R § 482 and State Operations Manual
Regulations and Interpretive Guidelines for Hospitals. These Interpretive Guidelines also are periodically updated
based on notices distributed from CMS. Hospitals participating in the Medicare and Medicaid program are expected to
comply with current Conditions of Participation. When new or revised requirements are published hospitals are
expected to demonstrate compliance in a time frame consistent with the effective date published by CMS in the
Federal Register.

Life Safety Code®

The Life Safety Code® of the National Fire Protection Association referenced in these NIAHOS" Accreditation
Requirements are incorporated herein by reference and constitute NIAHO®" accreditation requirements.

Rev 7.1 — 10-20-08 8



AOA
AMA
AORN
APIC
ASA
CDC
CEO
CFR
CMS
CRNA
DEA
FDA
HHA
HVAC
ISMP
ISO

Life Safety Code
LIP
NFPA
NLN
NPDB
OIG

PRN (prn)
QIO
QMS
Secretary
SMDA
SNF

SR
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DEFINITIONS

American Osteopathic Association

American Medical Association

Association of periOperative Registered Nurses

Association of Professionals in Infection Control and Epidemiology
American Society of Anesthesiologists

Centers for Disease Control and Prevention

Chief Executive Officer

Code of Federal Regulations

Centers for Medicare Medicaid Services

Certified Registered Nurse Anesthetist

Drug Enforcement Administration

Food and Drug Administration

Home Health Agency

Heating Ventilating and Air Conditioning

Institute for Safe Medication Practices

International Organization of Standardization

Life Safety Code® of the National Fire Protection Association
Licensed Independent Practitioner

National Fire Protection Association

National League for Nursing

National Practitioner Data Bank

Office of Inspector General, Department of Health and Human Services
Pro re nata, as the occasion arises, when necessary

Quality Improvement Organization

Quality Management System

Secretary of the Department of Health and Human Services
Safe Medical Devices Act of 1990

Skilled Nursing Facility

Standard Requirement. Additional explanatory information under each major
accreditation requirement in this Guide.
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QUALITY MANAGEMENT SYSTEM (OM)

QM.1 QUALITY MANAGEMENT SYSTEM

The governing body (or organized group or individual who assumes full legal authority and responsibility for operations
of the hospital), medical staff, and administrative officials are responsible and accountable for ensuring that the
organization implements and maintains an effective quality management system. This quality management system
shall ensure that corrective and preventive actions taken by the organization are implemented, measured and
monitored.

In addition to any other Quality Management System standard, the organization is required to comply with QM.1 at all
times as a part of its Quality Management System. Until the organization achieves ISO 9001 Compliance/
Certification, the organization shall follow at a minimum the ISO 9001 methodology specified in QM.2, SR.3 (below).

SR.1 The organization must develop, implement and maintain an ongoing system for managing quality and patient
safety.

SR.1(a) As a part of the Quality Management System for addressing performance improvement and patient
safety, the organization must select projects or similar activities that focus attention on various processes,
functions and areas of the organization.

SR.1(a)(1) The number and scope of these projects or similar activities will be conducted annually and
be proportional to the scope and complexity of the organization’s operations and services
offered.

SR.1(a)(2) These projects or similar activities will be documented to include the rationale for selection
and measurable progress achieved.

SR.1(a)(3) If the organization participates in a Quality Improvement Organization (QIO) cooperative
project, the organization must demonstrate that information and supporting documentation
is provided to the QIO. If the hospital does not participate in a QIO, the projects and
activities are required to be of comparable effort.

SR.2 The organization must implement hospital-wide quality assessment and performance improvement efforts
to address priorities for improved quality of care and patient safety and that corrective and preventive
actions are implemented and evaluated for effectiveness.

SR.3 The organization will assure that adequate resources are allocated for measuring, assessing, improving, and
sustaining the hospital's performance and reducing risk to patients.

QM.2 ISO 9001 QUALITY MANAGEMENT SYSTEM

SR.1 Compliance with the ISO 9001 standard must occur within two (2) years after the initial deemed NIAHO™
accreditation. The Organization shall either demonstrate compliance with the ISO 9001 Quality Management
System principles through a NIAHO™ accreditation survey or maintain Certification through an Accredited
Registrar. Only certificates covered by an accreditation by an IAF MLA (International Accreditation Forum
Multilateral Recognition Agreement) signatory shall be eligible. The organization shall maintain ISO 9001
compliance or formal Certification in order remain eligible for NIAHO®" Accreditation.

SR.2 An Accredited Registrar recognized by the International Organization of Standardization shall meet the
following minimum criteria:

SR.2a. shall be accredited for IAF Scope 38; and,

SR.2b. must have certified or conducted a pre-assessment at a minimum of twelve (12) hospitals.

Rev 7.1 —10-20-08 10
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SR.3 The organization will initiate and continue implementation of the ISO 9001 methodology to achieve compliance
or certification as stated in QM.1 SR.1. At a minimum the organization must be able to demonstrate at the
time of the NIAHO®™ Accreditation survey evidence of the following:

SR.3a Control of Documents: the organization’s documents (i.e. policies, procedures, forms) are structured in
a manner to ensure that only the proper revisions are available for use;

SR.3b Control of Records: the organization ensures that suitable records are maintained for the CoP and
NIAHO® requirements;

SR.3c Internal Surveys (Internal Audits) — the organization conducts internal reviews of its processes and
resultant corrective/preventive action measures have been implemented and verified to be effective;

SR.3d The organization has established measurable quality objectives and the results are analyzed
addressed; and

SR.3f Appropriate information has been submitted to the oversight group for quality management as required
in QM.6 SR.1 as well as top management for review and analysis during a management review process.

Interpretive Guidelines:

The ISO 9001 requirements are assessed during each survey of the organization. The organization has 2 years from
the initial deemed NIAHO #accreditation to achieved compliance or certification to ISO 9001. If the organization is
currently certified to ISO 9001, the Registrar that currently certifies the organization must be verified using current
criteria established under SR.2a and SR.2b. This should be verified prior to the organization’s accreditation survey.

The organization shall demonstrate that the required 1ISO 9001 methodologies identified in SR.3a-SR.3f (above) are
present. If the survey team is conducting the annual 1ISO periodic survey during the NIAHO #survey, the survey team
will assess the applicable ISO 9001 requirements and review the status of findings and corrective action(s) taken to
validate they have been implemented. A separate ISO 9001 report will be created to indicate any findings as a result
of the 1ISO survey when applicable.

If the organization has failed to meet the requirements within the timeframe as described above regarding ISO 9001
compliance or certification, the Jeopardy Status process will be initiated.

Surveyor Guidance:

The lead surveyor will be provided information regarding the organization with regard to their current compliance or
certification status to 1ISO 9001 prior to the accreditation survey.

The lead surveyor will be required to describe the process to the senior leadership for being in compliance with or
attaining certification to ISO 9001 if the organization is not already ISO certified.

If the organization is already certified to ISO 9001 and the survey team is not conducting the periodic annual survey

required by ISO at the time of the NIAHO *¥survey, the lead surveyor will verify that the Registrar is an Accredited
Registrar in accordance with QM.1, SR.2.

The survey team will verify that the organization has implemented mechanisms to demonstrate that the 1ISO
methodologies as listed in SR.3a — SR.3f are present and continued through the period the hospital is required to
maintain compliance or certification to ISO 9001 at which time the full scope of the ISO 9001 requirements must be
met as stated within the timeframe under SR.1 .

Rev 7.1 —10-20-08 11
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QM.3 QUALITY OUTLINE

The organization shall clearly outline its methodology, practice and related policies for addressing how quality and
performance are measured, monitored, analyzed and continually improved to improve health outcomes and reduce
risks for patients.

Interpretive Guidelines:

The organization will present documentation to the survey team that clearly defines how quality and performance are
measured, monitored, analyzed and continually improved.

Surveyor Guidance:

The organization can document conformance in a variety of ways. An example would include a Quality Manual or
Performance Improvement / Quality Management Plan. Verify that the organization has clearly defined how they
measure quality and performance. The monitoring methods, data analysis and effectiveness of action(s) taken will be
verified.

QM.4 MANAGEMENT REPRESENTATIVE

A management representative shall be designated and shall have the responsibility and authority for ensuring that the
requirements of the Quality Management System are implemented and maintained.

Interpretive Guidelines:

The senior leadership is required to designate an individual as a Management Representative. A requirement of ISO
9001 is to define the Management Representative’s responsibilities. The Management Representative is responsible
for the process for internal reviews (internal audit) and management reviews to ensure that corrective and preventive
action(s) are carried out and are measured for effectiveness.

Surveyor Guidance:

Verify documentation to demonstrate that the Management Representative has been identified and there is a defined
scope of responsibilities for this individual.

QM.5 DOCUMENTATION AND MANAGEMENT REVIEWS

Any variation, deficiency or non-conformity identified by the organization shall be addressed by the organization.
Appropriate corrective or preventive action will be determined, applied, and documented. Documentation of activities
may take the form of a Failure, Mode and Effect Analysis, Root Cause Analysis, Performance Report, Non-Conformity
Report, specific Improvement Project analysis, etc. This documentation shall become a part of the Management
Review performed at regular intervals, at a minimum of once annually.

Interpretive Guidelines:

The organization is to have identified, applied and documented nonconformity (non-compliance) throughout the
organization and the subsequent corrective/preventive action(s) taken. The organization can demonstrate this in
various ways, but there should be information present that validates that the organization has corrected the
nonconformity and that the action(s) implemented have been effective and sustained. The organization should be able
to demonstrate that planned actions were effective by quantifiable measurement subject to internal reviews (internal
audits) or other means,

The results of these activities are communicated to senior leadership, usually conducted as a part of management
review.

Rev 7.1 —10-20-08 12
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Surveyor Guidance:

Review examples of the following: Nonconformity Report, Root Cause Analysis, Failure Mode and Effects Analysis, or
other documents that the organization can demonstrate a means of recording non-conformity and the subsequent
follow-up to determine that the action(s) taken have been effective. If there are different means for reporting non-
conformity, the surveyor will determine the consistency of the process to ensure its effectiveness.

QM.6 SYSTEM REQUIREMENTS

In establishing the Quality Management System, the organization shall be required to have the following as a part of
this system:

SR.1 Interdisciplinary group to oversee the Quality Management System that includes at least the CEO, COO,
Nurse Executive, Pharmacy, Risk Management, Safety Management, Privacy Officer, Quality
Facilitator/Management Representative, and two members of the medical staff who must be doctors of
medicine or osteopathy. This interdisciplinary group shall conduct Management Reviews;

SR.2  Written document defining the Quality Management System, to include all clinical and non-clinical services;

SR.3 Statement of the Quality Policy;

SR.4  Measurable Quality Objectives; and,

SR.5 Goal Measurement / Prioritization of activities.

SR.5a Focus on high-risk, problem-prone areas, processes or functions,

SR.5b Consider the incidence, prevalence and severity of problems in these areas, processes or functions,

SR.6¢c Affect health outcomes, improve patient safety and quality of care.

Interpretive Guidelines:

The Management Representative supports and facilitates the Quality Management System; however, it is the
responsibility of senior leadership to review these activities and see that appropriate actions are taken for continual
improvement. The Quality Manual or other similar document outlines the process that the organization has in place.
This Quality Manual will include or reference the policies and procedures for the Quality Management System, Quality
Policy, and Quality Objectives. The organization must carry out Management Reviews which encompass review of
corrective/preventive actions taken, results from internal reviews (internal audits), customer (patient) satisfaction, data
analysis and other performance improvement activities. The Management Review Process is to be carried out by
senior leadership throughout the organization.

Surveyor Guidance:
Verify that the management reviews have taken place and there are appropriate minutes recorded.
The Quality Management System will be documented in a Quality Manual, Performance Improvement Plan or similar

document as identified by the organization. Included or referenced as a part of the Quality Management System will
include the Quality Policy, Quality Objectives, and how processes and services are monitored and measured.

Rev 7.1 —10-20-08 13
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QM.7 MEASUREMENT, MONITORING, ANALYSIS
The organization shall evaluate all organized services and processes, both direct and supportive, including services
provided by any contracted service. The monitoring shall include the use of internal reviews (audits) of each
department or service at scheduled intervals, not to exceed one year and data related to these processes. Individual(s)
not assigned to that department or service shall conduct the internal review (audit). Measurement, monitoring and
analysis of processes throughout the organization require established measures that have the ability to detect
variation, identify problem processes, identify both positive and negative outcomes, and effectiveness of actions taken
to improve performance and/or reduce risks. The organization must define the frequency and detail of the
measurement. Those functions to be measured at a minimum must include the following:
SR.1 Threats to patient safety;

SR.2  Medication therapy/medication use; to include medication reconciliation and the use of dangerous
abbreviations;

SR.3 Operative and invasive procedures; to include wrong site/wrong patient/wrong procedure surgery
SR.4  Anesthesia/moderate sedation;

SR.5 Blood and blood components

SR.6  Restraint use/seclusion;

SR.7 Effectiveness of pain management system;

SR.8 Infection control system, including nosocomial infections;

SR.9 Utilization Management System;

SR.10 Patient flow issues, to include reporting of patients held in the Emergency Department or the PACU in excess
of eight hours.

SR.11 Customer satisfaction, both clinical and support areas;

SR.12 Discrepant pathology reports;

SR.13 Unanticipated deaths, non-sentinel event;

SR.14 Sentinel event/near miss;

SR.15 Other adverse events;

SR.16 Critical and/or pertinent processes, both clinical and supportive;

SR.17 Medical record delinquency; and,

SR.18 Physical Environment Management Systems

Interpretive Guidelines:

In order for the organization to continually improve its Quality Management System, the services and processes must
be measured to determine their effectiveness. Through an internal review (internal audit) mechanism, the organization

will determine where corrective/preventive action(s) are to be taken and have a process in place to determine the
effectiveness of action(s) taken.
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As a part of this measurement component, there are several listed above that must be measured for the organization
to determine the effectiveness of these processes for continual improvement and preserving the safety of the patients
and staff.

The organization should have collected and analyzed data in the respective areas listed above to demonstrate that
these processes are closely monitored.

All departments and services provided are to be included as a part of the quality management oversight for the
organization, this will include, but not limited to: Inpatient services, anesthesia services, surgical services, contract
services, outpatient services, rehabilitation services, and other support services.

Surveyor Guidance:

The organization can demonstrate the effectiveness of its Quality Management System through the analysis of data
and follow up where variation exists in order to implement corrective/preventive action. Evaluate the internal survey
process and subsequent effectiveness of action(s) taken to improve performance. The organization will be assessed
according to its ability to effectively monitor and measure those areas listed above.

Look for data analysis and measures in place to determine the effectiveness of these processes.
QM.8 PATIENT SAFETY SYSTEM

SR.1 The organization shall have a means for establishing clear expectations for identifying and detecting the
prevalence and severity of incidents that impact or threaten patient safety. This shall include medical errors
and adverse patient events.

SR.2 The organization’s Patient Safety System shall be documented and shall address the following:

SR.2a. detection;

SR.2b. preventative and corrective action;

SR.2c. defined processes to reduce risk;

SR.2d. implementation of action plans;

SR.2e. on-going measurement to ensure action effectiveness;

SR.2f. management review of response and resource allocation to the results of patient adverse event and
other analysis; and,

SR.2g. policy and practice of informing patients and/or their families about unexpected adverse events.

Interpretive Guidelines:

In certain circumstances, there are incidents that impact or threaten patient safety. It is the responsibility of the
organization to develop means of controlling processes to ensure the processes are safe for patients and staff as they
are carried out.

The organization has to identify, implement and regularly assess the means by which these incidents are prevented or
when they occur. The incidents are studied to detect nonconformance and where risk points or failures are an inherent
part of the process and work to remove these risk points or failures from the system.

Surveyor Guidance:

The organization’s creation of an environment that is safe for patients and staff is imperative. Assess the ability of the
organization to detect and prevent adverse patient events, act accordingly to improve these processes through
corrective/preventive action and monitoring the effectiveness of their efforts. This could be done by reviewing root
cause analyses and/or failure modes and effects analysis where such processes or events have been studied and the
associated documentation to support findings, corrective/preventive action(s) taken and the follow-up to determine
their effectiveness.
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When such incidents occur, a process must be in place to address customer (patient) communication, how the patients
are informed and their right to know the circumstances of events. Such communication does not imply wrongdoing on
the part of the organization or its staff members. The process identifies the most effective way of responding to such
events. The process also requires a level of communication for the customer (patient) to know that the organization is
acting responsibly and will promote the safest environment possible.

GOVERNING BODY (GB)

GB.1 LEGAL RESPONSIBILITY

The organization shall have an effective governing body legally responsible for the conduct of the organization as an
institution. The governing body is responsible for all services provided in the organization including all contracted
services. If an organization does not have an organized governing body, the persons legally responsible for the
conduct of the organization must carry out the functions specified.

SR.1 The governing body (or organized group or individual who assumes full legal authority and responsibility for
operations of the hospital), medical staff, and administrative officials (to include the chief executive officer,
chief financial officer, and nurse executive) are responsible and accountable for ensuring that the following:

SRla. the organization is in compliance with all applicable Federal and State laws regarding the health and
safety of its patients;

SR1b. the organization is licensed by the appropriate State or local authority responsible for licensing
hospitals;

SR1c. Criteria that includes aspects of individual character, competence, training, experience and judgment
is established for the selection of individuals working for the organization, directly or under contract,
and/or appointed through the formal medical staff appointment process; and,

SR1d. the personnel working in the organization are properly licensed or otherwise meet all applicable
Federal, State and local laws.

