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DEPARTMENT OF HEALTH
Licensure of Inpatient Hospitals

CHAPTER 411
LICENSURE OF INPATIENT HOSPITALS

Part |
Definitions and General Information

12VAC5-411-10. Definitions.

The following words and terms, when used in this chapter, shall have the following meaning
unless the context clearly indicates otherwise:

"Administrator" means the individual appointed by the governing body to act in its behalf in
the overall management of the hospital. Job titles may include chief executive officer,
superintendent, director, executive director, president, vice-president, and executive vice-
president.

"Basic neonatal service" or "Level | newborn nursery" means a hospital newborn unit
organized with the personnel and equipment to perform neonatal resuscitation, evaluate and
provide postnatal care of healthy newborn infants, stabilize and provide care for infants born at
35 to 37 weeks’ gestation who remain physiologically stable, and stabilize newborn infants born
at less than 35 week’s gestational age or ill newborns until transfer to a hospital that can provide
the appropriate higher level of neonatal care.

"Bed capacity" means the total number of adult and pediatric beds that are used by patients,
excluding beds intended for ancillary usage such as emergency department beds or stretchers,
observation beds, labor room beds, recovery room beds, and newborn nursery infant care
stations.

“Charity care” means free or discounted health services provided to persons who meet the
hospital’s criteria for financial assistance and are thereby deemed unable to pay for all or a
portion of the care. Charity care does not include (i) bad debt or uncollectible charges that the
hospital recorded as revenue but wrote off due to failure to pay by patients, or the cost of
providing such care to patients; (ii) the difference between the cost of care provided under
Medicaid or other means-tested government programs or under Medicare and the revenue
derived therefrom; (iii) contractual adjustments with any third party payors.

"Clinical privileges” means the permission granted by a hospital to practitioners to render
medical care based on the practitioner’s professional license and related experience,
competence, ability and judgment.

"Commissioner" means the State Health Commissioner.
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"Conscious sedation" means a level of reduced consciousness as defined in 18VAC60-20-
10.

"Critical access hospital" means any hospital as defined in § 32.1-125.3 of the Code of
Virginia and 81820 (c) (2) (B) of the Social Security Act.

"Diversion management" means a coordinated program with other area hospitals to handle
emergency department overflow when a hospital finds it is temporarily unable to deliver
emergency services.

"Emergency department” means that component of a hospital, regardless of whether such
department is freestanding or located on the hospital’s campus, that is understood by the public
(by name, posted signs, advertising, or other means) as a place that provides at least one third
(1/3) of all its outpatient visits for the treatment of emergency conditions on an urgent basis
without requiring a previously scheduled appointment. A freestanding emergency department
may not be co-located on the grounds of another hospital within the same hospital system.

"Emergency medical condition" means a medical condition manifesting itself by acute
symptoms or sufficient severity (including severe pain, psychiatric disturbances or symptoms of
substance abuse) such that the absence of immediate medical attention could reasonably be
expected to result in:

1. Placing the health of the individual (or, with respect to a pregnant woman, the health
of the woman or her unborn child) in serious jeopardy;
2. Serious impairments to bodily functions;
3. Serious dysfunction of a bodily organ or part; or
4. With respect to a pregnant woman who is having contractions
a. That there is inadequate time to effect a safe transfer to another hospital before
delivery; or
b. That transfer may pose a threat to the health or safety of the woman or the unborn
child.
"EMTALA" means the federal Emergency Medical Treatment and Active Labor Act, section
42 USC 1395dd of the U.S. Code.
“Freestanding patient care” means a component of the hospital’s services located on

premises other than those of the hospital's main campus. Outpatient surgery centers are not
considered freestanding entities for the purpose of this definition.

“Governing authority” means the group that has ultimate authority and responsibility of the
hospital, maintains quality of care, and provides for organization management and planning.
Other names for this group include the board, board of trustees, board of governors, and board
of commissioners.

"Hospital" means any facility as defined in 832.1-123 of the Code of Virginia.

"Inpatient services" means the provision of health or health-related services, with continuous
support services such as food, laundry, and housekeeping, to patients who generally remain in
the facility 24 hours or longer.



Virginia Department of Health Page 3 of 64
Office of Licensure and Certification

Draft Regulations for the Licensure of Inpatient Hospitals in Virginia
July 2009

“Joint Commission” means the Joint Commission on Accreditation of Healthcare
Organizations.”

"Long term acute care hospital” or "LTACH" means an inpatient hospital that provides care
to patients with an average length of stay greater than 25 days and is certified by the Centers
for Medicare and Medicaid Services as a long term acute care hospital pursuant to 42 CFR Part
412.22 (e). An LTACH requires a certificate of public need and may be located within an
existing or host hospital or a freestanding facility.

"Medical staff" means a formal organization of practitioners with the responsibility to achieve
and maintain proper standards of medical care and to plan the continued improvement of that
care.

"Network hospital" means an inpatient hospital that has an agreement with a critical access
hospital to provide ongoing acute care services and other services for patients transferred or
referred from the critical access hospital.

"NICU" means a neonatal intensive care unit that provides a comprehensive range of
specialty and subspecialty newborn services to severely ill newborns, including infants who
have an elevated risk of mortality as a consequence of very low birth weight, surgical conditions,
or other forms of severe illness in full-term newborns.

"Nursing services" means the performance of any nursing act defined as “professional
nursing” pursuant to § 54.1-3000 of the Code of Virginia.

“Observation bed” means a bed used for periodic monitoring by a nurse or other clinical staff
necessary to evaluate a patient’s conditions on an outpatient basis or to determine the need for
a possible admission to the hospital as an inpatient. Such beds may not be used for the
convenience of the hospital, physician, patient or family, or while awaiting placement in another
facility.

"Obstetrical services" means a distinct organized program, equipment and care related to
pregnancy and the delivery of newborns.

"OLC" means the Office of Licensure and Certification of the Virginia Department of Health.

"Operating room" means a room used solely or principally for the provision of surgical
procedures especially those involving the administration of anesthesia, multiple personnel,
recovery room access, and a fully controlled environment.

"Outbreak" means an increased incidence or occurrence of disease as defined in 12VAC5-
90-10.

"Outpatient services" means the provision of health or health-related services to individuals
who are not expected to require hospitalization for longer than 24 hours but who require
treatment in a medical care facility exceeding the normal capability found in a physician’s office.

"Person” means any individual, partnership, association, trust, corporation, municipality,
county, local government agency or any other legal or commercial entity that operates a
hospital.

"Physical plant” means the buildings, equipment, and supplies necessary for implementation
of medical care and related services.
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"Qualified" means meeting current legal requirements of applicable licensure, registration or
certification in Virginia and having appropriate training and experience commensurate with
assigned responsibilities. When referring to a professional, it means possessing an appropriate
degree or having documented equivalent education, training or experience.

"Special care unit" means appropriately equipped areas of the hospital where there is a
concentration of physicians, nurses, and others who have special skills and experience to
provide medical care for patients assigned to the unit. Such units include, but are not limited to,
intensive care, cardiac care, trauma and burn units.

"Specialty neonatal service" or "Level Il neonatal nursery” means a hospital newborn unit
organized with the personnel and equipment to provide care to infants born at more than 32
weeks gestation and weighing more than 1500 grams who have physiologic immaturity such as
apnea of prematurity, inability to maintain body temperature, or inability to take oral feedings.
This level also cares for infants who are moderately ill with problems that are expected to
resolve rapidly and are not anticipated to need subspecialty services on an urgent basis and
infants convalescing from intensive care. This level of nursery may provide mechanical
ventilation for not more than 24 hours or continuous positive airway pressure.