Interpretive Guidelines:

There should only be one (1) governing body responsible for the day-to-day operation of the organization. If more than
one (1) governing body is identified (ex. a healthcare system with local and system governing bodies), the reporting
structure and responsibility of the respective bodies should be identified and differentiated. In the absence of an
organized governing body, the organization must provide written documentation that identifies the individual or
individuals that are responsible for the conduct of the hospital operations.

Surveyor Guidance:

Verify that the hospital has an organized governing body and/or has written documentation that identifies the individual
or individuals that are responsible for the conduct of the hospital operations.

Interview the hospital leadership to determine the reporting structure regarding how information flows to and from the

governing body. The reporting structure may include written reports, presentations by staff at board meetings, or other
means.
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GB.2 INSTITUTIONAL PLAN AND BUDGET

SR.1 The organization shall have an overall plan that includes an annual operating budget that contains all
anticipated income and expenses and is prepared according to generally accepted accounting principles.

SR.2 The plan must provide for capital expenditures for at least a 3-year period including the year identified in SR.1
(above). The plan must include and identify in detail the objective of, and the anticipated sources of financing
for, each anticipated capital expenditure in excess of $600,000 (or lesser amount established by the State in
which the organization is located in accordance with Section 1122(g)(1) of the Social Security Act and is
related to:

SR2a. acquisition of land,;
SR2b. improvement of land, buildings and equipment, or
SR2c. replacement, modernization or expansion of buildings or equipment.

SR.3 The plan must be reviewed and updated annually.

SR.4  The plan must be prepared under the direction of the governing body and by a committee consisting of
representatives of the governing body, the administrative staff, and the medical staff of the institution.

SR.5. If required, the plan must be submitted for review in accordance with Section 1122 of the Social Security Act
or, as applicable, to the appropriate health planning agency in the State.

Surveyor Guidance:

Verify that an institutional plan and budget exist, includes descriptions of items and complies with all standard
requirements. It is not within the scope of activities or responsibility of the surveyor to review and assess the amounts
or structure of the institutional plan and budget.

Assess the process for developing the budget and the parties involved. Verify that the institutional plan and budget are
updated at least annually and that the process is done under the direction of the governing body and members of the
administrative staff and medical staff.

GB.3 CONTRACTED SERVICES

SR.1 The governing body shall require annual management reviews of selected indicators to ensure that all
contracted services (including all joint ventures or shared services) provide services that are safe and effective
and that comply with all applicable NIAHO®" standards.

SR.2  The governing body is responsible for services furnished in the hospital whether or not they are furnished
under contract. The organization must evaluate and select contracted services (including all joint ventures or
shared services) (and non-contracted services) entities/individuals based on their ability to supply products
and/or services in accordance with the organization’s requirements. Criteria for selection, evaluation, and re-
evaluation shall be established. The criteria for selection will include the requirement that the contracted entity
or individual to provide the products/services in a safe and effective manner and comply with all applicable
NIAHO®" standards, and standards required for all contracted services.

SR.3 A documented list of contracted companies and individuals, including their scope/nature of services shall be
maintained.

Interpretive Guidelines:

The governing body is responsible for assuring that hospital services are provided in compliance with NIAHO
standards and according to acceptable standards of practice regardless of whether the services are provided directly
by hospital employees or by a contracted entity.
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When services are provided by a contracted entity, The governing body must identify the criteria for selection and
procurement of services, and the means of evaluating the contracted entity.

There may be arrangements where services are provided through one or more of the following: joint ventures; informal
agreements; shared services; or, lease arrangements. These services are also subject to the criteria for selection and
evaluation process.

Surveyor Guidance:

Determine the services that are carried out by a contracted entity and the scope of their responsibilities. In a sampling
of these contracts, review a contract to see that it addresses the criteria for selection and the evaluation processes
identified in the organization’s policies and procedures. Verify that the organization has a mechanism in place to
review the contract and performance of each entity no less than once annually.

CHIEF EXECUTIVE OFFICER (CE)

CE.1 QUALIFICATIONS

The governing body must appoint a chief executive officer who is qualified through education and experience to be
responsible for managing the organization.

CE.2 RESPONSIBILITIES

The chief executive officer is responsible for operating the organization, according to the authority conferred by the
governing body. The chief executive officer shall provide for the organization’s compliance with applicable law and
regulation, including State licensure laws.

Surveyor Guidance:

Review the established requirements including education and experience required of the chief executive officer. This
may be in the form of a job description or other document that adequately describes the scope of responsibilities.

Verify that the governing body for the organization has appointed a chief executive officer and that he or she has met
the requirement for this role within the organization and that he or she is responsible for managing the entire hospital.

MEDICAL STAFF (MS)

MS.1 ORGANIZED MEDICAL STAFF

The organization shall have an organized medical staff that is composed of fully licensed doctors of medicine or
osteopathy. In accordance with State law, the medical staff may also include other practitioners.

MS.2 ELIGIBILITY

The governing body shall determine, in accordance with State law, which categories of practitioners are eligible
candidates for appointment to the medical staff.

Interpretive Guidelines:
The hospital shall have an organized medical staff that is composed of fully licensed doctors of medicine or
osteopathy. In accordance with State law, the medical staff may also include other practitioners. These other

practitioners may include physician assistants, advance practice registered nurses, dentists, psychologists, or other
designated professionals who are approved by the medical staff and governing body and eligible for appointment.
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Surveyor Guidance:

Review documentation and verify that the governing body has determined and stated the categories of practitioners
who are eligible candidates for appointment to the medical staff.

Confirm that the governing body appoints all members to the medical staff in accordance with established policies that
have been based on the individual practitioner’s scope of clinical expertise and in accordance with Federal and State
law.

MS.3 ACCOUNTABILITY

The medical staff shall be organized in a manner approved by and accountable to the governing body and shall be
responsible for the quality of the medical care provided to patients.

Interpretive Guidelines:

The medical staff shall be organized in a manner approved by and accountable to the governing body and shall be
responsible for the quality of the medical care provided to patients.

All patients must be under the care of a member of the medical staff or under the care of a practitioner who is directly
under the supervision of a member of the medical staff. All patient care is provided by or in accordance with the orders
of a practitioner who meets the medical staff criteria and procedures for the privileges granted, who has been granted
privileges in accordance with those criteria by the governing body, and who is working within the scope of those
granted privileges.

Surveyor Guidance:

Verify that the governing body is accountable for the medical staff and the quality of patient care services.

Validate the process by which the governing body monitors these activities of medical staff members.

MS.4 RESPONSIBILITY

The responsibility for organization and conduct of the medical staff must be assigned to an individual doctor of
medicine or osteopathy or, when permitted by State law, a doctor of dental surgery or dental medicine.

Interpretive Guidelines:

The medical staff must be accountable to the hospital's governing body for the quality of medical care provided to
patients. The responsibility for organization and conduct of the medical staff must be assigned to an individual doctor
of medicine or osteopathy or, when permitted by State law, a doctor of dental surgery or dental medicine.

Surveyor Guidance:

Validate the process by which the governing body monitors the quality of medical care provided to patients.

Verify that an individual doctor of medicine or osteopathy is responsible for the conduct and organization of the
medical staff.
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MS.5 EXECUTIVE COMMITTEE

SR.1 The medical staff shall meet at regular intervals and minutes shall be maintained. If the medical staff has an
executive committee, a majority of the members of the committee shall be doctors of medicine or osteopathy.

SR.2 The chief executive officer and the nurse executive of the organization or designee shall attend each executive
committee meeting on an ex-officio basis, with or without vote.

Surveyor Guidance:

Verify that the hospital has an executive committee and that the majority of members are doctors of medicine or
osteopathy. If an executive committee is in place, the chief executive officer and nurse executive (or designee) are a
part of the committee on an ex-officio basis.

Review meeting minutes of the executive committee to verify the participation of the medical staff, CEO and CNO (or
designee) attend these meetings.

MS.6 MEDICAL STAFF PARTICIPATION

The medical staff shall participate in at least the following organization activities:

SR.1 Medication management oversight;

SR.2 Infection control oversight;

SR.3 Tissue review;

SR.4  Utilization review;

SR.5 Medical record review; and,

SR.6  Quality Management System.

SR.7 Reports and recommendations from these activities shall be prepared and shared with the medical executive
committee and the governing body.

Surveyor Guidance:

Verify through the review of minutes, data or other documentation that the medical staff participates in at least the
following activities of the organization:

e Medication management oversight;

Infection control oversight;

e Tissue review;

e Utilization review;

e Medical record review; and,

e Quality Management System.

Sample reports and recommendations from these activities to verify that information, data and other documentation

are shared with the medical executive committee and the governing body and actions taken by medical staff and
governing body are evaluated to ensure implementation and effectiveness
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MS.7 MEDICAL STAFF BYLAWS

SR.1 The medical staff shall be appointed by the governing body and operate under bylaws, rules and regulations
adopted and enforced by the medical staff and approved by the governing body.

SR.2 Changes to the medical staff bylaws, rules and regulations shall require approval of the medical staff and the
governing body.

SR.3 The medical staff bylaws shall describe the organization of the medical staff and include a statement of the
duties and privileges of each category of medical staff to ensure that acceptable standards are met for
providing patient care for all diagnostic, medical, surgical and rehabilitative services.

SR.4  Medical staff bylaws shall include provisions for mechanisms for corrective action, including indications and
procedures for automatic and summary suspension of medical staff membership or clinical privileges.

Interpretive Guidelines:

The governing body and medical staff must approve, adopt and enforce medical staff bylaws rules and regulations in
accordance with State and Federal law to ensure that acceptable standards are met for providing patient care for all
diagnostic, medical, surgical and rehabilitative services.

The bylaws, rules and regulations shall define the duties and privileges of each category for the medical staff. The
bylaws shall also include a mechanism for corrective action to include indications and procedures that define the
process for automatic and summary suspension of the medical staff as it relates to membership and clinical privileges.

Any changes made to the bylaws, rules and regulations will be approved by the medical staff and governing body.
Neither the medical staff nor governing body may unilaterally amend the bylaws, rules and regulations.

Surveyor Guidance:

Verify and review the medical staff bylaws, rules and regulations to ensure that are in accordance with Federal and
State laws and regulations. The bylaws should state or reference approval by the medical staff and governing body.

Review the process the hospital has defined for addressing how bylaws, rules and regulation revisions are made and
approved by the medical staff and governing body.

Verify that there are written criteria stated within the bylaws, rules and regulations that define the duties and privileges
of each category for the medical staff in accordance with acceptable standards of care.

MS.8 APPOINTMENT

The medical staff bylaws shall describe the qualifications to be met by a candidate in order for the medical staff to
recommend that the governing body appoint the candidate. Those qualifications shall include the following:

SR.1 Initial appointment to the medical staff:

SR.1la. primary source verification of licensure, education, specific training, experience, and current
competence ;

SR.1b. current Federal Narcotics Registration Certificate (DEA) number;

SR.1c. two peer recommendations;

SR.1d. review of involvement in any professional liability action; and,

SR.1le. if available, review of individual performance data for variation from benchmark. Variation shall go to
peer review for determination of validity, written explanation of findings and, if appropriate, an action
plan to include improvement strategies.
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SR.2 Reappointment to the medical staff:
SR.2a. primary source verification of licensure and current competence;
SR.2b. current DEA number;
SR.2c. review of involvement in any professional liability action; and,
SR.2d. review of individual performance data for variation from benchmark. Variation shall go to Peer Review
for determination of validity, written explanation of findings and, if appropriate, an action plan to
include improvement strategies.
Surveyor Guidance:

Sample records of medical staff appointments to determine that the governing body is involved in appointments of
medical staff members and the elements defined within this standard have been reviewed.

Verify that there are written criteria for appointments to the medical staff.

Review and verify the mechanism to examine credentials of individual prospective members (new appointments or
reappointments) by the medical staff.

MS.9 PERFORMANCE DATA

Practitioner specific performance data is required and must be rate-based with comparative peer or national data
available for comparison. Areas to be measured are:

SR.1 Blood use: AABB transfusion criteria;

SR.2  Prescribing of medications: Prescribing errors and appropriateness of prescribing for Drug Use Evaluations;
SR.3 Surgical Case Review: appropriateness and outcomes for selected high-risk procedures;

SR.4  Specific department indicators that have been defined by the medical staff;

SR.5 Moderate Sedation Outcomes;

SR.6  Appropriateness of care for non-invasive specialties;

SR.7  Utilization data;

SR.8 Significant deviations from established standards of practice; and,

SR.9 Timely and legible completion of patients’ medical records.

SR.10 Any variant should be analyzed for statistical significance.

Interpretive Guidelines:

The governing body must ensure that the medical staff is accountable to the governing body for the quality of care
provided to patients. The governing body must be provided with information (data) in order to evaluate the quality of

care provided to patients.

The hospital must define and measure the respective elements within this standard to generate a quality profile for
each medical staff member to be used for evaluation as a part of the appointment and reappointment process.
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Surveyor Guidance:

Verify that the governing body is periodically apprised of the medical staff evaluation of patient care services provided
hospital wide using indicators and other measures as stated within this standard.

Sample medical staff quality (reappointment) profiles or other documentation to validate that this data is being
measured and a part of the appointment and reappointment process.

MS.10 CONTINUING EDUCATION

All individuals with delineated clinical privileges shall participate in continuing education that is at least in part related to
their clinical privileges.

SR.1 This documentation shall be considered in decisions about reappointment or renewal or revision of clinical
privileges.

SR.2 Action on an individual’s application for appointment /reappointment or initial or subsequent clinical privileges
is withheld until the information is available and verified.

MS.11 GOVERNING BODY ROLE

SR.1 The governing body shall appoint members of the medical staff and approve clinical privileges after
considering the recommendations of the existing members of the medical staff and ensure that the medical
staff is accountable to the governing body for the quality of care provided to patients.

SR.2  The governing body may elect to delegate the authority to render initial appointment, reappointment, and
renewal or modification of clinical privileges decisions to a committee of the governing body.

SR.3 The governing body shall ensure that under no circumstances is medical staff membership or professional
privileges in the organization dependent solely upon certification, fellowship, or membership in a specialty
body or society.

SR.4. A complete application shall be acted on within a reasonable period of time, as specified in the medical staff
bylaws.

Interpretive Guidelines:

The governing body, with the advice of the medical staff, is responsible for the appointment and reappointment of the
individual practitioners of the medical staff and their respective delineation of privileges.

This process may be carried out by a committee that has been delegated by the governing body to oversee the
appointment and reappointment of medical staff members and their respective delineation of privileges. The process
for appointment and reappointment will be carried out within a reasonable timeframe as defined within the medical staff
bylaws.

The hospital cannot grant appointment, reappointment and allow privileges that are solely based upon certification,
fellowship or membership in a specialty body or society.

Surveyor Guidance:

Verify the process for the appointment and reappointment of medical staff members. This process may be delegated
to a committee (e.g. Credentials Committee).

Verify the timeframe for the credentialing and privileging process to see that actions are taken as required in the
medical staff bylaws.
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Review a sampling of records of medical staff appointments to determine that the governing body is involved in
appointments of medical staff members and that privileges are not based solely based upon certification, fellowship or
membership in a specialty body or society.

MS.12 CLINICAL PRIVILEGES

SR.1 The medical staff bylaws shall include criteria for determining the privileges to be granted to individual
practitioners and a procedure for applying the criteria to those individuals that request privileges.

SR.2  Appointment or reappointments to the medical staff and the granting, renewal, or revision of clinical privileges
shall be made for a period defined by State law or if permitted by State law, not to exceed three years.

SR.3 Allindividuals who are permitted by the organization and by law to provide patient care services independently
in the organization shall have delineated clinical privileges.

SR.4  There shall be a provision in the medical staff bylaws for a mechanism to ensure that all individuals with
clinical privileges provide services only within the scope of privileges granted.

SR.5 The medical staff bylaws shall provide a mechanism for consideration of automatic suspension of clinical
privileges in any of the following instances:

SR.5a. revocation/restriction of professional license;

SR.5b. revocation/suspension/probation of Federal Narcotics Registration Certificate (DEA);
SR.5c. failure to maintain the specified amount of professional liability insurance; or,

SR.5d. non-compliance with written medical record delinquency or deficiency requirements.

SR.6 The medical staff bylaws shall provide a mechanism for immediate and automatic suspension of clinical
privileges due to the termination or revocation of the practitioner's Medicare or Medicaid status.

SR.7 The medical staff bylaws shall contain fair hearing and appeal provisions for any adverse actions regarding the
appointment, reappointment, suspension, reduction or revocation of privileges of any individual who has
applied for or has been granted clinical privileges.

Interpretive Guidelines:

The medical staff must develop criteria for determining the privileges to be granted to individual practitioners. These
criteria must be included in the bylaws. There must also be a procedure in place to ensure that these criteria have
been met prior to privileges being granted. The medical staff bylaws will govern the process to ensure that services
are provided by practitioners only within their scope of granted privileges.

The medical staff will define the criteria and have a mechanism for consideration of automatic suspension of clinical
privileges of a practitioner at a minimum when:

e The practitioner’s professional license has been revoked or suspended for any reason;
e The practitioner's DEA certificate has been revoked, suspended or on probation for any reason;

e The practitioner has failed to maintain the minimum specified amount of professional liability insurance as required
in the medical staff bylaws; and,

e written medical record delinquency or deficiency requirements have not been met.

The medical staff will also have a written mechanism for immediate and automatic suspension of clinical privileges due
to the termination or revocation of the practitioner’'s Medicare or Medicaid status.