"Subspecialty neonatal service" or "Level lll neonatal nursery" means a hospital NICU
organized with personnel and equipment to provide continuous life support and comprehensive
care for extremely low birth weight infants (1000 grams or less and 28 weeks’ gestation or less)
or those with complex and critical illnesses. This level provides advanced respiratory care such
as high-frequency ventilation and inhaled nitric oxide; prompt and on-site access to a full range
of pediatric medical subspecialties and advanced imaging with interpretation on an urgent basis
including computed tomography, magnetic resonance imaging, and echocardiography and has
pediatric surgical specialists and pediatric anesthesiologists on site or at a closely related
institution to perform major surgery such as surgical repair of serious congenital cardiac
malformations that require cardiopulmonary bypass.

"VDH" means the Virginia Department of Health.
12VAC5-411-20. License.

A. The commissioner shall issue or renew a license to operate a hospital if the hospital is in
compliance with applicable laws and this chapter. Licenses shall be renewed annually upon
filing an application and payment of the applicable service charge.

B. Every hospital shall be designated by a permanent and appropriate name.
C. Licenses shall not be transferred or assigned.

D. A separate license shall be required for hospitals maintained on separate premises even
though operated under the same management or health system. Hospitals that provide services
of a classification covered by provisions of other state statutes or regulations shall have an
additional license, as applicable, for that type of classification of services, e.g., nursing facility,
home care, outpatient surgery, or psychiatric services.
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However, a separate license is not required for free-standing patient care service locations
provided no more than 2 related services are offered, e.g., an emergency department with a CT
scanner and clinical laboratory services. The addition of inpatient beds or operating rooms shall
require a certificate of public need and licensure as a hospital.

E. Licensure applications shall be obtained from the OLC. The OLC shall consider an
application complete when all requested information and the appropriate fee as stated in 12
VAC 5-411-60 is submitted.

If the application is determined to be incomplete, the applicant will be notified in writing.

F. At the time of each license renewal, a hospital shall disclose its compliance with any
agreements made as a condition of Certificate of Public Need approval to:

1. Provide a level of care at a reduced rate to indigents or accept patients requiring
specialized care; or

2. Facilitate the development and operation of primary medical care services in
designated medically underserved areas of the hospital’s service area or health planning
region.
The license of any hospital that made such agreement shall not be renewed without
demonstrating prior to or at the time of applying for license renewal that it is in compliance with
its agreement.

G. In addition, the renewal of a hospital license shall be conditioned upon the up-to-date
payment of any civil penalties owed as a result of willful refusal, failure, or neglect to honor
certain conditions established in their award of a Certificate of Public Need pursuant to §32.1-
102.4.F of the Code of Virginia.

H. There shall be full disclosure of hospital ownership at the time of an initial application and
when requested thereafter. In the case of corporations and partnerships, the names of all
corporate officers and all others owning 5% or more of corporate stock shall be identified.

When the owner delegates the operation of the hospital to an individual, corporation or other
legal entity by management contract or lease agreement, disclosure of entities holding 5% or
more of the total ownership shall be identified by name and address.

I. A completed application for initial licensure must be submitted at least 60 days prior to a
new hospital’'s planned opening date to allow time to process the application.

J. Completed renewal applications shall be returned at least 60 days prior to the expiration
date of the current license.

K. It is the hospital’s responsibility to complete and return a renewal application to assure
timely processing. Should a current license expire before a new license is issued, the current
license shall remain in effect providing a complete and accurate application was filed on time.

12VAC5-411-30. Exemptions from licensure.

A. This chapter is not applicable to those entities listed in 832.1-124 of the Code of Virginia.-
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B. In addition, this chapter is not applicable to hospitals established or operated for the
practice of religious tenets pursuant to 832.1-128 of the Code of Virginia. However, such
hospitals shall comply with the statutes and regulations on environmental protection and life
safety.

C. Exempted hospitals are subject to complaint investigations in keeping with state law.

12VAC5-411-40. Compliance with Certificate of Public Need; license application; initial
and renewal.

A. No hospital shall be licensed without first obtaining a Certificate of Public Need (COPN)
pursuant to Article 1.1 (832.1-102.1 et seq.) of Chapter 4 of Title 32.1 of the Code of Virginia.

B. In addition, certain specified services defined in §32.1-102.1 of the Code of Virginia will
also require a COPN prior to initiating patient care, whether on the hospital’s campus or at the
hospital’'s freestanding patient care location.

12VAC5-411-50. Changes that require the re-issuance of a license.

A. It is the responsibility of the hospital’'s administrator to maintain a current and accurate
license at all times.

B. A hospital shall give written notification 30 working days in advance of any of the
proposed changes listed in 12VAC5-411-130E affecting the licensure status of the hospital.
Notices shall be sent to the attention of the Director of the Office of Licensure and Certification.

C. The OLC will determine if any planned changes affect the terms of the license or the
continuing eligibility for a license. A licensing representative may inspect the hospital during the
process of evaluating a proposed change.

D. The hospital will be notified in writing whether a license can be re-issued or a new
application is needed.

12VAC5-411-60. Service charges or fees.

Pursuant to 832.1-130 of the Code of Virginia, a service charge or fee for each initial and
renewal license shall be collected. The fee shall accompany the license application and is not
refundable.

12VAC5-411-70. On-site inspections.

A. An OLC representative shall make periodic on-site inspections of each hospital as
necessary, but not less often than biennially, to determine if the hospital is in compliance with
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the provisions of this chapter, applicable state law and regulation, and the hospital's own
policies, procedures and by-laws. The hospital shall be responsible for correcting any
deficiencies found during any on-site inspection. Compliance with all standards will be
determined by the OLC.

B. The hospital shall make available to the OLC's representative any necessary records and
shall allow access to interview the agents, employees, contractors, and any person under the
hospital's control, direction or supervision.

C. Atfter the on-site inspection, the OLC's representative shall discuss the findings of the
inspection with the administrator or his designee.

D. The administrator shall submit, within 10 working days of receipt of the inspection report,
a plan for correcting any deficiencies found. The plan of correction shall contain:

1. A description of the corrective action or actions to be taken and the personnel to
implement the corrective action;

2. The expected correction date;

3. A description of the measures implemented to prevent a recurrence of the deficiency;
and

4. The signature of the person responsible for the validity of the report.

E. The administrator will be notified whenever any item in the plan of correction is
determined to be unacceptable.

F. The administrator shall be responsible for assuring the plan of correction is implemented
and monitored so that compliance is maintained.

12VAC5-411-80. OLC complaint investigations.

A. The OLC has the responsibility to investigate any complaints regarding alleged violations
of this chapter and applicable law. When the investigation is complete, the licensee and the
complainant, if known, will be notified of the findings of the investigation.

B. As applicable, the administrator shall submit a plan of correction for any deficiencies
found during a complaint investigation.

C. The administrator will be notified in writing whenever any item in the plan of correction is
determined to be unacceptable.

D. The administrator shall be responsible for assuring the plan of correction is implemented
and monitored so that compliance is maintained.

12VAC5-411-90. Bed capacity.

A. A hospital shall not put into use more beds than the total bed capacity for which the
hospital has been authorized by a certificate of public need. Changes in the use or location of
such authorized beds within the hospital may occur at any time without prior OLC approval. A
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hospital shall not locate more patients in a room than the capacity for which the room was
approved.

B. A hospital shall not increase its authorized bed capacity without first obtaining a
Certificate of Public Need pursuant to Article 1.1 (832.1-102.1 et seq.) of Title 32.1 of the Code
of Virginia.

The OLC will not accept any requests for a variance to this standard.

C. No hospital shall receive for care, treatment or services patients in excess of the facility's
authorized bed capacity, except in cases of seasonal fluctuations such as flu season, local
epidemics, multiple casualty emergencies, during a state of emergency as declared by the
Governor, or quarantine as declared by the commissioner. In those cases, the hospital may
exceed the authorized capacity for the duration of the emergency only, provided the health,
safety, and well being of all patients is not compromised and the OLC is notified.

D. The following categories of beds are not chargeable to the hospital’'s authorized bed
capacity:
1. Labor and delivery rooms;
2. Neonatal nursery infant care stations;
3. Recovery room;
4. Emergency department;
5. Classroom.

E. Beds shall not be placed in corridors, solaria or other locations not designated as patient
room areas except in cases of emergency as described subsection C.

12VAC5-411-100. Allowable variances.

A. The OLC can authorize variances only to its own licensing regulations, not to regulations
of another agency or to any requirements in federal, state, or local laws.

B. A hospital may request a variance to a particular regulation or requirement contained in
this chapter when the standard or requirement poses a special hardship and when a variance to
it would not endanger the safety or well being of patients. The request for a variance must
describe how compliance with the current regulation is economically burdensome and
constitutes a special hardship to the hospital and to the patients it serves. When applicable, the
request should include proposed alternatives to meet the purpose of the requirements that will
ensure the protection and well being of patients. At no time shall a specific variance be
extended to general applicability. The hospital may at any time withdraw a request for a
variance.

C. The OLC shall have the authority to waive, either temporarily or permanently, the
enforcement of one or more of these regulations provided safety, patient care and services are
not adversely affected.
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D. The OLC may rescind or modify a variance if: (i) conditions change; (ii) additional
information becomes known which alters the basis for the original decision; (iii) the hospital fails
to meet any conditions attached to the variance; or (iv) results of the variance jeopardize the
safety, comfort, or well-being of patients.

E. Consideration of a variance is initiated when a written request is submitted to the
Director, Office of Licensure and Certification. The OLC shall notify the hospital in writing of the
receipt of the request for a variance. The OLC may attach conditions to a variance to protect the
safety and well being of patients.

F. The licensee shall be notified in writing if the requested variance is denied.

G. If a variance is denied, expires, or is rescinded, routine enforcement of the regulation or
portion of the regulation shall be resumed.

H. The hospital shall develop procedures for monitoring the implementation of any approved
variances to assure the ongoing collection of any data relevant to the variance and the
presentation of any later report concerning the variance as requested by the OLC.

12VAC5-411-110. Revocation of alicense.

A. The commissioner may revoke or suspend any license if the hospital fails to comply with
the provisions of Article 1 (832.1-123 et seq.) of Chapter 5 of Title 32.1 of the Code of Virginia,
the regulations of the Board, applicable law or regulation.

B. If a license is revoked, the commissioner may issue a new license when the conditions
upon which revocation was based have been corrected and compliance with all provisions of
the law and this chapter has been achieved.

C. When a license is revoked or suspended, the hospital shall cease operations. If the
hospital continues to operate after its license has been revoked or suspended, the
commissioner may request the Office of the Attorney General to petition the circuit court of the
jurisdiction in which the hospital is located for an injunction to cause such hospital to cease
operations.

D. Suspension of a license shall in all cases be for an indefinite time. The suspension may
be lifted and rights under the license fully or partially restored at such time as the commissioner
determines that the rights of the licensee appear to so require and the interests of the public will
not be jeopardized by resumption of operation.

12VAC5-411-120. Closure of a hospital.

If the hospital is no longer operational, or the license has been suspended or revoked, the
license shall be returned to the OLC within five working days. The hospital shall notify its
patients and the OLC where all medical records will be located.
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Part Il
Administrative Services

12VAC5-411-130. Management and administration.

A. No person shall establish, conduct, maintain, or operate a hospital as defined and
included within the provisions of this chapter without having obtained a license. Any person
establishing, conducting, maintaining, or operating a hospital without a license shall be guilty of
a Class 6 Felony.

B. The hospital must comply with:
1. This chapter (12VAC5-411);
2. Other applicable federal, state or local laws and regulations; and
3. The hospital's own policies, procedures and bylaws.

C. The hospital shall submit, or make available, reports and information necessary to
establish compliance with this chapter and applicable law.

D. The hospital shall permit representatives from the OLC to conduct inspections to:
1. Verify application information;
2. Determine compliance with this chapter;
3. Review necessary records and documents; and
4. Investigate complaints.
E. A hospital shall notify the OLC when the following changes occur:
1. Ownership;
2. Operator;
3. Hospital name;
4. Location or address;
5. Administrator; or

6. Implementing any proposed addition, deletion, or change in hospital services,
including, but not limited to bed capacity, newborn service level, freestanding emergency
or patient care department, or trauma service.

The hospital shall notify the OLC, in writing, 30 days prior to discontinuing any services.

F. All organized services providing patient care shall be under the supervision of a qualified
practitioner. Each department and service shall maintain:

1. Clearly written definitions of its organization, authority, responsibility, and
relationships; and

2. Written policies and procedures addressing patient care where applicable.
G. The current license from the department shall be posted for public inspection.
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H. Service providers or community affiliates under contract with the hospital must comply
with the hospital's policies and this chapter, where applicable.

I. The hospital shall not use any advertising that contains untrue, deceptive or misleading
statements or claims or untrue, deceptive or misleading disclosures of fees and payment for
services.

12VAC5-411-140. Governing authority.

A. The governing board or the person or persons designated by the owner as the governing
authority shall be the ultimate authority responsible for the hospital’s organization and
administration that is consistent with appropriate national standards of patient care,
environmental safety and institutional management.

B. At a minimum, the governing authority shall:
1. Ensure adequate physical resources and personnel for appropriate patient care;
2. Participate in planning to define and help meet the health needs of the community;
3. Formulate short-term and long-term plans for the development of the hospital;
4. Review the annual audit of the financial operations of the hospital;
5. Appoint the members of and maintain effective communication with the medical staff;

6. Require the medical staff to establish controls that are designed to achieve and
maintain appropriate standards of ethical professional practice based on national
standards of practice;

7. Establish a structure to effectively fulfill the governing authority’s responsibilities and
to evaluate the implementation of programs and policies;

8. Maintain a written record of governing body proceedings; and
9. Implement and maintain a quality management program.

C. The governing authority shall formulate a written set of bylaws for the operation of the
hospital and shall provide for committees as determine by the needs and services, such as, but
not limited to:

1. Safety;
2. Infection control;
3. Pharmacy; and
4. Tissue.

D. If a hospital does not provide an organized emergency department, the governing
authority shall ensure that the hospital has documented policies and procedures for the
assessment of emergencies, initial treatment or stabilization, and the referral, as appropriate, of
patients needing emergency care.
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12VAC5-411-150. Hospital management and operation.

A. The governing authority shall select a chief administrative officer who shall be responsible
for the management, operation and fiscal affairs of the hospital in all its branches and
departments.

B. The administrator shall ensure that:

1. There is effective communication between the governing authority, the medical staff,
the nursing staff and departments within the hospital,

2. Patients receive the same quality of care throughout the hospital,

3. The appropriate licensing board is informed of any member of the medical staff whose
privileges have been denied, restricted, or revoked, or who has resigned from practice at
the hospital pursuant to §54.1-2400.6 of the Code of Virginia; and

4. Families of patients who are potential donors are informed of organ, tissue, and eye
donation options.

C. A qualified individual shall be designated to act as the alternate administrator in the
absence of the administrator.

12VAC5-411-160. Medical staff accountability.

A. Each hospital shall have an organized medical executive committee that is directly
responsible to the governing authority.

B. The medical staff shall adopt and enforce bylaws and protocols that govern staff activities
and provide accountability for the quality of care provided to all patients. The bylaws and
protocols shall be approved by the governing authority and address at a minimum:

1. The medical staff organizational structure;

2. The qualifications for staff membership;

3. The procedures for admission, retention, assignment, and reduction or withdrawal of
privileges;

4. The verification of professional credentials, including evidence of inquiry through
relevant practitioner databases, such as databases maintained by licensing boards, the

National Practitioner Data Bank , the Medicare/Medicaid Sanction-Reimbursement
Report (HCFA Pub. 69), and specialty certification boards.