For any adverse actions regarding the appointment, reappointment, suspension, reduction or revocation of privileges
of any individual who has applied for or has been granted clinical privileges, there will be a mechanism that provides
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the practitioner a fair hearing and appeal process. Once this process is complete the medical staff will document the
findings and resolutions in writing.

Surveyor Guidance:

Review and verify that the medical staff bylaws contain criteria for granting clinical privileges to individual practitioners
and that a procedure exists for applying these criteria;

Review and verify the defined circumstances for withdrawing, suspending, or terminating privileges of an individual
practitioner;

Verify the process in place to ensure practitioners only provide care to patients within the scope of the privileges
granted by the governing body; and,

Review and verify the process for fair hearing and appeals and follow the documentation for an example of how this
process was carried out by the medical staff.

MS.13 TEMPORARY CLINICAL PRIVILEGES

When dictated by urgent patient care need or when an application is complete without any negative or adverse
information before action by the medical staff or governing body, the chief executive officer or designee, may grant
temporary clinical privileges:

SR.1 On the recommendation of the medical executive committee;

SR.2 For a period of time not to exceed thirty days. Temporary privileges may be extended for two separate 30-day
intervals upon approval of the governing body.

SR.3 Criteria for granting temporary privileges:

SR.3a. verification of education (AMA/AOA Profile);

SR.3b. demonstration of current competence;

SR.3c. verification of State professional licenses;

SR.3d. receipt of professional references (including current competence); and,

SR.3e receipt of database profiles from AMA, AOA, NPDB, OIG Medicare/Medicaid Exclusions.

Interpretive Guidelines:

Under certain circumstances, such as urgent patient care need or when an application is complete without any
negative or adverse information, the medical staff and governing body may not be able to take immediate action on
approving the privileges of a practitioner. Under these circumstances, the chief executive officer or designee may
grant temporary clinical privileges on the recommendation of the medical executive committee, for a period of time not
to exceed 30 days. In the event these temporary privileges warrant being extended, this may take place for a
maximum of two separate 30-day intervals and must be approved by the governing body.

The minimum criteria as defined under SR.3 above will apply for granting temporary privileges.

Surveyor Guidance:

Review and verify that the hospital has a process in place to grant temporary privileges and the circumstances when
this process may be completed.

Sample records and supporting documentation where a practitioner has been granted temporary privileges to validate
the process that was followed.
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MS.14 CORRECTIVE OR REHABILITATION ACTION
The medical staff bylaws shall provide a mechanism for management of medical staff corrective or rehabilitative action.
This documented action may result from unprofessional demeanor and conduct and/or this behavior is likely to be
detrimental to patient safety or the delivery of quality care or is disruptive to organization operations. Any officer of the
medical staff, the CEO, or any officer of the board may initiate this corrective or rehabilitative action.
Interpretive Guidelines:
There may be circumstances when a practitioner has been determined to have acted in an unprofessional manner or
has presented signs of impairment that would prevent him/her from carrying out patient care safely or disrupting the
operations of the organization. The medical staff must provide a mechanism for managing the process for taking
corrective or rehabilitative action when a practitioner’s conduct is in question. An officer of the medical staff, CEO or
any officer of the board may initiate the process for corrective or rehabilitative action.

The medical staff shall define examples of circumstances or criteria for applying the process for implementing
corrective or rehabilitative action.

All hospital staff should be instructed in the process to follow when a practitioner is conducting him/herself in an
unprofessional manner or present signs of impairment that would jeopardize the safety and quality of patient care.

Surveyor Guidance:

Review and verify that the medical staff bylaws address the mechanism for managing practitioners when corrective or
rehabilitative action may be required.

Verify that the hospital has defined the circumstances when corrective or rehabilitative action may be taken.

Sample records and supporting documentation of a practitioner who has been subject to corrective and rehabilitative
action and the process followed in order to promote patient safety and the quality of care provided.

MS.15 ADMISSION REQUIREMENTS

Patients are admitted to the organization only on the recommendation of a licensed practitioner permitted by the State
to admit patients to the organization.

SR.1 The governing body shall ensure that every patient is under the care of a:

SR.1la. doctor of medicine or osteopathy who may delegate such care to other qualified health care
professionals to the extent allowed by State law;

SR.1b. doctor of dental surgery or dental medicine who is legally authorized to practice dentistry by the State
and who is acting within the scope of his/her license;

SR.1c. doctor of podiatric medicine, only with respect to functions authorized by State;

SR.1d. doctor of optometry who is legally authorized to practice optometry by the State;

SR.1le. chiropractor who is licensed by the State and legally authorized to perform the services of a
chiropractor, but only with respect to treatment by means of manual manipulation of the spine to

correct a subluxation demonstrated by x-ray to exist; or

SR.1f. clinical psychologist (doctoral degree in psychology), but only with respect to clinical psychologist
services as defined in 42 CFR §410.71 and only to the extent permitted by State law.
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SR.2. The governing body shall ensure that:
SR.2a. a doctor of medicine or osteopathy is on duty or on call at all times; and,

SR.2b. a doctor of medicine or osteopathy is responsible for the care of each patient with respect to any
medical or psychiatric problem that is present on admission or develops during hospitalization and is
not within the scope of practice of the licensed practitioners specified in SR 1b-1f (above) as that
scope of practice is defined by the medical staff and State law.

Interpretive Guidelines:

The hospital may admit patients only on the recommendation of a licensed practitioner permitted by the State. The
governing body is responsible for ensuring that every patient admitted is under the care of licensed practitioner (as
defined by SR.1 of this standard (above)).

The governing body must ensure that a doctor of medicine or osteopathy is on duty or on call at all times. The
governing body must also ensure a doctor of medicine or osteopathy is responsible for the care of each patient with
respect to any medical or psychiatric problem that is present on admission or develops during

hospitalization and is not within the scope of practice of the licensed practitioners specified in SR 1b-1f (above) as that
scope of practice is defined by the medical staff and State law.

Surveyor Guidance:

Review the Medical Staff Bylaws, Rules and Regulations to Verify that admitting privileges are limited to practitioners
who have been approved by the medical staff and governing body and as permitted by State law.

Although the practitioners that are licensed and permitted by State law to admit patients, in some organizations, the
admission of patients must be done under the service of specific practitioners as defined in the medical staff bylaws,
rules and regulations — Verify the organization’s process for addressing these admission requirements to ensure that
patients are admitted under the appropriate service.

The medical staff bylaws, rules and regulations will define which practitioners by category (i.e. Active, Associate,
Courtesy, Consulting, etc.) staff may admit patients. Verify that admitting privileges are limited to those practitioners
holding the appropriate status with the Medical Staff.

Verify the governing body has established and monitors the enforcement of policies to ensure an MD or DO is on duty
or on call at all times. The medical staff will normally distribute a “on-call” schedule of practitioners by service — verify
how such a list is communicated to appropriate departments/units throughout the hospital.

If non-MD/DOs admit patients, verify that every patient is being monitored by an MD/DO who is responsible for any
medical or psychiatric problem outside the scope of practice of the admitting practitioner.

MS.16 MEDICAL RECORD MAINTENANCE
SR.1  The medical staff bylaws shall include the requirement for the preparation and maintenance of a complete and
accurate medical record for each patient and policies and procedures for dealing with medical record

delinquencies.

SR.2 The medical staff bylaws shall require that the medical staff have periodic meetings at regular intervals to
review and analyze medical records of the patients for adequacy and quality of care.

Interpretive Guidelines:
The medical staff shall require that the preparation and maintenance of complete and accurate medical records be in

place for each patient. There should be defined policies and procedures for dealing with medical record
delinquencies.
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The process for medical records completion and the actions taken must be enforced by hospital policy.

In order to ensure that there is an effective process in place, the medical staff must regularly review and analyze
medical records to ensure the adequacy and quality of patient care.

Surveyor Guidance:

Review and verify that the process and respective policies and procedures are in place for addressing medical record
delinquency.

Review and validate that the hospital has a means of determining its medical record delinquency rate and how this is
defined.

Validate the enforcement of the medical staff bylaws, policies and procedures for practitioners delinquent in medical
records completion.

Review and verify that the medical staff meets regularly to review and analyze medical records for the adequacy and
quality of care provided. The medical staff shall maintain minutes or other records to verify the scope of the reviews
conducted and the subsequent actions taken to address any findings.

MS.17 HISTORY AND PHYSICAL

SR.1 The medical staff bylaws shall include a requirement that a medical history and physical examination (HP) for
each patient shall be done no more than 30 days before or twenty four (24) hours after an admission or
registration, but prior to surgery or other procedure requiring anesthesia services and placed in the patient’s
medical record within twenty four (24) hours after admission. The HP must be in the medical record prior to
any high-risk procedure.

SR.1a. An HP completed within 30 days prior to admission or registration shall include an entry in the
medical record documenting an examination for any change in the patient’s current medical condition

completed by a doctor of medicine or osteopathy, oromaxillofacial surgeon or other qualified individual
who has been granted these privileges by the medical staff in accordance with State law.

SR.1b. This examination and update of the patient’s current medical condition shall be completed and placed
in the medical record within twenty four (24) hours after admission or registration, but prior to surgery
or other procedure requiring anesthesia services.

SR. 2 A doctor of medicine or osteopathy, oromaxillofacial surgeon shall do the HP described above. Alternatively, a
physician’s assistant or advance practice nurse may perform a history and physical if permitted by State law
and scope of practice. The responsible physician must review and approve the history and physical as
specified by the medical staff.

SR.3 The content of the HP examination and applicability shall be determined by the medical staff and may be done
by the individuals described in SR. 2 and SR.3 (above). The content of the HP examination will be determined
by an assessment of the patient’s condition and any co-morbidities in relation to the reason for admission or
surgery. This HP examination must be in the medical record prior to any high-risk procedure, surgery or other
procedure requiring anesthesia services and within 24 hours of admission or registration as stated in MS.17,
SR.1.

Interpretive Guidelines:
The medical record must be completed by an authorized practitioner and contain a history and physical examination

(H&P) (as required for all inpatient and outpatient settings). The H&P must be performed no more than thirty (30) days
prior to admission (or procedure or service that requires an H & P) or within one (1) day after admission.
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The H&P must be placed in the patient’s medical record within twenty four (24) hours of admission (or procedure or
service that requires an H&P). In the event that the H & P is completed thirty (30) days prior to admission, the hospital
must ensure that this H&P is updated to document any changes in the patient’s condition.
o If there are no changes to the H&P as written, the physician can simply document an update note stating

o that the H&P has been reviewed,

o that the patient has been examined, and

o that the physician concurs with the findings of the H&P completed on the specified date or that “no

change” has occurred in the patient’s condition since the H&P was completed.

e The practitioner completing the update is responsible for ensuring that the H&P is documented in the medical
record is complete and accurate.

e The completed H&P would be authenticated by the practitioner who conducted the H&P, and as applicable,
the physician who delegated the performance of the H&P.

o Ifthe H&P is performed when the patient arrives at the hospital and the H&P is not placed on the medical
record immediately following completion ( e.g. pending transcription), it is expected that the practitioner
who conducts the H&P to document in the patient's medical record that the H&P was completed and
dictated within 24 hours following admission.

e Authentication includes dating and timing of this medical record entry. Therefore, it is not necessary to
document the time the H&P was physically placed in the medical record.

e For the purposes of this requirement, the term “admission” applies to any admission regardless of whether care is
being provided on an inpatient or outpatient basis.

A doctor of medicine or osteopathy or alternatively, a physician’s assistant or advance practice nurse, may perform a
history and physical if so privileged by the medical staff and permitted by State law and scope of practice. The
responsible physician must review and approve the history and physical as specified by the medical staff.

If the patient is admitted only for oral or maxillofacial surgery, the H&P may be performed by an oral and maxillofacial
surgeon who has been granted such privileges by the medical staff, in accordance with State law.

If a short form H&P is used, the minimal content and applicability must be determined by the medical staff. This short
form H&P may be used for non-inpatients and be completed by the individuals described above. Without exception,
the H&P must be in the medical record prior to any high-risk procedure.

Surveyor Guidance:
Determine that the medical records contain an H&P completed for each patient by an authorized practitioner.

Request and review a sampling of open and closed medical records for verification of completion of the H&P should
include, but not limited to:

e Surgical patients

e At least one per in-patient unit or clinical tracer

¢ Moderate/conscious sedation

In a sampling of patient medical records, verify that the completion of the H&P was within the specified time frame and
appropriate documentation noted.
o Verify the content and completeness of the H&P per organization policy

o0 In some cases the organization may accept an H&P that has been completed in the practitioners office, when

this is allowed, verify the process for ensuring that the appropriate documentation is present and completed
per the requirements of the organization and the H&P was completed within the required timeframe.
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o Verify that the H&P was completed no more than 30 days before or 24 hours after admission or registration and in

all cases involving surgery or procedures requiring anesthesia services or moderate/conscious sedation prior to
the surgery or procedure

e Verify this documentation of the H&P was placed in the medical record within 24 hours after admission or
registration, and in all cases involving surgery or procedures requiring anesthesia services or moderate/conscious
sedation prior to the surgery or procedure

o Where the H&P is completed within 30 days before admission or registration and in all cases involving surgery or
procedures requiring anesthesia services or moderate/conscious sedation, the hospital must ensure that this H&P
is updated to document any changes in the patient’'s condition.

o If there are no changes to the H&P as written, the physician can simply document an update note stating
= that the H&P has been reviewed,
= that the patient has been examined, and
= that the physician concurs with the findings of the H&P completed on the specified date or that “no
change” has occurred in the patient’s condition since the H&P was completed.

MS.18 CONSULTATION

The medical staff shall define in its bylaws the circumstances and criteria under which consultation or management by
a physician or other qualified licensed independent practitioner is required.

Surveyor Guidance:

Review and verify the circumstances and criteria which require consultation or management by a physician or other
qualified licensed independent practitioner.

MS.19 AUTOPSY

SR 1. The medical staff shall attempt to secure autopsies in all cases of unusual deaths and those of medical-legal
and educational interest.

SR 2. Mechanisms for documenting permission to perform an autopsy shall be defined.

SR 3. There shall be a system for notifying the medical staff and specifically the attending practitioner when an
autopsy is being performed.

Surveyor Guidance:

Verify that the medical staff has policies requiring practitioners to attempt to secure permission to perform autopsies in
cases involving unusual deaths and those of medical-legal or educational interest.

Verify that there is a mechanism for documenting how permission is given to perform an autopsy.
For autopsies performed, validate the process for notifying the attending practitioner when it was performed.

Verify that the medical staff has a process to review autopsies taking place within the hospital.
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NURSING SERVICES (NS)

NS.1  NURSING SERVICE

SR.1  The organization must have a well-organized nursing service with a plan of administrative authority and
delineation of responsibilities for delivery of patient care.

SR.2 There shall be 24-hour nursing services and a registered nurse must supervise and evaluate the nursing care
for each patient. A registered nurse or licensed practical nurse shall be on duty at all times except in facilities
that have been granted a waiver in accordance with § 488.54(c), Federal law, rules or regulations.

SR.3  The nursing service must develop and maintain a procedure to ensure that nursing personnel for whom
licensure is required have a valid and current licensure. Nursing services must be provided or supervised by a
registered nurse.

SR.4  There shall be adequate numbers of licensed registered nurses, licensed practical nurses, supervisory, and
other staff to provide nursing care to all patients as needed. A registered nurse must be immediately available
for the bedside care of every patient, as required by State law.

SR.5 A registered nurse shall make any decisions regarding delegation of nursing care to other nursing staff, based
on individual patient need and staff qualifications.

SR.6 Non-employee licensed nurses who are working in the organization must adhere to the policies and
procedures of the organization. The director of nursing service must provide for the adequate supervision and
evaluation of the clinical activities of non-employee nursing personnel that occur within the responsibility of the
nursing service.

Interpretive Guidelines:

The hospital must have an organized nursing service and must provide on-site nursing services 24 hours a day, seven
(7) days a week with at least one (1) registered nurse (RN) providing or supervising the service 24 hours a day, 7
days a week.

(Exception: Small rural hospitals operating under a waiver as discussed in the CMS Conditions of Participation
Section §482.23(b)(1)).

Nursing services are required to be furnished to inpatients by the hospital. The hospital is required to have an RN on
duty at all times (unless the exception applies as a small rural hospital under waiver).

An RN must make all patient care assignments. The nurse executive and the hospital are responsible for ensuring
that nursing personnel with the appropriate competence, qualifications and skills have been assigned to provide
nursing care for each patient to meet their care needs.

If services are provided by contracted (non-employee) staff, the director of nursing service must supervise and
evaluate the clinical activities being performed by these individual(s), The non-employee staff are required to adhere
to the policies and procedures of the organization and will receive an orientation regarding the organization’s policies
and procedures prior to working on-site for the organization.

Staffing:

The hospital must provide nursing services 24 hours a day, 7 days a week. An LPN can provide nursing services if an
RN supervises that care. The RN must be immediately available for the bedside care of those patients,

(Exception for small and rural hospitals: CMS Conditions of Participation §488.54 sets forth certain conditions under
which rural hospitals of 50 beds or fewer may be granted a temporary waiver of the 24 hour registered nurse
requirement by the regional office.)
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The hospital must have met the criteria for this exception to apply.
Definitions:

“Rural” is defined, as all areas not delineated as “urbanized” areas by the Census Bureau, in the most recent census.

“Temporary” is defined as a one year period or less and the waiver cannot be renewed.