5. Procedures for fair hearing and appellate review mechanisms for denial of staff
appointments, reappointments, suspension, or revocation of clinical privileges;

6. The composition, functions and attendance of standing committees;
7. Policies for completion of medical records and procedures for disciplinary actions;
8. The formal liaison between the medical staff and the governing authority;
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9. Methods to formally verify staff member agreement with current medical staff bylaws
and facility policies and procedures;

10. Referral consultations provided to patients when a patient's physical or mental
condition exceeds the clinical expertise of the attending member of the medical staff
Procedures for members of medical staff;

11. Choice and control of all drugs in the hospital, including the prudent use of certain
drug classifications such as antibiotics and anticoagulants;

12. Completion of medical records, including requirements for the patient's medical
history and physical examination preformed within 24 hours after admission or within 30
days prior to admission and updated upon admission;

13. Verbal/telephone orders to include the personnel who may receive such orders
according to Virginia law and an acceptable timeline for authentication of orders not to
exceed 72 hours;

14. Temporary or emergency staff privileges when needed; and

15. Review and update of the bylaws and protocols as necessary, but at least once
every three years.

C. All individuals granted clinical privileges shall comply with generally accepted standards
of practice. Every member of the medical staff shall provide appropriate medical care for their
patients until the patient is stable for discharge or until care of the patient has been transferred
to another member of the medical staff or to another facility.

D. Measures shall be implemented to monitor the on-going performance of the delivery of
patient care by those granted clinical privileges, including monitoring of compliance with the
medical staff bylaws, hospital policies and procedures and applicable laws and regulations.

12VAC5-411-170. Policies and procedures.

A. The hospital shall implement written policies and procedures that are reviewed at least
once every three years, revised more frequently as needed. These policies and procedures
shall include, but are not limited to:

1. Admission, transfer to another facility, and discharge of patients;
2. Patient communication, including but not limited to:

a. Informed consent;

b. Patient rights and grievances;

c. Advance directives; and

d. Decision making for patients who are incapable of making informed decisions and
who are without advance directives.

3. Pain assessment and management;
4. Patient care including:
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a. Medical direction and physician services;
b. Nursing direction and nursing services;

c. Patient safety, including but not limited to protocols and systems to recognize and
mitigate full capacity and overcrowding situations.

5. Medical supplies and appliances, including drugs and biologicals, disposal or re-
dispensing of controlled drugs when no longer needed, and handling of medications;

6. Quality management and critical incident reporting;

7. Maternal and newborn services, including, but not limited to:
a. Transport agreements;
b. Identification of high-risk neonatal patients;

c. Care of infants after delivery, including required assessments within 1 hour after
delivery;

d. Newborn screenings as required by 12VAC5-70 and 12VAC5-80;
e. Circumstances when an infant is not allowed to remain with its mother; and
f. Completion of the birth certificate;

8. Infection control including:

a. Communicable and reportable diseases, including reporting as required by
12VAC5-90; and

b. The admission and isolation, including protective isolation, of patients with known
or suspected infectious diseases;

9. Postmortem activities;

10. Mandated reporting of abuse, neglect, and exploitation pursuant to §854.1-2400.6
and 63.2-1606 of the Code of Virginia:

11. Dietary and food services;
12. Restraints;
13. Contractual services;
14. Medical records, including confidentiality and record retention;
15. Patient and environmental safety and disaster preparedness; and
16. Professional and clinical ethics.

B. Financial policies and procedures shall include, but are not limited to:
1. Admission agreements, including assessment of financial need;
2. Data collection and verification of services delivered,;
3. Methods of billing for services by the hospital and contractors;

4. Patient notification of hospital sponsored financial assistance programs and changes
in fees and charges;

5. Refund policy and correction of billing errors; and
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6. Collection of delinquent patient accounts.
C. Admission and discharge policies and procedures shall include, but are not limited to:
1. Criteria for accepting patients;

2. The process for assessing a patient, regardless of ability to pay, and maintaining a
treatment plan;

3. Criteria for determining discharge and referral to other entities or community services;
and

4. The process for notifying patients of intent to discharge or refer.
D Policies and procedures shall be readily available for staff use at all times.

12VAC5-411-180. Personnel and employment practices.

A. The hospital shall select and organize sufficient qualified and competent personnel to
meet patient needs in a manner appropriate to the scope and complexity of the services offered.

B. The hospital shall establish and implement personnel policies and procedures to include
at least:

1. Written job descriptions specifying responsibility, qualifications and authority for each
job classification;

2. Processes for obtaining a criminal background check as required by law for non-
licensed or certified staff;

3. Processes for annually evaluating employee performance and competency. Individual
staff development needs and plans shall be a part of the performance evaluation;

4. Compliance with applicable state and federal laws and regulations;
5. A mechanism for advising employees of changes in their job responsibilities;

6. A mechanism for initial and targeted health screenings of personnel who are
employed, under contract, or providing patient care services within the hospital setting.
The screening shall be sufficient in scope to identify conditions that may place patients
or other personnel at risk of infection, injury or improper care. The health screening
program shall be developed in consultation with hospital administration, medical staff,
occupational health, and infection control/risk management staff; and

7. Processes for reporting licensed and certified medical personnel for violations of their
licensing or certification to the appropriate Board within the Department of Health
Professions, as required by law.

C. Each department within the hospital shall implement a staffing plan that reflects the types
of services offered and that provides qualified staff in sufficient numbers to meet the treatment
needs of all patients in the department.

D. Any person who assumes the responsibilities of any position or positions in the hospital
shall meet the minimum qualifications for that position or positions. Professional staff may be
assigned multiple job responsibilities provided they are appropriately qualified.
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E. Employees shall have access to their current position description.

F. Personnel records shall be maintained for each employee and shall contain at least:
1. The employment application or resume;
2. Dates of hire and position changes since hiring;
3. The job or position description for the employee;

4. All evaluations of performance or competencies for the employee since the date of
hire or at least 5 years;

5. Credible evidence of current registration, licensure, or certification as required for the
position by state law;

6. Evidence of completion of in-service training;
7. Evidence of completion of any requirements of the employee health programs at the
hospital,
8. A record of disciplinary action taken by the hospital, if any;
9. A record of adverse actions taken by any licensing bodies and the hospital, if any; and
10. A criminal record history, as applicable.
G. There shall be a planned program of training for all personnel that includes at least:
1. Hospital policies and procedures;

2. Patient safety, hazardous materials handling and disposal, and disaster
preparedness;

3. Maintenance of patient medical records;

4. Infection control;

5. Confidentiality practices;

6. Patient rights;

7. Mandated reporting of abuse, neglect and exploitation;
8. Applicable personnel policies; and

9. Applicable laws, regulations, and other policies and procedures that apply to specific
positions, duties, and responsibilities.

H. The hospital shall provide opportunities for, and record participation in, staff development
activities designed to enable staff to perform the responsibilities of their positions.

I. All hospital staff shall be readily identifiable by employee nametag or badge.

J. The hospital shall maintain an organized system to safeguard personnel files and records
against loss and unauthorized use.

K. Each employee personnel record shall be maintained in its entirety for a minimum of
three years after termination of employment.

L. Employee health-related information shall be maintained separately within the hospital
personnel files, but may be maintained in a separate secure section for confidentiality.
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M. Non-employee staff working in the hospital or on the hospital grounds, including but not
limited to volunteers, per diem staff and contractors, shall adhere to applicable policies and
procedures of the hospital. The hospital shall provide orientation, supervision and evaluation of
non-employee staff activities.

12VAC5-411-190. Indemnity coverage.

The hospital and its contractors shall have appropriate indemnity coverage to compensate
patients for injuries and losses resulting from services provided.

12VAC5-411-200. Contract services.

A. If the hospital contracts for patient care services, there shall be a written agreement for
the provision of those services. The agreement shall include at least:

1. The services to be furnished by each party to the contract;
2. Compliance with generally accepted standards of practice;

3. The manner in which the services will be controlled, coordinated, and evaluated by
the hospital;

4. The process for payment of services furnished under the contract; and
5. Adequate indemnity coverage.

B. The hospital shall have a mechanism for verifying that any contractor conforms to
applicable hospital policies and procedures as specified in the contract.

12VAC5-411-210. Hospital to patient communications.

A. Each hospital shall establish, implement and enforce a protocol, based on Joint
Commission standards, relating to the rights and responsibilities of patients. In addition, the
protocol shall include processes designed to:

1. Provide patients, or a patient's legal representative, an opportunity to give informed
consent with documentation of the provision of the opportunity in the patient's medical
record;

2. Provide written information to patients of the hospital’s charity care policies, including
free and discounted care.

3. Afford patients the opportunity to issue advance directives and to have those advance
directives honored according to the law;

4. Provide patients or patient's representatives with copies of the hospital’s complaint
procedures prior to furnishing or discontinuing patient care;

5. Assure prompt resolution of patient grievances that includes, but is not limited to:
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a. A clearly explained procedure for submission of a written or verbal grievance to
the hospital;

b. The name of the person to contact to file a grievance;

c. A mechanism for timely referral of patient concerns regarding quality of care or
premature discharge to the appropriate utilization and quality control organization;

d. Time frames for review of the grievance and the provision for a response;
e. Written notice of its decision that includes the:

(1) Name of the hospital contact person;

(2) Steps taken on behalf of the patient to investigate the grievance;

(3) Results of the process;

(4) Date of completion;

(5) Name, address and telephone number for the OLC; and

(6) A description of the appeals process if the complainant is not satisfied with the
resolution of the grievance.

6. Provide, upon request, a written summary of hospital charge rates per service
sufficient and timely enough to allow the patient to compare charges and make cost-
effective decisions in the purchase of hospital services; and

7. Provide an itemized statement of all charges for which the patient or third-party payer
is being billed.

B. Pursuant to Title VI of the Civil Rights Acts of 1964, the hospital shall communicate with
its patients using a language and method that is effective for the recipient, whether the recipient
is the patient or the patient's representative pursuant to subsection C. If the hospital cannot
provide such communication, attempts to provide such shall be documented in the patient's
medical record.

C. If an appropriate bilingual clinician is not available to translate, the hospital shall provide a
gualified interpreter, at no additional charge to the patient, to assist non-English speaking
patients seeking care and treatment and not accompanied or represented by an interpreter or a
sign language interpreter. Electronic translation services are acceptable for meeting the intent
of this regulation.

D. The hospital shall maintain documentation of all complaints received and the status of
each complaint from the date of receipt through its final resolution. Records shall be maintained
from the date of the last licensure inspection and for no less than three years.

E. Upon a patient’s written request for an itemized statement of any medical services
received, the hospital shall provide such itemized statement within 30 days.

F. The hospital shall post its charity care policies in public areas of the hospital as required
by §32.1-137.01 of the Code of Virginia.

G. Hospitals shall not discourage persons who cannot afford to pay from seeking essential
medical services nor shall hospitals encourage persons who cannot afford to pay to seek
essential medical services from other hospitals or providers.
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Part Il
Quality Management, Infection Control and Critical Incident Reporting

12VAC5-411-220. Quality management.

A. The governing body shall establish and approve a plan for a hospital-wide quality
management program to measure, evaluate, and improve the provision of patient care.

B. The scope and organization of the quality management program shall include, but is not

limited to:
1.
2.

All patient services and clinical support services, and
Patient care services provided by the medical staff and contract services.

C. The quality management program shall be designed to systematically collect and assess
performance data, prioritize data, and take appropriate action on important processes or
outcomes related to patient care, including but not limited to:

1.

Operative procedures and other invasive and non-invasive procedures that place

patients at risk;

2.
3.
4.
5.
6.

Hospital acquired infection rates;

Maternal and newborn services as described in 12VAC5-411-480 M;

Patient mortality;

Medication use;

Patient injuries, such as, but not limited to, those related to falls and restraint usage;

and

7.

Investigation of serious reportable events as described in 12VAC5-411-240.

D. The quality management program shall utilize a defined methodology for implementation,
including at least mechanisms and methodologies for:

1.
. Monitoring, evaluating, and assessing accountability;

. Setting priorities;

. Root cause analysis, as appropriate, of problems identified;
. Process improvement;

. Identification of expected outcomes;

. Reporting mechanisms; and

8.

N o ok WM

Performance measures, including scope of services;

Authority for problem resolution.

E. The results or findings from quality management activities shall be disseminated to the
governing body, the medical staff, and any services impacted by the results.

F. The hospital shall take and document actions to address opportunities for improvement
identified through the quality management program.
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G. There shall be an on-going evaluation of the quality management program to determine
its effectiveness, which shall be presented for review and appropriate action by the medical staff
and governing body at least annually.

H. The hospital shall implement a program whereby employees and health care providers
can report clinical care concerns to the risk manager, chief of staff, or administrator.

I. The hospital shall actively participate in at least one of the nationally recognized quality
hospital measures programs.

12VAC5-411-230. Infection control generally.

A. There shall be a hospital-wide infection control program coordinated by qualified infection
control staff.

B. To reduce the risks of hospital acquired infections in patients, health care workers,
volunteers and visitors, the infection control program shall encompass the entire physical plant,
all campuses, all departments and services of the hospital. Participants in the program shall
include staff from hospital administration, the medical and nursing staff, and other non-medical
services.

C. The design of the program's surveillance plan shall;
1. Be based on accepted epidemiological principles;
2. Be tailored to meet the needs of the hospital; and
3. Include outcomes and process surveillance methodologies.

D. The surveillance plan shall require collection of sufficient baseline data on the incidence
of hospital acquired infections in order to identify outbreaks.

E. Infection control methodologies shall include at least:

1. The availability of microbiology laboratory capacity to detect and investigate
outbreaks;

2. A system for obtaining appropriate clinical specimens for culture;
3. Access to necessary information to investigate infectious outbreaks; and

4. Administration, physician, and nursing support to direct hospital changes to achieve
immediate control of outbreaks and for implementation of corrective actions.

F. The program shall specify policies and procedures for infection control that apply to all
areas of the hospital, including but not limited to:

1. Handling, storing, processing and transporting of hazardous waste products to
prevent the spread of infection;

2. Standards for approved cleaning, disinfection and sterilization for all areas of the
hospital,

3. Standards for hand washing and hand antisepsis;

4. An effective pest control program; and
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5. A communicable disease health screening plan, developed in consultation with
hospital administration, medical and safety staff, that includes required communicable
disease activities, immunizations, exposure evaluations, tuberculosis surveillance, and
work restrictions.

G. There shall be an organized and ongoing education plan for hospital staff and volunteers
that includes at least:

1. Orientation to basic infection control practices such as hand washing, isolation
techniques, and employee health issues;

2. Training on isolation precautions, aseptic practices, and prevention of blood and body
fluid exposure;

3. Acceptable techniques and practices for high risk procedures such as parenteral
hyperalimentation, urinary tract catheterization, dialysis, and intravenous therapy; and

4. Provision for targeted training programs resulting from outcome and process
surveillance data.

H. The hospital shall designate which departments are responsible for reporting to the OLC
and the local health department cases of reportable diseases as specified in 12VAC5-90.

I. Accumulated waste, including all contaminated sharps, dressing, or similar infectious
waste, shall be disposed of consistent with the OSHA bloodborne pathogens standards (29
CFR 1910.1030) and applicable state regulation.

J. The program shall be evaluated at least annually to determine the effectiveness of the
program at lowering the risks and improving the trends of hospital-acquired infections in
patients, staff and volunteers with necessary changes made to the program.

12VAC5-411-240. Serious reportable events.