Surveyor Guidance:
Interview the nurse executive. The following may be requested prior to meeting the nurse executive:
e Organizational chart(s) for nursing services for all locations where the hospital provides nursing services;
e Job descriptions or description of responsibilities for all nursing personnel including the nurse executive.
The organization will have multiple patient care units. Sample at least one job description form each of these units.
During the review of the organization, observe the nursing care in progress to determine how adequate staffing is
determined as it applies to the delivery of care.
Review samples of the following documentation:
e nursing care plans;
e medical records;
e accident and investigative reports;
o staffing schedules;
e nursing policies and procedures; and,

e internal survey reports.

Interview patients to verify how nursing care has been provided. Secure hospital and patient permission before the
interviews.

Review the nurse-staffing schedule (or similar documentation to apply staff) for a minimum of a one-week period. If
minimal or less than desired staffing for the period is noted, review additional nurse-staffing schedules for a second
week period to identify any patterns or trends for insufficient staffing.

Verify the daily RN coverage for every unit of the hospital to determine that at least one RN for each unit and shift is on
duty 24/7.

(Exception for small and rural hospitals: CMS Conditions of Participation 42 CFR 8§488.54 sets forth certain conditions
under which rural hospitals of 50 beds or fewer may be granted a temporary waiver of the 24 hour registered nurse
requirement by the CMS regional office.)

The following must have been met in order for the waiver to have been granted:

e 50 or fewer inpatient beds;

e The character and seriousness of the deficiencies do not adversely affect the health and safety of patients; and,

e The hospital meets all the other statutory requirements in section 1861(e)(1-8) of the Social Security Act.
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In order for the waiver to be granted, the hospital has made and continues to make a good faith effort to comply with
the 24 hour nursing requirement.

When contracted (non-employee) personnel are used by the organization, these individuals must adhere to the
practices, policies and procedures of the organization. Verify the process for orienting these contracted individuals to
the hospital, unit(s) they are assigned to, policies and procedures, documentation requirements (particularly if a
computerized medical record is utilized), and mandatory requirements for safety and emergency procedures to be
followed.

Competency requirements will vary unit to unit within the organization. Determine the means by which competence is
verified for the contracted individual(s) prior to their working in the organization. The competency requirements for
contracted staff should be comparable to employed staff performing these similar duties. Verify there is appropriate
supervision from qualified hospital employed staff for these contracted individuals.

Verify the process for evaluation of contract staff for monitoring of performance and how this information is shared with
the individual and contracted agency.

Review the recruitment efforts and methods used by the hospitals’ administration by requesting copies of materials
and demonstration of other methods to meet the nursing staff needs for the hospital.

Compare the hospital salaries with those offered from other facilities in the area.

If a nursing shortage exists, determine if it is a temporary shortage of qualified nursing personnel in the area or
attributable to other reasons and how the hospital is addressing the issue.

NS.2 NURSE EXECUTIVE

SR.1 The nurse executive must be a licensed registered nurse with either a master degree, actively pursuing a
master’s degree or equivalent experience in comparable positions.

SR.2 The nurse executive is responsible for the operation of the service, including determining the types and
numbers of staff necessary to provide nursing care for all patient care areas of the organization and standards
of nursing practice.

Interpretive Guidelines:

The nurse executive is a member of senior leadership and must be appropriately qualified. The nurse executive must
be a nursing master’s degree, is actively pursuing a nursing master’s degree, or can demonstrate the equivalent
experience in comparable positions. The hospital may have only one nursing service hospital-wide and the single
nursing service must be under the direction of one RN.

Operation of service:

The nursing service must ensure that patient needs are met. This includes ongoing assessments of patients’ needs
and nursing staff is provided to meet those needs.

The nurse executive must be a currently licensed RN and he/she is responsible for the operation of the nursing
service, including the quality of patient care provided by the nursing service.

The nurse executive must determine the sufficient numbers, types and qualifications of supervisory and staff nursing
personnel to meet the appropriate nursing needs and care of the patient population of each department or nursing unit.

Appropriate staffing and personnel for patient care units is described in NS.1 (See staffing under Interpretive
Guidelines)
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e Although specific titles may vary, the hierarchy of the nursing service will include some variation of:
0 Assistant/Associate Directors(s)

Supervisors/Coordinators

Head Nurses/Nurse Managers

Staff Nurses

Unit Secretaries/Clerks

Nursing Assistants/Aides

O 0O0OO0Oo

Surveyor Guidance:

Review the nurse executive’s job description and verify that he or she has the appropriate education, licensure and
experience for this position in the organization for operation of the nursing service.

Verify that the nurse executive determines appropriate staffing and personnel for patient care units is described in
NS.1 (See staffing under Interpretive Guidelines and Surveyor Guidance)

Review the organizational chart or plan for nursing services. Determine that the chart displays lines of authority that
delegates responsibility within the department or nursing unit.

Verify that the nurse executive is involved in the development of and approves the nursing service patient care policies
and procedures.

Evaluate the nursing service to ensure that it is appropriate according to the following:

e Physical layout and size of the hospital;

Number of patients;
¢ Intensity of illness and nursing needs;

e Availability of nurses’ aides and assistants and other support processes are provided ( e.g., housekeeping
services, unit secretaries); and,

e Training and experience of personnel.

NS.3 PLAN OF CARE

SR.1 Nursing staff shall develop and maintain a plan of care for each patient within 24 hours of admission that
reflects the input of other disciplines, as appropriate. Documentation of these interdisciplinary findings,
including pain assessment and interventions shall be included in the plan of care, as appropriate.

Interpretive Guidelines:

A plan of care begins within twenty four (24) hours of admission of the patient. The plan of care includes planning the
patient’s care from admission through discharge and the respective care processes involved. If interdisciplinary
findings are indicated, these shall also be a part of the plan of care and documented in the medical record. The plan
of care is based on assessing the patient’s nursing care needs (not solely those needs related to the admitting
diagnosis) and developing appropriate goals, nursing interventions in response to those needs, and evaluate the
patient’s progress toward those goals..

The plan of care is maintained and updated based upon ongoing assessments of the patient’s needs and the patient’s
response to interventions, in response to assessments.

The plan of care is included as a part of the patient’s medical record.
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Surveyor Guidance:

Select a sample of nursing care plans. This should be a part of the review for each inpatient area visited. In
evaluation of the plan of care, the following will be reviewed.

e The plan has been developed within twenty four (24) hours of admission for each patient;

e The plan outlines the patient goals and appropriate physiological and psychosocial assessment;

e The discharge planning process has been initiated;

e The plan is consistent with the attending MD/DOQO'’s plan for medical care;

e The plan includes appropriate interdisciplinary assessments and documentation of findings (as applicable); and,
e The plan has been revised as necessary to meet the needs of the patient changes.

Verify that nursing assignments include consideration of the complexity of the patient’s care needs and that the staff
caring for the patients are competent and have the required qualifications.

Review the process for determining how nursing assignments and staffing is applied in the patient care setting. This
process should encompass the following:

e Patient needs;

e Acuity of patients;

e Special needs of individual patients; and,

e Competence and qualifications of nursing personnel.

See Note regarding selecting sample of patient records listed on Page 149

STAFFING MANAGEMENT (SM)

SM.1 LICENSURE OR CERTIFICATION

The organization shall have a policy and practice for outlining and verifying that each staff member possesses a valid
and current license or certification as required by the organization and Federal and State law. This written policy shall
be strictly enforced and compliance data reported to Quality Management Oversight.

Surveyor Guidance:

Review and validate the hospital’s policy and practice for verifying the current licensure and/or certification of all staff
members as required by the organization, and Federal and State law.

Verify the process in place to enforce compliance and that data regarding validations and expirations is shared with
Quality Management Oversight.
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SM.2 PROFESSIONAL SCOPE
All staff, including contract staff, shall function within the limits of their scope of service as defined by their professional
practice act, State law, and organization policy at all times. This written policy shall be strictly enforced and variations
reported to Quality Management Oversight.
Surveyor Guidance:
Review the policy and verify that the hospital has a means of ensuring that all staff, including contract staff, are
functioning within the limits of their scope of service as it has been defined by the hospital, respective professional

practice acts and State law.

Verify the process for communicating any variations from provided services to Quality Management Oversight..

SM.3 DEPARTMENT SCOPE OF SERVICE

Each department, whether clinical or supportive, and each patient unit shall have a written scope of service that
includes at least:

SR.1 The hours of operation;

SR.2 Patient populations served;

SR.3  Skill mix;

SR.4  Core staffing and methods for determining and modifying staffing to meet patient or process needs; and,
SR.5 Description of assessment and reassessment practices, including timeframes.

SR.6  The organization shall consolidate these scopes of service, including these staffing requirements, into one
organization-wide document.

Interpretive Guidelines:

The hospital will have a description of the scope of services provided, whether clinical or supportive, and each patient
unit. This scope of service will address the following:

e The hours of operation;

Patient populations served;

Skill mix;

Core staffing and methods for determining and modifying staffing to meet patient or process needs; and,

Description of assessment and reassessment practices, including timeframes.

The written scopes of service provided in the hospital will be consolidated into one document.

The hospital will describe and illustrate the sequence and interaction of these processes (services).
Surveyor Guidance:

Verify that the hospital has a description of the scope of services provided for all services including clinical or
supportive, and encompasses each patient unit.
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Verify that the scopes of service include the items listed above within the Interpretive Guidelines.

Review the document and/or illustration that describe the sequence and interaction of these processes (services).

SM.4 DETERMINING AND MODIFYING STAFFING

SR.1 The method for determining and modifying staffing shall be validated through periodic reporting of variance
from core staffing, outlining justification and linking that justification with patient and process outcomes,
including any untoward patient events or process failures.

SR.2  This validation shall be done at least monthly and reported to Quality Management Oversight.

Interpretive Guidelines:

The hospital will develop a method for determining and modifying staffing. Staffing will be validated through periodic

reporting of variance from core staffing, and outline the justification and link for that justification with patient and

process outcomes, including any untoward patient events or process failures. Validation of staffing monitors will be

completed at least monthly and reported to Quality Management Oversight.

Surveyor Guidance:

Review and verify the method(s) used by the hospital for determining and modifying staffing.

Validate that there is a means in place for reporting variances and other associated information to Quality
Management Oversight.

SM.5 JOB DESCRIPTION

All staff, whether clinical or supportive, including contract staff, shall have a current job description available that
contains the experience, educational and physical requirements, and performance expectations for that position.

Surveyor Guidance:

Review and verify a sampling of job descriptions to verify that the hospital has identified the appropriate experience,
educational and physical requirements and performance expectations for the positions reviewed. This includes
contracted staff for nursing and/or other areas of the organization.

SM.6  ORIENTATION

All staff, whether clinical or supportive, including contract staff, shall receive an orientation to specific job duties and
responsibilities, and their work environment, as required by Federal and State law and regulation and the organization.
The orientation shall take place prior to the individual functioning independently in their job.

Interpretive Guidelines:

The hospital will require that all staff, including contract staff, receive an orientation prior to working independently in
their respective roles for the hospital.

This orientation will address, at a minimum, the following topics:
e Organizational structure;
e Patient confidentiality and ethics;

e Document control, retrieval and verification (specific to policies, procedures, and work instructions/protocols);
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e Internal reporting requirements for adverse patient events;

e Patient safety;

e General safety (work environment);

e Emergency procedures;

e Infection control and universal precautions; and,

e Otherissues as required by the hospital and Federal and State law and regulation

Orientation to specific job duties may be addressed within the department or service where the employee is assigned,
but completed prior to the employee working independently.

SM.7

SR.1

SR.2

SR.3

SR.4

SR.5

SR.6

STAFF EVALUATIONS

The performance/competency evaluation shall contain indicators that will objectively measure the ability of
staff to perform all job duties as outlined in the job description. Relevant indicators shall then be selected from
this complete list of indicators for measurement as outlined below.

The staff shall be evaluated initially and on an on-going basis against indicators that measure issues and
opportunities for improvement that are identified through at least the following:

SR.2a variations and problem processes identified through the analysis of outcomes measurement as
required by the Quality Management System;

SR.2b high-risk, low volume procedures;

SR.2c new technology/equipment/processes;

SR.2d customer satisfaction feedback;

SR.2e scheduled training session outcomes;

SR.2f staff learning needs assessments that include variations identified through prior staff performance
measurement;

SR.2g staff feedback;

SR.2h medical staff feedback; and,

SR.2i requirements of Federal or State law.

Indicator measurement for contract staff may be modified based on organization outcomes and frequency of
service of the individual. Modification of this measurement must take place no less than every calendar year
and shall be justified by data analysis.

The organization shall aggregate the objective performance data for the individual staff and within each job
classification to identify variations for further training, coaching, and mentoring.

SR.4a Re-measurement shall follow any intervention.
SR.4b The outcomes of this measurement shall be reported in the aggregate to Quality Management
Oversight.

The organization shall define a timeframe, not to exceed one calendar year, and a policy and practice for
sharing the indicators measurement of individual staff members with those staff members that allows for staff
feedback.

The organization shall require each staff member, including contract staff, to participate in continuing
education as required by individual licensure/certification, professional association, law or regulation, or
organization policy. Compliance with this standard shall be reported to Quality Management Oversight.
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Interpretive Guidelines:
The hospital must continually evaluate the performance/competency of staff. This process of evaluation must include
the use of indicators that will objectively measure the ability of staff to perform all job duties as outlined in the job

description. These indicators shall address the following:

e Variations and problem processes identified through the analysis of outcomes measurement as required by the
Quality Management System;

e High-risk, low volume procedures;

¢ New technology/equipment/processes;

e Customer satisfaction feedback;

e Scheduled training session outcomes;

e Staff learning needs assessments that include variations identified through prior staff performance measurement;
e Staff feedback;

e Medical staff feedback; and,

e Requirements of Federal or State law.

The hospital shall validate staff competency as per the hospital’s defined timeframe, no less than once per each
calendar year, share the indicator measurements of individual staff members with those staff members in a method
that allows for staff feedback.

The hospital may modify indicator measurement for contract staff based on organization outcomes and frequency of
service of the individual. This measurement modification must take place no less than every calendar year and shall

be justified by data analysis.

The organization shall aggregate the objective performance data for individual staff and within each job classification to
identify variations for further training, coaching, and mentoring.

In order to continually improving the fulfillment of their job responsibilities, the hospital shall require each staff member,
including contract staff, to participate in continuing education as required by individual licensure/certification,
professional association, law or regulation, or hospital policy.

Surveyor Guidance:

In a sampling of patient records, verify that the hospital a performance/competency evaluation includes appropriate
measures as stated within the Interpretive Guidelines (above).

Verify the policy and practice the hospital uses to validate the competency of staff occurs within a specified timeframe
no less than once per calendar year.

Verify the policy and practice the hospital uses to measure contract staff is based upon outcomes and frequency of
service.

Review and verify that the hospital aggregates objective performance data for individual staff and each job
classification.
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Verify that the hospital requires and makes provision for each staff member, including contract staff, to participate in
continuing education as required by individual licensure/certification, professional association, law or regulation, or
hospital policy.

MEDICATION MANAGEMENT (MM)

MM.1 MANAGEMENT PRACTICES

SR.1  The organization shall have a pharmacy service that meets the needs of the patients. Medications will be
administered in accordance with accepted professional principles. The pharmacy service will be directed by a
full time, part time, or consulting registered pharmacist responsible for developing, supervising, and
coordinating all the activities of the pharmacy services. The pharmacy service must have an adequate
number of qualified personnel to ensure effective medication management services, including emergency
services.

SR.2  All medications shall be administered by or under the supervision of nursing or other qualified personnel in
accordance with applicable Federal and State laws. All drugs and biologicals shall be administered only upon
the orders of the practitioner responsible for the care of the patient in accordance with approved medical staff
policies and procedures, and accepted standards of practice.

SR.3 All compounding, packaging, and dispensing of medication shall be under the supervision of a pharmacist.

SR.4  All drugs and biologicals must be controlled, secured and distributed in accordance with applicable standards
of practice and consistent with Federal and State law at all times.

SR.4a Drugs listed as Schedule I, 111, IV, and V of the Comprehensive Drug Abuse Prevention and Control
Act of 1970 must be kept locked within a secure area.

SR.4b. Only personnel authorized by the pharmacy service shall have access to locked areas.
SR.5 Outdated, mislabeled, or otherwise unusable medications shall not be available for patient use.

SR.6  Medications prescribed without specific duration or number of doses shall automatically be stopped after a
reasonable time that has been predetermined by the medical staff.

SR.7  Staff other than doctors of medicine or osteopathy who administer blood transfusions and intravenous
medications shall have special training.

Interpretive Guidelines:

All medication management practices, including preparation and administration, shall be administered by or under the
supervision of nursing or other qualified personnel in accordance with applicable Federal and State

laws.

Drugs and biologicals must be prepared and administered in accordance with:

e Federal and State laws;

e the orders of the practitioner or practitioners responsible for the patient’s care; and

e accepted standards of practice.
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The organization shall have a pharmacy service administered in accordance with accepted professional principles and
directed by a full time, part time, or consulting registered pharmacist responsible for developing, supervising, and
coordinating all the activities of the pharmacy services.

Direction of pharmaceutical services may not require continuous on-premise supervision at the hospital’'s single
pharmacy or at any pharmacy location but may be accomplished through regularly scheduled visits, and/or
telemedicine in accordance with Federal and State law and regulations and accepted professional principles.

The pharmaceutical services staff must be sufficient in types, numbers, and training to provide quality services,
including twenty four (24) hour, seven (7) day emergency coverage. In the alternative, there must be

an arrangement for emergency services, as determined by the needs of the patients and as specified by the medical
staff and within the scope and complexities of services provided.