A. The hospital shall report the following serious events to the OLC:

1. An unanticipated death or premature loss of a major function, not related to the
natural course of a patient's illness or underlying condition, including but not limited to:

a. Brain injury;
b. Any permanent paralysis;
c. Loss of limb or organ;
d. Birth injury;
e. Impairment of sight or hearing;
2. A patient death or serious disability or injury associated with:
a. The use of contaminated drugs, devices, or biologics;

b. The use or function of a device in patient care in which the device is used or
functions other than as expected,;

c. Intravascular air embolism;
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d. A fall;
e. An electric shock; or
f. The use of restraints or bedrails;

3. Surgery performed on the wrong patient or wrong body part or the wrong surgical
procedure performed,;

4. Unintended retention of a foreign object in a patient after surgery or other procedure;

5. Subjecting a patient to a procedure or treatment not ordered or intended by the
patient's physician, excluding procedures not requiring a physician's order and collection
of specimens for laboratory study obtained by non-invasive means or routine
phlebotomy;

6. Medication errors that result in injury, disability or death;

7. A patient suicide while admitted to the hospital;

8. An abduction of a patient of any age;

9. A maternal death or serious disability associated with labor or delivery in a low-risk
pregnancy;

10. A death or serious disability associated with failure to identify and treat
hyperbilirubinemia in neonates;

11. An infant discharge to the wrong family;
12. Artificial insemination with the wrong donor sperm or donor egg;
13. A stage 3 or 4 pressure ulcer acquired after admission to the hospital;

14. Any incident in which a line designated for oxygen or other gas to be delivered to a
patient contains the wrong gas or is contaminated by toxic substances;

15. Poisoning involving patients;
16. Sexual assault or rape of a patient or staff member while in the hospital;

17. A death or significant injury of a patient or staff member resulting from a physical
assault that occurs within or on the hospital grounds;

18. A hemolytic transfusion reaction involving administration of blood or blood products
having major blood group incompatibilities;

19. Elopements from inpatient psychiatric units or elopements by minors who are
inpatients; elopements of psychiatric patients from outpatient or emergency departments
thought to be a danger to themselves or others;

20. Any instance of care ordered by or provided by someone impersonating a physician,
nurse, pharmacist, or other licensed healthcare practitioner;

21. A major malfunction of a facility system such as heating, ventilation, electrical,
electronic information management, or water supply that affects patient care or services
within the hospital, including any unanticipated interruption in power to a facility, as well
as any event that triggers the use of the back-up generator for more than 6 hours;
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22. A fire or internal disaster that disrupts patient care services or causes harm to
patients and staff;

23. Personnel actions that disrupts normal patient care and services; and

24. Any other incident reported to the malpractice insurance carrier or self-insurance
program or in compliance with the federal Safe Medical Devices Act of 1990.

B. Written notification of the events listed in subsection A shall be required within two
administrative business days of hospital senior management learning of the confirmed event.
Each notice shall include the:

1. Hospital name;

2. Type and circumstances of event being reported,

3. Date of the occurrence; and

4. Actions taken by the hospital for patient and staff safety and to prevent recurrence.

C. Compliance with this section does not relieve the hospital from complying with any other
applicable reporting or notification requirements, such as those relating to law enforcement or
professional regulatory agencies.

D. Records that are confidential under federal or state law shall be maintained as
confidential by the OLC and shall not be further disclosed except as permitted by law. However,
there shall be no right of access to communications that are privileged pursuant to § 8.01-
581.17 of the Code of Virginia.
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Part IV
Patient Care Management

12VAC5-411-250. Patient services.

A. Each hospital shall provide the necessary care and treatment within the hospital's ability
to meet the needs of patients. Care and treatment provided shall meet the prevailing
professional standards and scope of practice requirements.

B. A plan of care shall be established, implemented and kept current to meet the identified
needs for each patient. The plan of care shall be interdisciplinary when appropriate.

C. Hospitals shall:

1. Provide sufficient and appropriate personnel, space, equipment, reference materials
and supplies for the care and treatment of patients;

2. Have registered nurses in the hospital at all times available for consultation; and

3. Provide for continuation of essential patient support services in the event of absence
from work of any portion of the work force resulting from inclement weather or other
causes.

D. Hospitals shall activate protocols and systems to mitigate overcrowding and full capacity
situations.

E. No medication or treatment shall be given except on the signed order of an authorized
practitioner.

1. Hospital personnel, as designated in medical staff bylaws or hospital policies and
procedures, may accept emergency telephone and other verbal orders for medication or
treatment from practitioners lawfully authorized to give patient orders.

2. As specified in the hospital's medical staff bylaws, or hospital protocols and policies
and procedures, emergency telephone and other verbal orders shall be signed within a
reasonable period of time not to exceed 72 hours, by the person giving the order, or,
when such person is not available, cosigned by another physician or other person
authorized to give the order.

F. Each hospital shall have a reliable method of identification for each patient, including
newborn infants.

G. Hospitals may implement standing order programs authorizing licensed nurses and other
licensed health care professionals to administer influenza and pneumococcal vaccines without a
physician order according to medical staff by-laws pursuant to the Advisory Committee on
Immunization Practices of the Centers for Disease Control.

H. Testing for all surgical patients and for all patients undergoing specific procedures
requiring anesthesia shall be appropriate for the surgical services to be performed.
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I. Hospitals shall have an active program designed to prevent the occurrence of hospital
acquired decubitus ulcers.

J. The phone number for the Poison Control Center shall be readily available.
12VAC5-411-260. Admission, discharge and referral.

A. The hospital shall have written admission, discharge and referral policies.

B. There shall be at least one employee in the hospital at all times authorized to receive
patients and make arrangements for their care.

C. A patient shall be admitted only under the care of a member of the medical staff.

D. The hospital shall take appropriate precautions to protect the safety and legal rights of
patients and employees.

E. The hospital shall maintain a complete and permanent record of all patients, including the
date and time of admission and discharge. There shall be evidence of efforts to verify the full
and true name, address, date of birth, nearest of kin, provisional diagnosis, condition on
admission and discharge, referring physicians, attending physician or service.

F. Upon admission each patient shall be provided an identification bracelet, band or other
suitable device for positive identification.

12VAC5-411-270. Discharge Planning.

A. There shall be an organized discharge planning process that includes an evaluation of
the patient’s capacity for self-care and the availability of post-hospital services to meet the
needs of the patient.

B. A registered nurse or qualified social worker shall develop or supervise the development
of the discharge plan if the patient’s evaluation indicates a need for a discharge plan.
1. The hospital shall arrange for implementation of the discharge plan.
2. The hospital shall transfer or refer patients to appropriate facilities, agencies, or
outpatient services, as needed, for follow-up care.

C. The hospital shall reassess its discharge planning process on an on-going basis. The
reassessment shall include a review of discharge plans, as well as a review of patients who
were discharged without plans, to ensure that the process is responsive to discharge needs.

12VAC5-411-280. Nursing service.

A. Each hospital shall have an organized nursing service. A registered nurse qualified on the
basis of education, experience and clinical ability shall be responsible for the direction of nursing
care provided to patients.
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B. The number and type of nursing personnel on all shifts shall be based upon the needs of
the patients and the capabilities of the nursing staff assigned to the patient care unit. All
registered nurses and licensed practical nurses shall be currently licensed by the Virginia Board
of Nursing or hold a multistate licensure privilege to practice in Virginia.

C. All nursing services shall be directly provided by an appropriately qualified registered
nurse or licensed practical nurse, except for those nursing tasks that may be delegated by a
registered nurse according to 18VAC90-20-420 through 18VAC90-20-460 and with a plan
developed and implemented by the hospital.

D. Supervision of services shall be provided as often as necessary as determined by the
patient’s needs, assessment by the registered nurse and the hospital’s written policies.

E. Nursing personnel shall be assigned to patient care units in a manner that minimizes the
risk of cross infection and accidental contamination.
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Part V
Patient Services

12VAC5-411-290. Emergency services whether on campus or freestanding.

A. All hospitals shall provide care to persons needing emergency services pursuant to
EMTALA.

B. Hospitals without an organized emergency department shall:
1. Have written policies governing the handling of emergencies;

2. Have sufficient qualified staff to provide for the assessment and initial treatment to any
persons presenting with an emergency medical or psychiatric condition, within the
capabilities of the hospital, and

3. Refer patients for further treatment where appropriate.

C. Hospitals with an organized emergency department, whether on campus or freestanding,
shall have 24-hour medical and nursing staff coverage for each emergency department
operated by the hospital. Such assignment need not be exclusive of other duties, but must have
priority over all other assignments.

D. Each emergency department shall be under the supervision of a member of the hospital's
medical staff who shall be responsible for the organization of the emergency department,

including any freestanding emergency departments. Responsibilities include, but are not limited
to:

1. A staffing plan that ensures availability of appropriate numbers of qualified staff for the
emergency department and a process for accessing additional staff on an as-needed
basis to meet unanticipated needs;

2. Ensuring staff training and experience appropriate to their assigned responsibilities.

3. Policies and procedures for processing patients presenting for emergency care,
including at any freestanding emergency department, shall include:

a. Initial patient assessment;
b. Prioritization or triage for medical screening and treatment;

c. Patient reassessment and monitoring, including specific assessment of
pediatric patients;

d. Appropriate admission to the hospital or transfer to other facilities;
e. A diversion management system in coordination with other area hospitals;

f. Management of mass casualty situations, such as a multi-car pile-up, that may
require the coordination with other area hospitals, local emergency management
agencies or local ambulance service providers; and

g. Admission of patients to the hospital regardless of the location of the
emergency department; and
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4.

Coordinating with the hospital’s quality management program.

E. There shall be a central log of all patients presenting for emergency care that shall

include:

1.
2.
3.

The date and time the patient presents for treatment;
The presenting complaint; and
The level of acuity or triage.

Note: When a patient leaves prior to triage, documentation in the log that the patient left
without being seen will satisfy the requirements of this standard.

F. An emergency medical record shall be maintained for each patient regardless of the
location of the emergency department and shall include, but is not limited to:

N o o NP

. Patient identifying information;

. Presenting complaint;

. All clinical observations;

. Results of diagnostic assessments or tests;

. A record of treatment administered and outcomes;
. The names of treating or responsible practitioners;
. Condition on discharge; and

8.

Discharge destination and instructions.

G. A specialist physician shall be available for consultation on-site or by telecommunication
to provide emergency services regardless of the location of the emergency department. When
coverage is provided by telephone, the specialist physician must be able to arrive in the
emergency department within the response time stated in minutes in the hospital’'s emergency
department policies or medical staff bylaws of the determined need for such physician services.

H. All emergency departments shall have the equipment, drugs, supplies and ancillary
services commensurate with the scope of anticipated needs to support emergency care for
patients of all ages, including, but not limited to:

1.
2.

An emergency call system;
Oxygen, such supply may be centralized or on cylinder with a system for monitoring

supply and quantity levels evident;
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. Manual breathing bags and masks, including bag and masks for children and infants;
. Radiology and laboratory services;

. Facilities for handling and administering blood and blood products;

. Cardiac monitoring and defibrillator equipment ready for patient need;

. Laryngoscopes and endotracheal tubes, including tubes for children;

. Suction equipment, kept clean and ready for use; and

. Emergency drugs and medications as specified by the medical staff.
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Emergency drugs and equipment shall remain accessible in all emergency departments at
all times.

IK. The functions of the emergency department, whether on campus or freestanding, shall
be integrated with other services provided by the hospital to ensure appropriate care and
treatment including those patients awaiting admission to the host hospital or transfer to another
facility.

J. A current roster of medical and nursing staff shall be posted in all emergency
departments, regardless of location.

K. Hospital's operating emergency departments shall participate in area diversion
management programs.

L. Hospitals operating free-standing emergency departments shall develop protocols with
area hospitals not within its health system to expedite patients needing inpatient services.

M. Hospitals shall make training available, as required, for emergency department
personnel including personnel assigned to any freestanding emergency department.

N. Toxicology reference material and poison antidote information shall be available along
with telephone numbers of the nearest poison control centers.

O. Documented protocols and standards of practice for emergency interventions shall be
available in all emergency departments to guide non-physician staff.

P. Those hospitals that provide ambulance services shall comply with 12VAC5-31.

12VAC5-411-300. Outpatient services.

A. Hospitals offering outpatient services shall:

1. Implement procedures ensuring the outpatient care provided meets the needs of
patients according to generally accepted standards of practice;

2. Have sufficient qualified medical personnel to promptly, safely, and effectively meet
patient care needs; and

3. Designate responsibility for the periodic assessment of the quality and effectiveness
of the services provided as part of the hospital’'s quality management program.

B. Each patient receiving outpatient services shall have a medical record that shall be
maintained according to 12VAC5-411-610.

C. Outpatient surgical centers shall be licensed according to 832.1-125 of the Code of
Virginia and 12VAC5-410.

12VAC5-411-310. Freestanding patient care services.

A. When establishing freestanding patient care services, hospitals shall submit a written
plan to OLC describing:
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1. How the freestanding service meets the needs of the community in which the services
will be provided,;

2. The location and hours of operation;

3. The hospital's capabilities for rapid transport of patients to the main campus for further
treatment;

4. How the services of the free-standing service will be integrated into those on the main
campus and how patients services at the free-standing location and who require further
care will have access to all services of the main campus;

5. How the hospital will maintain the same level of oversight and monitoring of its free-
standing services as it does for its on campus services;

6. The activities and responsibilities of the medical staff in the free-standing location; and

7. How medical records from the free-standing location will be integrated into the
hospital’s medical record retrieval system.

The hospital shall notify the OLC within 15 days of any changes to the plan, including any
services added.

B. Additional free-standing patient care service requirements include:

1. Appropriate medical and nurse staffing from the hospital's organized medical and
nurse staff;

2. Access to necessary clinical testing and services from the hospital during the off site
service operating hours;

3. Infection control practices; and

4. Operating under the same policies and procedures for medical care as its counterpart
service on campus.

C. All free-standing patient care services shall be located within the hospital’s identified
primary and secondary health services areas.

D. All buildings used for free-standing patient services shall comply with the requirements
specified in Part X (12VAC5-411-630 et seq.) of this chapter.

12VAC5-411-320. Pediatric services.

A. Hospitals providing pediatric services shall:
1. Define the scope of services to be provided;

2. Have space, facilities and appropriately sized equipment for providing those services
apart from adult patients' rooms and newborn units; and

3. Provide space and equipment to allow for visitation of family members in the patient
rooms and to allow for overnight stay of a parent or guardian when such presence will
not interfere with the course of treatment.
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B. The director of pediatric services shall be a member of the medical staff with experience
and training in pediatrics and shall be responsible for the supervision and organization of the
pediatric services and for monitoring the quality and appropriateness of those services in
coordination with the hospital's quality management program and for ensuring that identified
opportunities for improvement are addressed.

C. Staff providing pediatric care shall have experience and training in serving the pediatric
population and shall have documented in-service training at least annually on age-specific care
issues for the pediatric populations served by the hospital.

D. Protocols for screening and assessment of pediatric patients shall be approved by the
medical staff and shall be individualized for the age and presenting signs and symptoms of the
patient.

E. There shall be policies and procedures to prohibit access to pediatric patients by
unauthorized persons and to prevent kidnapping or elopement of pediatric patients.

F. Medical supplies and equipment including emergency equipment appropriate to the size
and age of the pediatric patient shall be available in all areas providing services to pediatric
patients.

G. There shall be regular and routine cleaning of play equipment according to protocols
established for that purpose by the hospital’s infection control program.

12VAC5-411-330. Nuclear medicine services.

A. If a hospital provides nuclear medicine services, those services shall be organized and
provided in a manner consistent with 12VAC5-481 and generally accepted standards of
practice.

B. Nuclear medicine services shall be under the direction of a board certified physician who
shall be licensed by the U.S. Nuclear Regulatory Commission or the Division of Radiological
Health of the Virginia Department of Health as a designated authorized user of isotopes. The
director shall be a member of the medical staff and shall be responsible for the administration of
nuclear medicine services including the evaluation of the effectiveness of services in
coordination with the hospital's quality management program.

C. Nuclear medicine shall be administered only by authorized users pursuant to 12VAC5-
481 who have been granted clinical privileges to administer nuclear medicine services or by
radiologic technologists pursuant to 854.1-2900 of the Code of Virginia.

D. All hospitals providing nuclear medicine services shall participate in the Statewide Cancer
Registry as required by Article 9 (8 32.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of
Virginia.