All compounding, packaging, and dispensing of medication shall be under the supervision of a licensed pharmacist.

All medications (listed as Schedule 11, 111, IV, and V of the Comprehensive Drug Abuse Prevention and Control Act of
1970) must be kept and locked in secured container and/or room. In the event these drugs are stored in a container
that is readily portable, it must be stored in a locked room, monitored location, or secured location that will ensure their
security when not in use. Only personnel authorized by the pharmacy service shall have access to locked areas.

The hospital must have a pharmacy labeling, inspection, and inventory management system that ensures that
outdated, mislabeled, or otherwise unusable medications are not available for patient use.

The hospital will ensure that medications prescribed without specific duration or number of doses shall automatically
be stopped after a reasonable time that has been predetermined by the medical staff.

Medication security
e Hospital policies and procedures need to define which personnel are authorized to have access to locked areas
based on their own needs as well as State and Local law.

e Non-controlled drugs and biologicals are to be stored in a secure area in a manner that prevents tampering and
diversion.

e A medication is considered secure if unauthorized individuals are prevented from obtaining access.

e A secure area is one in which staff are actively providing patient care or preparing to receive patients with
procedures to ensure limited entry and exit to appropriate staff, patients, and visitors.

o0 This includes critical care areas or labor and delivery suites which actively provide patient care around the
clock and the operating room when staffed and providing care.

o All non-controlled substances are to be locked when a patient care area is not staffed.

0 When not operational the operating use would not be considered secure and all drugs and biologicals are
expected to be locked.

Drugs and biologicals are stored in accordance with manufacturer’s directions and State and Federal requirements;

As appropriate, patients may need to self-administer non-controlled drugs and biologicals, the hospital will authorize
the patient to have access to these medications. Such non-controlled medications may include (i.e. nitroglycerine
tablets and inhalers). The provision for patient self-administration would also include other nonprescription
medications at the bedside (i.e. lotions, creams and/or rewetting eye drops. The hospital will have policies and
procedures in place regarding patient self-administration of non-controlled drugs and biologicals consistent with safe
medication practices There will be measures in place to properly secure such non-controlled drugs and biologicals.
The policies and procedures will define the means for determining the competence to self-administer such drugs and
biologicals and provide education to the patient as necessary to ensure safe self-administration of these drugs and
biologicals.
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Policies and procedures address

e Personnel authorized to administer medications

e Security and monitoring of carts or emergency boxes, locked or unlocked, containing drugs and biologicals in all
patient care areas to ensure their safe storage, availability in emergency situations, and patient safety.

e Medications brought to the hospital by patients and their families

¢ Investigational medications

e Practices to minimize and prevent medication errors based on professional standards of practice including;

e Proactive review and analysis of external alerts, internal practice variances and adverse drug events

¢ Labeling of medications

e High-alert medications - dosing limits, administration guidelines, packaging, labeling and storage;

e Guidelines/criteria for selection from a menu of medication options addressing similar indications for use e.g.
pain meds

e Limiting the variety of medication-related devices and equipment. For Example limit the types of general-
purpose infusion pumps to one or two;

e Availability of up-to-date medication information;

Availability of pharmacy expertise. Pharmacist available on-call when pharmacy does not operate 24 hours a

day;

Avoidance of dangerous abbreviations;

Alert systems for look-like and sound-alike drug names;

Use of facility approved pre-printed order sheets whenever possible.

That orders to “resume previous orders” are prohibited,;

A voluntary, non-punitive, reporting system to monitor and report adverse drug events (including medication

errors and adverse drug reactions);

The preparation, distribution, administration and proper disposal of hazardous medications;

e Drug recalls;

e That patient-specific information is readily accessible to all individuals involved in provision of pharmaceutical
care. The patient information must be sufficient to properly order, prepare, dispense, administer and monitor
medications as appropriate;

o |dentification of when weight-based dosing for pediatric populations is required,;

e Other relevant performance improvement activities

Surveyor Guidance:

Verify that the pharmacist is properly licensed and is a full-time, or part-time employee or employed on a consultative
basis.

Review and verify the job description or the written agreement to see that the responsibilities of the pharmacist are
clearly defined and include development, supervision and coordination of all the activities of pharmacy services.

Verify that the pharmacy director is actively involved in those committees responsible for establishing medication-
related policies and procedures.

Verify that the pharmaceutical services are provided by staff sufficient in number and training to provide quality
services, including 24 hour, 7-day emergency coverage, or there is an arrangement for emergency services, as
determined by the needs of the patients and as specified by the medical staff.

In a sampling of patient records, review and verify their medication orders (and the ordering process), medication
administration records, and appropriate medication documentation in the medical record.

In review of the pharmacy, review the process for the preparation and administration of medications. Verify that
medications are prepared and administered in accordance with Federal and State laws, accepted national standards of
practice, manufacturer’s directions, and hospital policy.

Review sample of medication administration records (MARS) to verify that they conform with practitioner’s orders, the
order is current and that the drug and dosage are correct and administered as ordered.
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o Verify the process for ensuring correct patient identification

¢ Review the process for how medications are administered and how the nursing staff ensure the
medications are taken when PO.

e Review the process followed when medications are not given on time and what action(s) are taken

Verify that the hospital maintains policies and procedures, approved by the medical staff, that identify who is
authorized to administer medications, the nursing and other personnel (if other than nursing) administering
medications are appropriately training or licensed, function under supervision as required and that the policies are
followed and are in accordance with Federal and State laws..
Review the unit dose system utilized in the pharmacy to verify that each single unit dose package includes:
e name and strength of the drug;
¢ ot and control number equivalent; and,
e expiration date.
Determine by inspection whether all medications are stored in a manner that prevents unauthorized access.
In the review of patient care areas:
Verify the process for patient identification.
Review and verify that the labels of individual medications conform to State laws.
Review and verify that medications prescribed for a patient include:
e Patient’s full name;
e the prescriber’'s name;
e strength and quantity of the drug dispensed; and,
e appropriate accessory and cautionary statements are included as well as the expiration date .
Review and verify that medications provided in floor stock include:
e the name and strength of the drug;
¢ lot and control number of equivalent; and
e expiration date.
Review the hospital policies and procedures governing patient self-administration of drugs and biologicals
Review the transfusions and intravenous medications practices
o Verify that training is provided to staff in some manner for administering blood transfusions and intravenous
medication practices
0 Review the course content to ensure that the following information is included at a minimum:
= Fluid and electrolyte balance

= Blood components
= Venipuncture techniques, returned demonstration and supervised practice
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Verify that those administering blood transfusions and intravenous medications are working within their scope of
practice in accordance with State law and hospital policy.

Review transfusion records to verify the process followed is consistent with the training provided and policies and
procedures are followed.

Discuss the process for addressing blood transfusion reactions and the procedure to be followed when this occurs.

MM.2 FORMULARY

The medical staff or pharmaceutical oversight group shall select a list of medications to be available within the
organization. The list shall be available to all appropriate staff at all times.

Interpretive Guidelines:

The medical staff or pharmaceutical oversight group shall select a list of medications (formulary) to be available within
the organization. The list shall be available to all appropriate staff at all times.

The formulary lists medications for dispensing or administration that the hospital maintains or that are readily available.
In accordance with accepted standards of practice, the medical staff, in consultation with the pharmacy service, should
develop written criteria for determining what medications are available for dispensing or administration. At a minimum,
the criteria include the indication for use, effectiveness, risks (including propensity for medication errors, abuse
potential, and sentinel events), and costs.

The formulary may be maintained either electronically on the hospital’s information management system or in a
hardcopy form. The hospital will ensure a means of notifying the hospital staff and medical staff when changes are
made to the formulary.

The hospital will have a process in place that addresses medication-related issues to include:

e Communicating with appropriate prescribers and staff;

e Developing approved substitution protocols;

e Educating appropriate LIPs, appropriate health care professionals, and staff about these protocols; and

e Obtaining medications in the event of a disaster.

The hospital will have a policy and procedure in place to address the process for requests for medications to be added
to the formulary before the medications are available for dispensing and administration and that the medical staff
oversees this process.

The hospital should have processes to approve and procure medications that are not on the hospital’'s formulary.
Surveyor Guidance:

Verify that the pharmacy has an established formulary that of medications that are available in the hospital.

Verify that there is a process for creation and periodic review of a formulary system.

Validate the policy and procedure in place to address the process for requests for medications to be added to the
formulary before the medications are available for dispensing and administration

Verify that the hospital has a process to approve and procure medications that are not on the hospital’'s formulary.
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MM.3 SCHEDULED DRUGS

SR.1 Current and accurate records must be kept of the receipt and disposition of all scheduled drugs, and in
compliance with all Federal and State documentation requirements.

SR.2 Abuses and losses of controlled substances must be reported, in accordance with applicable Federal and
State laws, to the individual responsible for the pharmaceutical service, and to the chief executive officer, as
appropriate.

Interpretive Guidelines:

The hospital must maintain a record system to maintain current and accurate records of the receipt and disposition of
all scheduled drugs that is in compliance with all Federal and State documentation requirements.

This record system will address the following for all scheduled drugs:

e Accountability procedures to ensure control of the distribution, use, and disposition;

e Current and accurate receipt and disposition;

o Ability to trace the process for moving scheduled drugs throughout the service from the point of entry into the
hospital to the point of departure either through administration to the patient, destruction or return to the

manufacture;

o |dentify the pharmacist responsible for determining that all drug records are in order and that an account of all
scheduled drugs is maintained and reconciled,;

e Accounting of all scheduled drugs and any discrepancies in count are reconciled promptly; and,

e Capability to readily identify loss or diversion of all controlled substances in such a manner as to minimize the time
frame between the actual loss or diversion to the time of detection and determination of the extent of loss or
diversion.

The hospital must develop and implement policies and procedures to minimize abuses and losses of controlled
substances. These procedures must outline, in accordance with applicable Federal and State laws, the reporting
process to the individual responsible for the pharmaceutical service, and to the chief executive officer, as appropriate.

Surveyor Guidance:
Verify that the record system provides information on scheduled drugs in a readily retrievable manner.

Validate that the records can trace the movement of scheduled drugs throughout the service from the point of entry
into the hospital to the point of departure either through administration to the patient, destruction or return to the
manufacturer.

Verify that this system provides documentation on scheduled drugs in a readily retrievable manner to facilitate
reconciliation of the receipt and disposition of all scheduled drugs.

Verify that the pharmacist is responsible for determining that all drug records are in order and that an account of all
scheduled drugs is maintained and periodically reconciled. Narcotic count sheets and reconciliation sheets could be
sampled when discrepancies are present and the action(s) taken by the hospital to address these discrepancies.

Validate the hospital system to readily identify loss or diversion of all controlled substances in such a manner as to
minimize the time frame between the actual losses or diversion to the time of detection and determination of the extent
of loss or diversion.

Determine if controlled drug losses are reported to appropriate authorities in accordance with State and Federal laws.
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MM.4 MEDICATION ORDERS

All medication orders shall:

SR.1

SR.2

SR.3

SR.4

Include the name of the drug, the dosage and frequency of administration and the route of administration.

Be in writing and signed, including date and time, by the practitioner or practitioners responsible for the care of
the patient as specified under 42 CFR8482.12(c) and authorized to write such orders by hospital policy and in
accordance with State law.

SR.2a. Influenza and polysaccharide vaccines may be administered in accordance with a policy approved by
the medical staff after an individual assessment for contraindications.

Telephone or verbal orders are to be used infrequently and when used must be accepted only by personnel
authorized by the medical staff and in accordance with Federal and State law.

Verbal orders must be signed or initialed by the prescribing practitioner must be authenticated in accordance
with Federal and State law. If there is not State law that designates a specific timeframe for the authentication
of verbal orders, the orders must be authenticated within 48 hours.

Interpretive Guidelines:

Elements that are to be included in any medication order (including all written, and verbal/telephone orders):

e Name of patient;

e Age and weight of patient, when appropriate;

e Date and time of the order;

e Drug name;

e Dosage form (e.g., tablets, capsules, inhalants);

e Exact strength or concentration;

o Dose, frequency, and route;

e Quantity and/or duration;

e Indication for use when appropriate;

e Specific instructions for use; and

e Name of prescriber.

Hospitals should establish policies and procedures that:

e Describe limitations or prohibitions on use of verbal/telephone orders;

e Provide a mechanism to ensure validity/authenticity of the prescriber;

e List the elements required for inclusion in a complete verbal/telephone order ;

e Describe situations in when verbal/telephone orders may be used;
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e List and define the individuals who may send and receive verbal/telephone orders; and,

e Provide guidelines for clear and effective communication of verbal/telephone orders.

If a hospital uses other written protocols or standing orders for drugs or biologicals that have been reviewed and
approved by the medical staff, initiation of such protocols or standing orders requires an order from a practitioner
responsible for the patient’s care.

The entire verbal/telephone order should be written down and then repeated back to the prescriber and be signed by
the individual receiving the order. Verbal orders must be documented in the patient’s medical record, and be reviewed

countersigned, and timed by the prescriber as soon as possible.

Verbal/Telephone orders, when used, should be used infrequently. The hospital will work to continually reduce
verbal/telephone orders.

Surveyor Guidance:
In a sampling of patient records, validate that all drug orders, including verbal orders, contain the elements as
described in the Interpretive Guidelines (above) and are written in the patient charts and signed by the practitioner

caring for the patient.

In a sampling of patient records, verify that the prescriber has reviewed and authenticated the orders in accordance
with medical staff policy and/or applicable State laws.

Verify the process for authentication of verbal orders to ensure these are within the timeframes as stated according to
Federal or State law. If there is not a State law in place, verify that these orders are authenticated within 48 hours.

Verify there process for handling of verbal orders and there have been measures put in place to effectively reduce
these when possible.
MM.5 REVIEW OF MEDICATION ORDERS

A licensed pharmacist must review all medication orders prior to administration of the first dose to a patient. If these
individuals are not available at that time, the following shall occur:

SR.1 The practitioner caring for the patient must determine the urgency of administration.
SR.2 When a pharmacist is not available medications shall be retrieved from the pharmacy or storage area
(including automated dispensing) only by licensed staff designated by the pharmacy service and approved by

the medical staff, in accordance with principles of patient safety and Federal and State law.

SR.3 The licensed individual that obtains the medication shall have an orientation to the storage area for the
medication.

SR.4  All high-risk medications in this area shall be segregated and unavailable.

SR.5 There shall be a documented protocol requiring that this licensed individual have access to appropriate
information to process the order in a formal manner. Information shall include:

SR.5a potential drug-drug interactions;

SR.5b potential allergies or cross sensitivities;
SR.5¢c proper dose ranges; and,

SR.5d proper indications for administration.
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SR.6  This licensed individual shall leave a duplicate dose with a copy of the order or comparable method for
verification by a licensed pharmacist upon arrival in the organization.

SR.7 The removal of the medication must be documented, tracked and trended and the results analyzed to
determine need for additional pharmacy staff or medication storage resources and appropriateness of any
pharmacy after-hour practices, as appropriate.

Interpretive Guidelines:

All medication orders (except in emergency situations) should be reviewed for appropriateness by a pharmacist or
doctor of medicine or osteopathy before the first dose is dispensed.

Review of medication orders should include:

e Therapeutic appropriateness of a patient’s medication regimen;

Therapeutic duplication in the patient’s medication regimen;
e Appropriateness of the drug, dose, frequency, route and method of administration;

¢ Real or potential medication-medication, medication-food, medication-laboratory test and medication-disease
interactions;

e Real or potential allergies or sensitivities;

e Variation from organizational criteria for use; and,

e Other contraindications

Note: Routine after-hours access to the pharmacy by non-pharmacists for access to medication should be minimized
and eliminated as much as possible. The use of well-designed night cabinets, after-hours medication carts, and other
methods may preclude the need for non-pharmacist to enter the pharmacy. Policies and procedures should be

consistent with Federal and State law.

When a pharmacist or doctor of medicine or osteopathy is not available and the pharmacy is closed, the hospital will
define the process by a policy and procedure to ensure that following shall occur:

e The practitioner caring for the patient must determine the urgency of administration;
e The medications shall be retrieved from the pharmacy or storage area only by licensed staff designated by the
pharmacy service and approved by the medical staff, in accordance with principles of patient safety and

Federal and State law;

e The licensed individual that obtains the medication shall have an orientation to the storage area for the
medication;

e The hospital arranges for a qualified pharmacist to be available either on-call or at another location (e.g. at another
organization that has 24-hour pharmacist availability) to answer questions or provide medications beyond those
accessible to non-pharmacy staff;

e Quality control procedures (such as an independent second check by another individual or a secondary verification
built into the system, such as bar coding) are in place to prevent medication retrieval errors;

e These medications can be stored in a night cabinet, automated storage and distribution device, or a limited
section of the pharmacy;
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e All high-risk medications in this area shall be segregated and unavailable;

e There shall be a documented protocol requiring that this licensed individual have access to appropriate
information to process the order in a formal manner. Information shall include:

0 potential drug-drug interactions;

0 potential allergies or cross sensitivities;
0 proper dose ranges, and

0 proper indications for administration.

e This licensed individual shall leave a duplicate dose with a copy of the order for verification by a licensed
pharmacist upon arrival in the organization; and,

e The removal of the medication must be documented, tracked and trended and the results analyzed to
determine need for additional pharmacy staff or medication storage resources and appropriateness of any
pharmacy after-hour practices.

This process is continually evaluated to determine the medications accessed routinely and the causes of accessing the
pharmacy after hours.

Corrective/Preventive action(s) are implemented as appropriate to reduce the amount of times non-pharmacist health
care professionals are obtaining medications after the pharmacy is closed.

The effects of medication(s) on patients are monitored to assure medication therapy is appropriate and minimizes the
occurrence of adverse events. That monitoring process includes:

1. Clinical and laboratory data to evaluate the efficacy of medication therapy to anticipate or evaluate toxicity and
adverse effects;

2. Physical signs and clinical symptoms relevant to the patient’'s medication therapy;

3. Assessing the patient’s own perceptions about side effects, and, when appropriate, perceived efficacy.

Sterile products should be prepared and labeled in a suitable environment.
Surveyor Guidance:

Verify through a sampling of pharmacy records that documents the process when the pharmacist is not available,
drugs are removed from the pharmacy (drug storage area) only by a designated individual (in accordance with State
law, if applicable) and only in amounts sufficient for immediate therapeutic needs.

Validate policies and procedures to determine who is designated to remove medications from the pharmacy or storage
area and the amount a non-pharmacist may remove in the absence of a pharmacist. The individual(s) designated
should be identified by name and have the appropriate qualifications.

Validate the system in place to ensure accurate documentation regarding the removal of medications (type and
guantity) from pharmacy or the location where medications are stored after the pharmacy has closed.

Verify that a pharmacist or doctor of medicine or osteopathy reviews all medication removal activity and correlates the
removal with current medication orders in the patient medication profile.

Review and validate that the pharmacy routinely reviews the contents of the after-hours supply to determine if it is

adequate to meet the after-hours needs of the hospital and implements appropriate corrective/preventive action to
minimize entry into the pharmacy after the pharmacy has closed.
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MM.6 OVERSIGHT GROUP

SR.1  The medical staff is responsible for developing policies and procedures that minimize drug errors. The
medical staff may delegate this responsibility to an organized pharmacy oversight group.

SR.2 There shall be procedures for reporting transfusion reactions, adverse drug reactions, and errors in
prescribing, preparing, and administering of drugs, in the aggregate, for trending and analysis.

SR.3  Drug preparation, administration, and prescribing errors, adverse drug reactions, and incompatibilities shall be
immediately reported to the attending physician and to the organization-wide quality management program.

Interpretive Guidelines:

Policies and procedures shall be developed with the involvement and approval of the medical staff in order to minimize
medication errors, adverse drug reactions, and drug incompatibility.

The hospital will develop and implement procedures for reporting transfusion reactions, adverse drug reactions, and
errors in prescribing, preparing, and administration of medications. These errors and reactions must be immediately
reported to the patient’s attending physician, or when appropriate the covering physician. When the covering physician
is notified due to the attending physician not being available, the patient’s attending physician must be notified as soon
as he/she is available.

The hospital will document the information obtained from the errors and reactions reported and have a means for
aggregating this information and related data to be trended and analyzed and continually evaluated in order to identify
and implement corrective/preventive action.

The facility must have a method to measure the effectiveness of its reporting system to identify whether or not their
system(s) is identifying as many medication errors and adverse drug reactions that would be expected for the size and
scope of services provided by their hospital. Such methods could include use of established benchmarks or studies on
reporting rates published in peer-reviewed journals.

To improve incident reporting, the facility should adopt a non-punitive system with the focus on the system and not the
involved health care professionals.

Surveyor Guidance:

Verify that policies and procedures are developed in order to minimize medication errors, adverse drug reactions, and
drug incompatibilities. These policies and procedures must include the involvement and approval of the medical staff.

Validate that the hospital has an effective procedure that ensures drug administration errors, adverse drug reactions,
and drug incompatibilities are immediately reported to the attending physician.

In a sampling of records, review medication errors and adverse drug reactions to determine that they are reported
immediately in accordance with written procedures, and that medications administered and/or drug reactions are
promptly recorded in the patient’s medical record.

Determine if the hospital’s definition of an adverse drug reaction and medication error is based on established
benchmarks or studies on report rate published in peer review journals and/or from other sources (i.e. ISMP).

To determine the effectiveness of the internal reporting mechanism, assess whether or not the identification of
medication errors are as expected for the size and scope of services provided by the hospital. If the perception is such
that medication errors are considered under-reported, determine the action(s) the hospital is taking to ensure accurate
reporting of such errors. Also assess staff awareness of the internal reporting process when medication errors and
adverse drug reactions are identified.
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Verify the effectiveness of the reporting mechanism and the ability to retrieve data/information to be trended, analyzed
and evaluated in order to implement and determine the effectiveness of corrective/preventive action(s). Verify such
information is forwarded to quality management oversight.

Assess through interviews with facility staff (nursing, pharmacy and medicine) awareness of the facility’s policy on
reporting and documentation of medication errors and adverse drug reactions.

MM.7 AVAILABLE INFORMATION

Information relating to drug interactions and information on drug therapy, side effects, toxicology, dosage, indications
for use, and routes of administration shall be available to the professional staff.

Surveyor Guidance:
Verify that the sources of drug information (including information relating to drug interactions and information on drug

therapy, side effects, toxicology, dosage, indications for use, and routes of administration) are available to all
professional staff.

SURGICAL SERVICES (SS)

SS.1 ORGANIZATION

SR.1 If the organization provides surgical services, the services shall be well organized, appropriate to the scope of
the services offered, and provided in accordance with acceptable standards of practice. National standards of
practice of AORN, CDC, APIC, ASA and other professional organizations are applicable to surgical services.

SR.2 If outpatient surgical services are offered, the services must be consistent in quality with inpatient care in
accordance with the complexity of services offered.

SR.3  Surgical care must be designed to assure the achievement and maintenance of high standards of medical
practice and patient care, and must be consistent with needs and resources.

Interpretive Guidelines:

If the hospital provides any surgical services, they must be organized and staffed in such a manner to ensure the
health and safety of patients and be in accordance with acceptable standards of practice. These standards of practice
include the American College of Surgeons, Association of Operating Room Nurses

(AORN), Centers for Disease Control (CDC), Association for Professionals in Infection Control and Epidemiology
(APIC), American Society of Anesthesiologists (ASA) and other professional organizations that are applicable to the
scope and complexity of surgical services provided.

A surgery includes any procedure that is listed in any of the various coding systems used by CMS or hospital,
regardless of reimbursement for the surgical procedure.

If the hospital provides outpatient surgical services, they must be in compliance with all hospital standards including
the surgical services standards. These outpatient surgical services must be provided in accordance with acceptable
standards of practice and in accordance with the complexity of services offered.

The hospital must design the surgical services to assure the standards of medical practice and patient care are
implemented and maintained.

The hospital must develop and implement policies and procedures for providing surgical services that are in
accordance with acceptable standards of medical practice and surgical patient care.
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These policies and procedures shall include, at least the following:
e Aseptic and sterile surveillance and practice, including scrub techniques;
¢ Identification of infected and non-infected cases;

e Housekeeping requirements/procedures;

e Duties of scrub and circulating nurse. These may be defined within a job descriptions, but may vary depending on
the cases for which these staff members are involved,

e Conducting surgical counts in accordance with accepted standards of practice. The hospital will have a process in
place to ensure that no foreign bodies are retained in patients following surgical procedures;

e The scheduling of patients for surgery;
e Patient care requirements
o Pre-operative testing
o Clinical procedures
o Patient identification procedure and site verification process
e Resuscitative techniques;
o How the DNR status is addressed when indicated in the patient’s records;
e Care of surgical specimens;

e Malignant hyperthermia;

e Procedure-specific or in general protocols that are appropriate for all surgical procedures performed. This will
include a list of equipment, materials, and supplies necessary to properly carry out the surgical services provided;

e Sterilization and disinfection procedures; and,

¢ Handling infections and biomedical/medical waste;

¢ Monitoring of temperature and humidity

e Safety practices

e Acceptable operating room attire

Surveyor Guidance:

Review and verify the extent of surgical services provided by the hospital and verify that services are in accordance
with acceptable standards of practice. In order to do this appropriately, request the use of proper attire (gown, cap,

and other attire as required by the hospital) to be worn during a physical tour during this review.

Review and validate policies and procedures to determine that minimum elements are addressed as specified in the
Interpretive Guidelines (above).

Verify that access to the operative and recovery area is limited to authorized personnel and that the traffic flow pattern
adheres to accepted standards of practice.
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Verify that the operating room attire is suitable for the kind of surgical case performed, that persons working in the
operating suite must wear only clean surgical costumes, and that surgical costumes are designed for maximum skin
and hair coverage.

Verify that the hospital has equipment available for rapid and routine sterilization of operating room materials and that
the equipment used for this purpose is monitored, inspected, tested, and maintained by the hospital’'s biomedical
equipment/clinical engineering program.

Verify that there is a process in place for handling sterilized materials and that these materials are packaged, labeled,
and stored in a manner that ensures sterility (e.g., in a moisture and dust controlled environment and policies and
procedures for expiration dates have been developed and are followed in accordance with accepted standards of
practice.)

SS.2 STAFFING AND SUPERVISION

SR.1 The organization of the surgical services shall be supervised by either a registered nurse with appropriate
experience, or by a doctor of medicine or osteopathy.

SR.2 Under the supervision of a registered nurse, the following personnel comprise the OR staff:

SR.2a registered nurses;
SR.2b licensed practical nurses; and,
SR.2c surgical technologists (operating room technicians).

SR.3  Qualified registered nurses shall perform circulating duties in the operating room. If a qualified registered
nurse is present who is immediately available to respond to emergencies, licensed practical nurses and
surgical technologists may assist in circulatory duties under the supervision of that registered nurse, if State
law and medical staff policies and procedures permit.

Interpretive Guidelines:

The hospital surgical services (including both inpatient and outpatient) must be supervised by an experienced RN or
MD/DO. The RN or MD/DO supervising the operating room must possess appropriate education, experience working
in surgical services, and specialized training in the provision of surgical services/management.

The hospital must provide the appropriate equipment and the types and numbers of qualified personnel necessary to
furnish the surgical services offered by the hospital in accordance with acceptable standards of practice.

Qualified registered nurses must perform circulating duties in the operating room. If a qualified registered nurse is
present in the operating suite who is immediately available to respond to emergencies, licensed practical nurses (LPN)
and surgical technologists (ST) may assist in circulatory duties under the supervision of the registered nurse, if allowed
by State law and medical staff policies and procedures.

Surveyor Guidance:

Review the hospital’s organizational chart regarding surgical services to confirm that there are lines of authority and
delegation of responsibility indicated within surgical services.

Verify that an RN or a doctor of medicine or osteopathy is assigned responsibility for supervision of surgical services.
Request a copy of the supervisor’s position description to determine that it specifies qualifications, duties and
responsibilities of the position.

Determine and validate that an RN is available for supervision in the department or service.

Review and verify that the hospital maintains appropriate staffing schedules to provide adequate staff and RN
supervision.
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Verify in situations where LPNs and STs are permitted to assist with circulating duties that a qualified RN supervisor is

immediately available to respond to emergencies.

SS.3 PRACTITIONER PRIVILEGES

SR.1 All practitioners performing surgery shall have surgical privileges established by the organization’s department
of surgery and medical staff and approved by the governing body. Surgical privileges shall correspond with
the established competencies of each practitioner.

SR.2 A current roster of practitioners and their privileges shall be maintained by the department of surgery.

SR.3  Privileges for general surgery and surgical subspecialties defined with established criteria approved by the
medical staff and in accordance with MS.12.

Interpretive Guidelines:

All practitioners performing surgery shall have surgical privileges established by the organization’s department of
surgery and medical staff and approved by the governing body.

The medical staff bylaws must include criteria for determining the privileges to be granted to an individual practitioner
and a procedure for applying the criteria to individuals requesting privileges. Core privileges for general surgery and
surgical subspecialties are acceptable as long as the core is properly defined.

Surgical privileges shall correspond with the established competencies of each practitioner.

A current roster listing each practitioner’s specific surgical privileges must be available in the surgical suite and
areallocation where the scheduling of surgical procedures is completed. The hospital will also be able to determine
the surgeons with suspended surgical privileges or whose surgical privileges have been restricted and this information
must also be retained in these areas/locations.

Surveyor Guidance:

Validate the hospital's method for reviewing practitioners’ surgical privileges. This method should require verification
of practitioner training, experience, health status, and performance.

Confirm that the hospital provides a current roster listing each practitioner’s specific surgical privileges and that the
roster is available in the surgical suite and the area where the scheduling of surgical procedures is done.

Verify that a current list of surgeons suspended from surgical privileges or who have restricted surgical privileges is
retained in these areas/locations.
SS.4  HISTORY AND PHYSICAL

SR.1 Except in emergencies, there must be a complete history and physical in the medical record of every
patient prior to surgery or procedure requiring anesthesia services.

SR.1la a complete history and physical examination must be completed and documented no more than
thirty (30) days before or twenty four (24) hours after admission or registration

SR.1b when the history and physical is completed within thirty (30) days prior to admission or registration, an
updated medical record entry documenting an examination for any changes in the patient’s condition
must be completed and documented in the patient’s medical record within twenty four (24) hours after
admission or registration, but prior to surgery or procedure requiring anesthesia services.
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SR.2 If the history and physical has been dictated but not yet present in the patient’s medical record, the practitioner
who admitted the patient shall write a statement to that effect as well as an admission note in the medical
record. Such circumstance is acceptable only in a medical emergency and is not applicable for a scheduled
surgery.

SR.3 A properly executed informed consent form for the surgery shall be in the patient’s medical record before
surgery except in an extreme medical emergency.

Interpretive Guidelines:

There must be a complete history and physical examination (H & P) in the medical record of every patient prior to
surgery, except in emergencies.

When an H & P has been conducted, but is not present on the chart prior to surgery, or in emergency situations where
a complete H & P cannot be conducted prior to surgery, the practitioner who admitted the patient shall write a
statement to that effect as well as an admission note in the medical record. The note should include, at a minimum,
critical information about the patient’s condition including pulmonary status, cardiovascular status, BP, and vital signs.

The medical record must contain a history and physical examination (H & P) (as required for all inpatient and
outpatient settings) and must be performed no more than 30 days prior to admission (completed by an authorized
practitioner) or within one day after admission.

The H & P must be placed in the patient’s medical record within 24 hours of admission. In the event that the
H & P is completed prior to admission, the hospital must ensure that this H & P is updated to document any changes in
the patient’s condition.

The hospital will ensure that a properly executed informed written consent form for the surgical procedure(s) to be
performed is signed by the patient or his/her authorized representative prior to the surgical procedure. The only
exception is an extreme emergency.

The informed consent form shall include at least the following: description of the proposed surgery, including
anesthesia to be used , an explanation of the nature and purpose of the proposed procedures; risks and
consequences of the procedures; risks and prognosis if no treatment is rendered, the probability that the proposed
procedure will be successful; and, alternative methods of treatment (if any) and their associated risks and benefits.
Furthermore, informed consent would include that the patient is informed as to who will actually perform the surgical
procedure(s). When practitioners other than the primary surgeon will perform important components of the surgical
procedure(s) the patient must be informed of the identity of these other practitioners and the components these
practitioners are expected to perform. The identity of these other practitioners must be disclosed even when these
practitioners are working under the primary surgeon'’s supervision.

The hospital’s surgical informed consent policy should describe the following:

e Who may obtain the patient’s informed consent

e Which procedures require informed consent

e The circumstances under which surgery is considered an emergency and my be undertaken without an
informed consent

e The circumstances when a patient’s representative, rather than the patient, may give informed consent for
surgery
The content of the informed consent form and instructions for completion
The process used to obtain informed consent, including how the informed consent is to be documented in the
medical record

e Mechanisms that ensure that the informed consent form is properly executed and is in the medical record prior
to surgery (except in the case of an emergency)

o If the informed consent process and informed consent form are obtained outside the hospital, how the properly
executed informed consent form is incorporated into the patient’'s medical record prior to surgery.
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For surgeries is which residents will perform important parts of the surgery, discussion is encouraged with the patient
or their representative to include the following:

e That it is anticipated that physicians who are in approved post graduate residency training programs will
perform portions of the surgery, based upon their availability and level of competence

e That it will be decided at the time of the surgery which residents will participate and their manner of
participation, and that this will depend on the availability of the residents with the necessary competence;
knowledge the operating practitioner/teaching surgeon has of the resident’s skill set; and the patient’s
condition.

e That residents performing surgical tasks will be under the supervision of the operating practitioner/teaching
surgeon.

e Whether, based on the resident’s level of competence, the operating practitioner/teaching surgeon will not be
physically present in the same operating room for some or all of the surgical tasks performed by residents.

Surveyor Guidance:

In a sampling of medical records of surgical patients, determine if a complete history and physical examination by a
doctor of medicine or osteopathy is completed prior to surgery, except in an emergency, and in accordance with the
methodology described above.

Verify that the completion of the H&P was within the specified time frame and appropriate documentation noted.

¢ Verify the content and completeness of the H&P per organization policy
o0 In some cases the organization may accept an H&P that has been completed in the practitioners office, when

this is allowed, verify the process for ensuring that the appropriate documentation is present and completed
per the requirements of the organization and the H&P was completed within the required timeframe.

o Verify that the H&P was completed no more than 30 days before or 24 hours after admission or registration and in
all cases involving surgery or procedures requiring anesthesia services or moderate/conscious sedation prior to
the surgery or procedure

o Verify this documentation of the H&P was placed in the medical record within 24 hours after admission or
registration, and in all cases involving surgery or procedures requiring anesthesia services or moderate/conscious
sedation prior to the surgery or procedure

e Where the H&P is completed within 30 days before admission or registration and in all cases involving surgery or
procedures requiring anesthesia services or moderate/conscious sedation, the hospital must ensure that this H&P
is updated to document any changes in the patient’s condition.

o If there are no changes to the H&P as written, the physician can simply document an update note stating
= that the H&P has been reviewed,
= that the patient has been examined, and
= that the physician concurs with the findings of the H&P completed on the specified date or that “no
change” has occurred in the patient’s condition since the H&P was completed.

In a sampling of medical records of surgical patients, verify that informed written consent forms are present, have been
properly executed, and are present in the patient’'s medical record prior to surgery.

Ascertain that the completed forms contain at least the information specified in the Interpretive Guidelines (above).

Verify that the hospital's informed consent policies address the circumstances when a surgery would be considered an
emergency and thus not require an informed consent form be placed in the medical record prior to surgery.

See Note regarding selecting sample of patient records listed on Page 149
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AVAILABLE EQUIPMENT

The following equipment shall be present and in operating condition in each surgical suite:

SR.1

SR.2

SR.3

SR.4

SR.5

SR.6

Call-in system;

Cardiac monitor;
Resuscitator;
Defibrillator;

Suction equipment; and,

Provisions for emergency airway intervention.

Surveyor Guidance:

Review and verify that the hospital has equipment within each surgical suite to include, at least, those items as listed
above in SR.1 — SR.6.

Validate that all equipment is working as intended and is maintained, inspected, and tested by the hospital’'s
biomedical/clinical engineering department or contracted service.

Verify that a tracheotomy set is available (a cricothyroidotomy set should not be considered a substitute for this set)

SS.6

OPERATING ROOM REGISTER

The operating room register shall be complete and current.

Interpretive Guidelines:

The operating room register will include at least the following information:

e Patient's name;

e Patient’s hospital identification number;

e Date of the operation/procedure;

e Inclusive or total time of the operation/procedure;

o Name of the surgeon and any assistant(s);

e Name of nursing personnel (scrub and circulating);

e Type of anesthesia used and name of the administering practitioner;

e Operation/procedure performed,;

e Pre and post-op diagnosis; and,

e Age of patient.
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Surveyor Guidance:
Review and validate the OR register or equivalent record to ensure that it lists all surgery performed by the surgical
services and includes the elements as listed above in the Interpretive Guidelines.
SS.7 POST-OPERATIVE CARE
SR.1 There shall be adequate provision for immediate post-operative care.
SR.2  Equipment, clinical staff, and plan of care provisions as well as criteria for discharge shall be developed and
adopted by the medical staff and nurse executive designees.
Interpretive Guidelines:
The hospital will make adequate provisions for immediate post-operative care. These provisions will include:
Post operative care is provided in accordance with acceptable standards of practice; and,
The post-operative care area or recovery room is a separate area of the hospital.
The hospital will provide the appropriate equipment and clinical staff to adequately address the patients’ plan of care
appropriate to the complexity of services provided. The hospital will develop criteria for the discharge from the post-

operative care area that have been approved by the medical staff and nurse executive.

Prior to discharge, the hospital must ensure that the patient has met the appropriate criteria for discharge and that the
patient has an order for discharge from the patient’s surgeon or practitioner.

If patients are not transferred to the post-operative care area, there must be provisions for direct observation of the
patient by a qualified nurse in the patient's room to ensure there is a comparable level of care during the recovery

phase.

Surveyor Guidance:

Review and validate the process and provisions for post-operative care, including discharge criteria.

Review and verify that the hospital provides the appropriate equipment and clinical staff to adequately address the
patient’s plan of care appropriate to the complexity of services provided.

SS.8 OPERATIVE REPORT

SR.1 An operative report describing techniques, findings, and tissues removed or altered shall be written or dictated
and signed by the surgeon immediately following surgery.

SR.2 The operative report shall be dictated or written in its entirety before the patient is transferred to the next level
of care (e.g. before the patient leaves the post anesthesia care area).

Interpretive Guidelines:

An operative report must be written or dictated and signed by the surgeon immediately following surgery and before
the patient is transferred to the next level of care. The operative report will contain at least the following:

¢ Name and hospital identification number of the patient;

e Date and times of the surgery;
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o Name(s) of the surgeon(s) and assistants or other practitioners who performed surgical tasks (even when
performing those tasks under supervision);

e Pre-operative and post-operative diagnosis;

o Name of the specific surgical procedure(s) performed;

e Type of anesthesia administered;

e Complications;

e A description of techniques, findings, and tissues removed or altered;

e Surgeons or practitioners name(s) and a description of the specific significant surgical tasks that were conducted
by practitioners other than the primary surgeon/practitioner (significant surgical procedures include: opening and
closing, harvesting grafts, dissecting tissue, removing tissue, implanting devices, altering tissues); and,

e Prosthetic devices, grafts, tissues, transplants, or devices implanted.

Surveyor Guidance:

In a sampling of surgical patients’ medical records, validate that the records contain a operative report that includes the

information specified in the Interpretive Guidelines (above).

SS.9 IMMEDIATE POST-OPERATIVE NOTE

SR.1 Animmediate postoperative note is required to be written if there is a dictation turn around delay. This shall
include identification or description of:

SR.1la the surgeon and assistants;
SR.1b pre-op and post-op diagnosis;
SR.1c procedures performed;

SR.1d specimens removed,;

SR.1le blood administered; and,

SR.1f any complications.

SR.1g type of anesthesia administered
SR.1h grafts or implants

SR.2 If information identified in the post-operative note is available in nursing documentation; it is acceptable if
authenticated as accurate by the attending surgeon.

Interpretive Guidelines:

In the event there is a delay in dictation turnaround regarding the operative report, an immediate written postoperative
note is required to include the elements as described in SR.1a — SR.1h (above). This information must be available in
the medical record, and, as applicable, authenticated as accurate by the attending surgeon.

Surveyor Guidance:

In a sampling of medical records of surgical patients and a delay in dictation has been identified, validate that the

medical record contains an immediate postoperative note that includes the information specified in SR.1a — SR.1h
(above).
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In the event that there is no delay in dictation during the time the surveyor is on-site, validate that the hospital has a
process in place for the immediate postoperative note to be written and that this is enforced by the hospital.

ANESTHESIA SERVICES (AS)

AS.1 ORGANIZATION

SR 1 Anesthesia services shall be provided in an organized manner, and function under the direction of a qualified
doctor of medicine or osteopathy. The service is responsible for all anesthesia administered in the
organization.

SR 2 Anesthesia services shall be appropriate to the scope of the services offered.

Interpretive Guidelines:

The hospital may or may not offer anesthesia/sedation services. If a hospital does provide any degree of
anesthesia/sedation service to its patients, these services will be provided in an organized manner. The
anesthesia/sedation services will be offered under the direction of a qualified doctor or medicine or osteopathy. This
individual will be responsible for all anesthesia/sedation administered throughout the organization.

Surveyor Guidance:

Verify that the anesthesia/sedation services are planned and organized in a manner in which these services are
continuously monitored, and appropriate to the scope of services offered.

Verify that the anesthesia/sedation services are under the direction of a doctor of medicine or osteopathy.
In most cases, the physician responsible for the direction of these services will be an anesthesiologist. In the event it
is not an anesthesiologist, review the qualifications of the physician responsible for these services to see that he or she

is qualified to do so and has been appointed by the medical staff and governing body.

Verify that anesthesia services is integrated into the hospital’'s quality management system oversight.

AS.2 ADMINISTRATION

Anesthesia shall only be administered by the following:

SR.1 A qualified anesthesiologist or a doctor of medicine or osteopathy (other than an anesthesiologist);
SR.2 A dentist, oral surgeon, or podiatrist who is qualified to administer anesthesia under State law;

SR.3 A certified registered nurse anesthetist (CRNA) as defined in 42 CFR 8410.69(b), who is under the supervision
of the operating practitioner or of an anesthesiologist who is immediately available if needed;

SR.4 For CRNAs to operate as licensed independent practitioners, the governor of the State must have received an
exemption from CMS for that particular State; or

SR.5 An anesthesiologist’s assistant as defined in 42 CFR 8410.69(b), if approved by State law, who is under the
supervision of an anesthesiologist who is immediately available if needed.

Interpretive Guidelines:

Rev 7.1 —10-20-08 60



NIAHO® Accreditation Requirements
Interpretive Guidelines & Surveyor Guidance
Revision 7.1

The hospital’s medical staff will define the criteria and qualifications for those physicians who have privileges for
administering anesthesia/sedation in accordance with State laws and acceptable standards of practice.

SR.1 — SR.5 defines those physicians and other practitioners who can administer anesthesia/sedation.
Surveyor Guidance:

Verify that a qualified physician is responsible for the direction of all anesthesia/sedation services offered hospital-
wide. This may include, but is not limited to:

e Surgical Services — for inpatient and outpatient surgical services (including Endoscopy and other outpatient
settings);

Obstetrical and Gynecological Services;
Emergency Department;

e Medical Imaging and Nuclear Medicine Services; and,
e Outpatient Clinics or other settings where anesthesia/sedation services are provided.

Review the defined scope of responsibilities or similar documentation that describes this role within the organization.
This individual will be responsible for planning, directing and monitoring all anesthesia/sedation services. The other
responsibilities will encompass the implementation of staffing schedules (including on-call services).

Review the criteria and qualifications for physicians and other practitioners for attaining privileges for administering
anesthesia/sedation (sample various physicians and practitioners with these privileges). This is most commonly
located within the Medical Staff Bylaws or in a separate policy that governs these activities. Verify that these privileges
have been granted in accordance with the physician or practitioner’s scope of practice, State law, and that the criteria
and qualifications include competencies, training, education and (if required) experience regarding the administration
of anesthesia/sedation

For those practitioners who are privileged to administer anesthesia/sedation under the direction of an anesthesiologist,
review the process and practice to ensure that the supervising anesthesiologist is immediately available to intervene
as necessary.

Definition: “Immediately available” means that the anesthesiologist is physically located within the area in which the
anesthesia/sedation is being administered, he or she is prepared to promptly conduct hands-on intervention, and is not
engaged in activities that could prevent the anesthesiologist from quickly intervening.

AS.3 POLICIES AND PROCEDURES

SR.1  Policies on anesthesia/sedation procedures must include the delineation of pre-anesthesia and post-
anesthesia responsibilities.

SR.2 The policies must ensure that the following are provided for each patient:

SR.2a a pre-anesthesia or pre-sedation evaluation, to include a documented airway assessment, anesthesia
risk assessment, and anesthesia drug and allergy history, by an individual qualified and privileged to
administer anesthesia/sedation, performed no more than 48 hours prior to surgery or procedure requiring
anesthesia services;

SR.2b an intra-operative anesthesia/sedation record;

SR.2c for inpatient surgery, a post-anesthesia evaluation for proper anesthesia recovery is completed and
documented within 48 hours after surgery by the individual who administers the anesthesia or, if
approved by the medical staff, by any individual qualified and credentialed to administer anesthesia;
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SR.2c(1) A post-anesthesia evaluation for anesthesia recovery is required and must be completed
In accordance with State law and hospital policies and procedures approved by the medical
staff and reflect current standards of care anytime general, regional, or monitored (this
would include deep sedation/analgesia has been administered to the patient.

SR.2c(2) If the patient is discharged less than 48 hours after the procedure, completion and
documentation of the post-anesthesia evaluation is still required. This is the case
regardless of whether the procedure is performed on an inpatient or outpatient basis or when
the patient is discharged

SR.2d for outpatient surgery, a follow-up report as defined by the medical staff.

Interpretive Guidelines

The hospital must develop and implement policies and procedures regarding the administration of
anesthesia/sedation. This will include the responsibilities for both pre-anesthesia/sedation and post-
anesthesia/sedation. These policies and procedures must address the following:

Pre-anesthesia/sedation responsibilities

Physical examination of the airway (by those qualified and privileged to administer sedation) must be performed
within 48 hours of administration of anesthesia/sedation;

Assessment of risk to the patient for receiving anesthesia/sedation;

Drug and allergy history regarding anesthesia/sedation;

Physical condition of the patient prior to induction of anesthesia/sedation;
Patient consent for administration of anesthesia/sedation;

Equipment requirements, as well as the monitoring, inspection, testing and maintenance of anesthesia/sedation
equipment in the hospital’'s biomedical equipment program;

Infection control practices in place; and,

Safety measures in place in areas where anesthesia/sedation is administered (including a protocol for supportive
life functions, e.g., cardiac and respiratory emergencies.

Reporting and documentation requirements

Intra-operative anesthesia/sedation/sedation record including:

o Name and hospital identification number of the patient;

Name of practitioner who administered anesthesia/sedation, and as applicable, the name and profession
of the supervising anesthesiologist or operating practitioner;

Name, dosage, route and time of administration of drugs and anesthesia/sedation agents;

IV fluids;

Blood or blood products;

Oxygen flow rate;

Continuous recordings of patient status noting blood pressure, heart and respiration rate; and,

Any complications or problems occurring during anesthesia/sedation, including time and description of
symptoms, vital signs, treatments rendered, and patient’s response to treatment.

OO0Oo0OO0OO0Oo
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¢ Post-anesthesia/sedation follow-up report including:

Cardiopulmonary status;

Level of consciousness;

Any follow-up care and/or observations;

Any complications occurring during post-anesthesia/sedation recovery; and,
Any follow-up care needed or patient instructions given.

O 0O0OO0Oo

Note: This report must be completed and documented within 48 hours following the procedure in which
anesthesia/sedation has been administered.

Surveyor Guidance:

Review the policies developed on anesthesia/sedation procedures.

Verify that the anesthesia/sedation services where provided incorporates that has been listed in interpretive guidelines.

Sample patient medical records to verify the following:

pre-anesthesia/sedation evaluation (including an anesthesia risk assessment, and anesthesia drug and allergy
history) by an individual qualified to administer anesthesia/sedation and it has been performed within 48 hours
prior to surgery.

an intra-operative anesthesia/sedation record documenting all pertinent events taking place during
anesthesia/sedation.

a post-anesthesia/sedation follow-up report is written for each patient by the individual who administered the
anesthesia/sedation, or by a delegated practitioner who is qualified to administer anesthesia/sedation, within
48 hours after surgery. Verify that this report includes those items stated within the interpretive guidelines.

a post-anesthesia/sedation evaluation for proper anesthesia/sedation recovery in accordance with hospital
policies and procedures. Verify that this evaluation includes those items stated within the interpretive
guidelines. Verify that this postanesthesia evaluation is completed by individual qualified and credentialed to
administer anesthesia and in accordance with State law and hospital policies and procedures approved by the
medical staff and reflect current standards of care

LABORATORY SERVICES (LS)

LS.1

SR.1

SR.2

SR.3

SR.4

SR.5

SR.6

ORGANIZATION

The organization shall maintain, or have available, adequate laboratory services, either directly or through
contractual services, to meet the needs of its patients.

The organization shall ensure that all laboratory services provided to its patients are performed in a laboratory
certified in accordance with 42 CFR 8493.

The organization shall have the capability to perform necessary laboratory studies, including blood gas
analysis and electrolyte determination 24 hours a day.

A documented scope of laboratory services shall be available to the medical staff.
The laboratory shall have policies and practices for proper receipt and reporting of tissue specimens.

The medical staff and a pathologist shall determine which tissue specimens require a macroscopic (gross)
examination and which require both macroscopic and microscopic examinations.
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Interpretive Guidelines:

The hospital must maintain, or have available, adequate laboratory services whenever its patients need those
services. The hospital may maintain laboratory services at the hospital or may make laboratory services available
through contractual agreements. All laboratory services will be provided in a laboratory that has been certified in
accordance with 42 C.F.R. 8493.

The hospital will have a documented scope and complexity of the laboratory services available. This will include the
capability to perform necessary laboratory studies, including blood gas analysis and electrolyte determination twenty
four (24) hours a day. Whether provided directly or through a contractual arrangement, these services must be
provided in accordance with Clinical Laboratory Improvement Act (CLIA) requirements. The hospital shall have a
current CLIA certificate appropriate to the level of services performed.

The medical staff and a pathologist shall determine which tissue specimens require a macroscopic (gross) examination
for both macroscopic and microscopic examinations. There will be documented policies and practices for proper
receipt and reporting of tissue specimens.

Surveyor Guidance:

Determine the total number of laboratories, the location of each laboratory, and every location where laboratory
procedures are performed.

Determine which services are provided directly by the facility and which are provided through contractual
arrangements. If provided under a contractual arrangement, verify that the provider has been approved by the medical
staff and governing body.

Validate that the laboratory services are provided are operating under a current CLIA certificate.

Review a sampling of records and determine if the services, including emergency services, are provided in accordance
with the hospital’s policies.

Review a sampling of tissue records (accession records, worksheets, and test reports) to verify whether the laboratory
follows the written protocol.

Review the written policies and tissue reports to assure that tissue specimens are examined in accordance with the
written policies.

LS.2 INFECTIOUS BLOOD AND PRODUCTS

Potential human immunodeficiency virus (HIV) or hepatitis C virus (HVC) (as identified in 21 CFR 610.47) infectious
blood and blood products are prior collections from a donor who tested negative at the time of donation but tests
repeatedly reactive for the antibody to the HIV or HCV on a later donation, and the FDA-licensed, more specific test or
other follow up testing recommended or required by FDA is positive, and the timing of seroconversion cannot be
precisely estimated.

SR.1 If an organization regularly uses the services of an outside blood bank, it shall have an agreement with the
blood bank that governs the procurement, transfer, and availability of blood and blood products.

SR.2 The agreement shall require that the blood bank promptly notify the organization of the following:
SR.2a Within 3 calendar days if the blood bank supplied blood and blood products collected from a donor

who tested negative at the time of donation but tests repeatedly reactive for the antibody to HIV or
HCV on a later donation; and
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SR.2b the results of the FDA licensed, more specific test or other follow-up testing recommended or required
by the FDA completed within forty five (45) calendar days after the donor’s repeatedly reactive
screening test for HIV or HCV.

SR.2c Within 3 calendar days after the blood bank supplied blood and blood components collected from an
infectious donor, whenever such records are available (as set forth at 21 CFR 610.48(b)(3)).

SR.2d quarantine of blood and blood products pending completion of testing: If the blood bank notifies the
organization of the repeatedly reactive HIV or HCV screening test results, the organization shall
determine the disposition of the blood or blood product and quarantine all blood and blood products
from previous donations in inventory.

SR.3 If the blood bank notifies the organization that the result of the FDA-licensed, more specific test or other follow
up testing recommended or required by FDA is negative, absent other informative test results, the organization
may release the blood and blood products from quarantine.

SR.4. If the blood bank notifies the organization that the result of the FDA-licensed, more specific test or other follow
up testing recommended or required by FDA is positive, the organization shall dispose of the blood and blood
products in accordance with 21 CFR 8606.40 and notify the transfusion recipients according to LS.3.

SR.5 If the blood bank notifies the organization that the result of the FDA-licensed, more specific test or other follow
up testing recommended or required by FDA is indeterminate, the organization must destroy or label prior
collections of blood and blood products held in quarantine (as set forth at 21 CFR 610.46(b)(2), 610.47(b)(2),
and 610.48(c)(2)).

SR.6  The hospital must maintain adequate records which identify the source and disposition of all units of blood and
blood components for no less than ten (10) years from the date of disposition in manner reflecting QM.2 SR.3b
and are stored in such a manner they are available for prompt retrieval.

SR.6a The organization will have a plan in place to transfer these records to another hospital or other
entity if the hospital ceases its operations for any reason. The organization will have allocated
adequate funding to execute this plan when necessary.

Interpretive Guidelines:

This standard requires that the hospital have a system in place to take appropriate action when notified that blood or
blood products received are at increased risk of transmitting potential human immunodeficiency virus (HIV) or hepatitis
C virus (HCV).

Definition: The timeframe, also referred to as the “window period”, is defined as that period early in infection when the
antibody to HIV or HCV is not detectable by the screening test.

Definition: The term “repeatedly reactive” means that the initial HIV or HCV antibody screening test is reactive, re-
tested in duplicate, and one or both of the duplicate tests are reactive. If repeatedly reactive, a licensed, more specific
(confirmatory) test (e.g. Western Blot) is used to confirm the presence of HIV or HCV.

Definition: “Look back” is considered to include: the quarantine of products from a window period donor; notification of
consignees (facilities having received such window period products) to quarantine those products; and on completion
of the licensed, more specific (confirmatory) test, notification of any transfusion recipient.

Despite the best practices of blood banks, a person may have donated blood during the window period. If the donor
attempts to donate blood at a later date, the screening test for the antibody to HIV or HCV may, at that time, be
repeatedly reactive. Under such circumstances, previously collected blood and blood products would be at increased
risk for transmitting HIV or HCV and a recipient of blood or blood products collected during the window period would
not know whether the donor was infected with HIV or HCV at the time of the previous donations.
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If the hospital regularly uses the services of an outside blood bank, it shall have an agreement with the blood bank to
govern the procurement, transfer, and availability of blood and blood products. This applies to hospitals that receive

blood and blood products from an outside source and only performs compatibility (cross match) testing in preparation
for transfusion to patients.

The agreement(s) and practice policies developed between the hospital and blood bank must be consistent with
applicable Federal, State, and local laws, and written with the means of addressing any changes in FDA or CMS
requirements and can be incorporated into operating procedures rather than by constructing a new agreement.

Under certain circumstances, such as blood availability emergencies. hospitals may receive blood from a source other
than the contracted blood bank. FDA regulations require a blood bank to notify the hospital in the event it furnished
the hospital with potentially HIV or HCV infected blood.

The agreement between the notification process and procedure shall include the elements as stated in SR.2(a) —
SR.2(c).

If the blood bank notifies the organization that the result of the FDA-licensed, more specific test or other follow up
testing recommended or required by FDA is negative, absent other informative test results, the organization may
release the blood and blood products from quarantine.

e The hospital's policy should reflect that release (from quarantine) of potentially HIV or HCV infected blood is
possible only if the more specific (confirmatory) test is negative, and the blood bank’s (the facility that notified
the hospital) records show the donor has no other informative test results that show evidence of HIV or HCV
infection. “Other” informative tests are tests that a blood bank may voluntarily perform (e.g. HIV antigen tests,
viral cultures).

If the blood bank notifies the organization that the result of the FDA-licensed, more specific test or other follow up
testing recommended or required by FDA is positive, the organization shall dispose of the blood and blood products in
accordance with 21 C.F.R. §606.40.

e |f these tests are positive, the blood and blood products are disposed of if still available. The blood bank will
communicate this information to the hospital. If no other informative test results exist, the hospital may release
the blood and blood products from quarantine. If other informative test results exist that indicate possible HIV
infection, the hospital must dispose of the blood and blood products.

Surveyor Guidance:

The hospital’s laboratory will be determined to be in compliance with the requirements of LS.2 if the hospital's
laboratory maintains current accreditation by the College of American Pathology (CAP) or Commission on Office
Laboratory Accreditation (COLA). If the hospital laboratory is not CAP or COLA Accredited, then the following must
be verified:

Validate that the written agreement with the blood bank allows for notification expectations (per LS.2 - SR.2) and
approval by an appropriate hospital representative.

Verify the hospital’s policy for labeling and quarantining potentially HIV or HCV infected blood and blood products.
Validate the procedure for the disposal of infected blood products, when warranted.

Verify the procedure followed when the hospital is notified that it had received potentially infectious blood and blood
products.

Verify that the hospital policy addresses the notification process when it receives potentially HIV or HCV infectious
blood or blood products.

Verify that the hospital maintains adequate records which identify the source and disposition of all units of blood and
blood components for no less than ten (10) years from the date of disposition in manner reflecting QM.2 SR.3b and are
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stored in such a manner they are available for prompt retrieval.

Verify that the organization has a plan in place to transfer these records to another hospital or other
entity if the hospital ceases its operations for any reason and that the organization has allocated adequate funding to
execute this plan when necessary.

LS.3

PATIENT NOTIFICATION

If the organization has administered potentially HIV or HCV infectious blood or blood products, either directly through
its own blood bank or under an agreement, or released such blood or blood products to another entity or appropriate
individual, the organization shall take the following actions:

SR.1

SR.2

SR.3

SR.4

SR.5

SR.6

Promptly make at least three attempts to notify the patient, and/or patient’s attending physician (the physician
of record) or the physician who ordered the blood or blood product. (See LS.3 SR.7 regarding notification of
legal representative when applicable)

Request that the physician immediately notify the patient, or other individual of the need for HIV testing and
counseling.

If the physician is unavailable, declines to make the notification, or later informs the organization that he or she
was unable to notify the patient, promptly make at least three attempts to notify the patient, legal
representative or relative of the need for HIV or HCV testing and counseling.

Document in the patient’s medical record the notification or attempts to give the required notification.

Timeframe for notification:

(For donors tested on or after February 20, 2008 — for notifications resulting from donors tested on or after
February 20, 2008 as set forth in 21 CFR 610.46 and 21 CFR 610.47):

The notification effort begins when the blood bank notifies the organization that it received potentially HIV or
HCV infectious blood and blood products. The organization shall make reasonable attempts to give
notification for no less than twelve (12) weeks unless:

SR.5a the patient is located and notified; or
SR.5b the organization is unable to locate the patient and documents in the patient’s medical record the
extenuating circumstances beyond the organization’s control that caused the notification timeframe to

exceed twelve (12) weeks.

(For donors tested before February 20, 2008 — for notifications resulting from donors tested before February
20, 2008 as set forth in 21 CFR 610.48(b) and (c):

SR.5¢ The notification effort begins when the blood bank notifies the organization that it received potentially
HIV or HCV infectious blood and blood products. The organization shall make reasonable attempts to give
notification and must complete the actions within one (1) year of the date on which the organization received
notification from the blood bank.

Note: HCYV natification requirements resulting from donors tested before February 20, 2008 as set forth in 21
CFR 610.48 is set to expire on August 24, 2015.

Content of notification: The notification shall include the following information:

SR.6a a basic explanation of the need for HIV or HCV testing and counseling;
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SR.6b enough oral or written information so that the transfused patient can make an informed decision about
whether to obtain HIV or HCV testing and counseling; and,

SR.6¢ a list of programs or places where the patient can obtain HIV or HCV testing and counseling, including
any requirements or restrictions the program may impose.

SR.7 Policies and Procedures: The organization shall establish policies and procedures for notification and
documentation that conform to Federal, State, and local laws, including requirements for confidentiality and
medical records. A notification to legal representative or relative shall address the following:

SR.7a if the patient has been adjudged incompetent by a State court, the physician or organization shall
notify a legal representative designated in accordance with State law;

SR.7b if the patient is competent, but State law permits a legal representative or relative to receive the
information on the patient’s behalf, the physician or organization shall notify the patient or his/her legal
representative or relative; and,

SR.7c if the patient is deceased, the physician or organization shall continue the notification process and
inform the deceased patient’s legal representative or relative.

SR.7d If the patient is a minor, the physician or organization must notify the patient’s parents or legal
guardian.

Interpretive Guidelines:

The hospital must develop policies and procedures in order to meet notification requirements. The physician of record
should notify the patient that he or she received potentially HIV or HCV infectious blood. In the event that the
physician declines for appropriate reasons, the hospital then has the responsibility to notify the patient or legal
representative. The hospital may designate an appropriate, competent hospital representative to inform the patient.
This may be another physician, such as the medical director of the transfusion service, an infection control officer, a
nurse, a clinical laboratory scientist, a social worker, or a non-physician with a medical background.

This requirement also applies when the hospital transfusion service furnishes blood or blood products to another
facility, such as an ambulatory surgery center, clinic, nursing facility, or home setting (a home health agency). The
hospital retains responsibility for patient notification.

The hospital must make reasonable attempts to notify the physician (of record) or the physician who ordered the blood
or blood product. If after these reasonable attempts for notification, the hospital is not able to locate the patient within
the one-week notification period, it is not expected to continue its search. However, there is no limit on how much time
a hospital may choose to expend on this effort.

The hospital must document information related to notification, (e.g. contacting physician, telephone log, return receipt
from a certified or registered letter), and this becomes part of the patient’s medical record.

The policies and procedures for the notification process must conform to all Federal, State, and local laws regarding
confidentiality.

When the physician accepts the responsibility for notification, the hospital is not required to follow up with the physician
to determine whether notification occurred. It is expected that the physician would inform the hospital if notification did
not occur, but this is part of professional relationships and not a requirement.

When the patient is notified, the following information must provided:

¢ A basic explanation of the need for HIV or HCV testing and counseling;

e Enough oral or written information so that the transfused patient can make an informed decision about whether
to obtain HIV testing and counseling; and,
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e Alist of programs or places where the patient can obtain HIV or HCV testing and counseling, including any
requirements or restrictions the program may impose.

Referral for testing and counseling will be made to a physician or organization that provides high quality HIV or HCV
testing and has extensive experience in providing HIV or HCV counseling. In addition, the patient should be told about
any requirements or restrictions the programs may impose, such as, whether the program requires a fee, a physician
request form, identification or public assistance cards, or a residency requirement. The CDC National AIDS Hotline
operates a toll-free number (1-800-342-2437) 24 hours a day that the hospital or physician can give to the patient for
more assistance. CDC's also operates a toll-free hepatitis hotline at 1-888-4HEPCDC (1-888-443-7232). In addition,
the CDC maintains a Web site with information on hepatitis for both health-care professionals and the general public,
including specific materials for people who received blood transfusions in the past. The Web address is
www.cdc.gov/hepatitis.

If the patient in question is incompetent or unable to comprehend the information being provided, or the physician or
hospital believes the information should not be given to the patient, and State law permits a legal representative or
relative to receive information on the patient’s behalf, then the physician must notify the patient’s representative or
relative. Upon learning of the death of the transfused patient, the hospital must pursue the notification process to
inform the patient’s family. It would not be appropriate for a physician or hospital to determine that the patient or
someone acting on his or her behalf need not be informed.
A notification to legal representative will be provided when:

e The patient has been adjudged incompetent by a State court, the physician or organization;

e The patient is competent, but State law permits a legal representative or relative to receive the information on
the patient’s behalf; or,

e The patient is deceased.
Surveyor Guidance:
The hospital’s laboratory will be determined to be in compliance with the requirements of LS.3 if the hospital's
laboratory maintains current accreditation by the College of American Pathology (CAP). If the hospital laboratory is

not CAP Accredited, then the following must be verified:

Validate that, when required, the hospital documents the notification efforts in the patient’s medical record, including
any extenuating circumstances that prevented patient notification within the 12-week timeframe.

Verify that the hospital has a process in place to assist the patient in seeking testing and counseling.

Verify the process regarding physician explanation to the patient of the need for testing and counseling and in the
event that the physician declines, that the process is followed by the hospital.

Verify the information the hospital makes available to the patient who is transfused with potentially HIV or HCV
infectious blood or blood products.

Review and verify the hospital’s notification procedures to ordering and/or responsible physician and the patient..
Review and verify the defined circumstances when the hospital deems it necessary to notify someone other than the

patient who received potentially HIV or HCV infectious blood or blood products and ensure that the hospital is aware of
the State law and that the law permits a legal representative or relative to receive information on the patient’s behalf.
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LS.4 GENERAL BLOOD SAFETY

For look-back activities only related to new blood safety issues that are identified after August 27, 2007, the
organization must comply with FDA regulations as they pertain to blood safety issues in the following areas:

SR.1  Appropriate testing and quarantining of infectious blood and blood components.
SR.2 Notification and counseling of recipients that may have received infectious blood and blood components.

Interpretive Guidelines:

Multiple layers of safeguards, including donor screening and testing, are used to reduce the risk of transmitting
infection through blood transfusion. However, a person may donate blood early in infection, during the period when the
viral marker is not detectable by a screening test, but the infectious agent is present in the donor's blood (the "window
period").

Definition: “Look back” is considered to include: the quarantine of products from a window period donor; notification of
consignees (facilities having received such window period products) to quarantine those products; and on completion
of the licensed, more specific (confirmatory) test, notification of any transfusion recipient.

e See FDA Publication: Guidance for Industry - “Lookback” for Hepatitis C Virus (HCV): Product Quarantine,
Consignee Notification, Further Testing, Product Disposition, and Noatification of Transfusion Recipients Based on
Donor Test Results Indicating Infection with HCV (August 2007)

e See FDA Publication: Guidance for Industry - Nucleic Acid Testing (NAT) for Human Immunodeficiency Virus
Type 1 (HIV-1) and Hepatitis C Virus (HCV): Testing, Product Disposition, and Donor Deferral and Reentry (Draft
Guidance, July 2005)

Surveyor Guidance:

The hospital’s laboratory will be determined to be in compliance with the requirements of LS.4 if the hospital's

laboratory maintains current accreditation by the College of American Pathology (CAP). If the hospital laboratory is

not CAP Accredited, then the following must be verified:

Verify that the organization’s laboratory is following FDA regulations pertaining to blood safety issues

Discuss the process for Notification and counseling of recipients that may have received infectious blood and blood
components
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RESPIRATORY CARE SERVICES (RC)

RC.1 ORGANIZATION

SR.1 The organization of the respiratory care services shall be appropriate to the scope and complexity of the
services offered.

SR.2 Respiratory care services provided at the organization shall be delivered in accordance with medical staff
directives.

SR.3 There shall be a director of respiratory care services who is a doctor of medicine or osteopathy with the
knowledge, experience, and capabilities to supervise and administer the service properly.

SR.4  There shall be appropriate numbers of respiratory therapists, respiratory therapy technicians and other
qualified personnel whose training meets the qualifications specified by the medical staff and State law.

Interpretive Guidelines:

When the hospital provides respiratory care services to patients, the service will be appropriate to the scope and
complexity of the services offered. Respiratory care services shall be delivered in accordance with medical staff
directives and acceptable standards of practice.

Standards of practice include compliance with applicable standards that are set forth in Federal or State laws,
regulations or guidelines, as well as standards and recommendations promoted by nationally recognized professional
organizations (e.g., American Medical Association, American Association for Respiratory Care, American Thoracic
Association, etc).

Respiratory care services shall be provided under the direction of a doctor of medicine or osteopathy with the
knowledge, experience, and capabilities to supervise and administer the service.

The hospital must provide the appropriate equipment and types and numbers of qualified personnel necessary to
furnish the services offered by the hospital in accordance with acceptable standards of practice.

The scope of diagnostic and/or therapeutic respiratory services offered by the hospital should be defined in writing,
and approved by the medical staff.

Surveyor Guidance:

Verify the scope of respiratory care services provided by the organization and that they are appropriate to the scope
and complexity of services provided and in accordance with acceptable standards of practice.

Review the hospital's organizational chart to determine the relationship of respiratory care services to other services
provided by the hospital.

Verify that a director has been appointed by the medical staff and governing body. Verify that the director has the
necessary education, experience and specialized training and has delegated responsibility for operation of respirator