E. Records of diagnostic or therapeutic services shall be incorporated in the patient's
medical record.
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12VAC5-411-340. Diagnostic imaging and therapeutic radiology services.

A. All hospitals shall provide or arrange for effective imaging services to meet the needs of
patients. Radiological imaging services shall be organized and provided in a manner consistent
with 12VAC5-481 and generally accepted standards of practice.
B. There shall be an organized plan for imaging services that:
1. Identifies the scope of services provided and the qualifications of the individuals
necessary for the performance of various aspects of imaging services; and
2. That delineates the lines of authority and accountability.

C. Services shall be under the direct supervision of a qualified member of the medical staff

who shall be responsible for the administration of services including the evaluation of the
effectiveness of services in coordination with the hospital's quality management program.

D. Diagnostic imaging and radiological therapy services shall be staffed consistent with the
types and volumes of services offered.

E. Interpretations of imaging test results or procedures shall be made only by those medical
staff qualified to interpret those tests or procedures.

F. Basic radiology imaging services shall be available at all times, or there shall be a
process to provide access to qualified x-ray personnel within one hour including weekends and
holidays.

G. Radiation oncology services, if provided, shall be directed by a physician with appropriate
training and experience. The services shall have a medical oncologist and hematologist
available for consultation

H. There shall be documented protocols for managing:
1. Medical emergencies in the imaging and therapeutic radiology areas; and
2. Patients with infectious diseases and critical care patients in the imaging area or
wherever imaging services are provided, and in the therapeutic radiology area.

I. There shall be a process for the timely notification of the patient's physician and
responsible nursing staff of critical interpretations identified through imaging tests.

J. Films, scans, and other images shall be retained according to 12VAC5-411-610.

K. Hospitals providing radiation therapy services shall participate in the Statewide Cancer
Registry as required by Article 9 (832.1-70 et seq.) of Chapter 2 of Title 32.1 of the Code of
Virginia.

L. All imaging and radiological interpretations, consultations and therapy shall be part of the
patient's medical record.
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12VAC5-411-350. Rehabilitation or therapy services.

A. Hospitals shall define the scope of rehabilitation services provided. Services can be either
limited, i.e., single or stand-alone therapy disciplines, or comprehensive and include the full
range of services including rehabilitation, physical therapy, complementary therapy such as pet
therapy, occupational therapy, audiology, speech-language pathology, music and art therapy, or
other similar service.

B. Hospitals shall designate a member of the medical staff as responsible for:

1. The clinical aspects of the program;

2. The delivery of services offered; and

3. Monitoring the program quality and appropriateness and ensuring that identified
problems are addressed through the hospital's quality management program.

C. Rehabilitation program staff shall have the qualifications necessary to provide the
services offered, including such specialized care as cardiac rehabilitation or pediatric
rehabilitation if offered as part of the rehabilitation program.

D. Treatment shall be provided according to a physician's order and developed with
collaboration from the rehabilitation staff member, the patient's physician and the patient. The
physician's order, treatment plan, goals, frequency and expected duration of services, and the
patient's response to treatment shall be documented in the patient's medical record.

E. If a hospital contracts for rehabilitation services, the hospital shall implement a system for
managing outpatient physician orders.

F. If a hospital utilizes pet therapy, household pets such as dogs, cats, birds, fish and
hamsters are permitted under the following circumstances:

1. Pets must be clean and free of disease;

2. The immediate environs of the pets must be clean;

3. Small pets shall be kept in appropriate enclosures;

4. Pets that are not confined shall be kept under leash or voice control;

5. Pets that are kept at the hospital, or are frequent visitors, shall have current
vaccinations as required by law, including rabies;

6. Procedures are implemented to protect patients, staff and visitors from psittacosis if
birds are permitted in the hospital;

7. Procedures are implemented for the care, housing and feeding of pets and for the
proper storage of pet food and supplies if pets are allowed to remain overnight;

8. Pets shall not be allowed in food preparation and storage areas, or where their
presence creates a significant health or safety hazard or nuisance to staff and patients,
and shall not be allowed near patients with pet allergies; and

9. Individuals caring for pets shall not be assigned patient care or food handling
responsibilities.
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12VAC5-411-360. Respiratory/pulmonary services.

A. The hospital shall provide or arrange for effective services to meet the respiratory/

pulmonary needs of patients.

B. There shall be an organized plan for respiratory/pulmonary services that clearly defines
the:

1. Scope and complexity of services,

2. Necessary staff, equipment and supplies sufficient to support the scope of the
services offered, and

3. Lines of authority and accountability.

C. The services shall be under the supervision of a member of the medical staff who shall

be responsible for all clinical aspects of the services and delivery of clinical respiratory care
including evaluation of the effectiveness of the services in coordination with the hospital's quality
management program.

D. Protocols for respiratory/pulmonary care shall include, but are not limited to:

1. Routine inspection, cleaning and maintenance procedures for respiratory equipment,
as well as procedures for their assembly and operation;

. Handling adverse reactions;

. Safety practices and interventions;

. Staff participation in emergency situations at the hospital;

. Infection control;

. Handling, storage, and dispensing therapeutic gases;

. Obtaining blood samples and analysis of samples as applicable;

. Testing pulmonary function, as applicable;

9. Therapeutic percussion and vibration and bronchopulmonary drainage, as applicable;

10. Mechanical ventilation and oxygenation support and for administration of aerosol,
humidification, and therapeutic gases, as applicable;

11. Administration of medications; and
12. A system for reissuing or discontinuing respiratory therapy orders.

0 ~NO Ol WN

E. There shall be a sufficient number of respiratory care practitioners licensed by the Board

of Medicine pursuant to 854.1-2954 of the Code of Virginia and support personnel to meet the
respiratory/pulmonary care needs of the patients. However, hospitals with obstetrical services
shall have 24-hour staff coverage, including weekends and holidays, and shall be able to
provide respiratory services when needed.

F. Respiratory services shall be provided only in response to medical orders that include
the:

1. Modality to be used;
2. Type, frequency and duration of treatment; and
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3. Type and doses of medications, including dilution ratios.

G. All respiratory care services provided shall be documented in the patient's medical
record, including the:

1. Type of therapy;

2. Date and time of administration;
3. Effects of therapy; and

4. Any adverse reactions.

H. If blood gases or other clinical laboratory tests are performed by respiratory care staff, the
staff shall have demonstrated competency in the administration of tests as point-of-care
technicians.

12VAC5-411-370. Renal dialysis services.

A. If the hospital provides dialysis services either directly or through contract arrangement,
the scope and organization of those services shall be defined and provided according to 42
CFR Part 413 and accepted standards of care for persons requiring dialysis treatment.

B. There shall be an organized plan for dialysis services that clearly defines lines of
authority, responsibility, accountability, and appropriate staffing. If the services are provided by
contract, the plan shall specify how the coordination of patient care will be accomplished.

C. The director of dialysis services shall be a member of the medical staff qualified to
provide oversight of the specialized care required for patients needing dialysis treatment.
Problems identified during on-going monitoring shall be addressed through the hospital's quality
management program.

D. A registered nurse with demonstrated clinical experience in providing dialysis services
shall be available during all dialysis treatments. Nursing staff and dialysis care technicians shall
have evidence of education, training, and demonstrated competencies in the provision of
appropriate dialysis services and emergency care of patients receiving dialysis.

Note: If the hospital provides dialysis services by contract only, the qualified nurse may be
available by telephone. However, staff at the hospital must be competent to assist in emergency
situations related to dialysis.

E. Protocols for dialysis services shall include, but are not limited to:
1. Maintenance of dialysis equipment;

2. Water treatment system safety, including testing of chlorine/chloramines, water
guality, and cultures, testing frequency and process, and disruptions in the water supply;

3. Infection control including screening for Hepatitis, water cultures and access
infections;

4. Reuse of dialysizers and dialysis supplies; and
5. Care of dialysis patients experiencing common complications of dialysis treatments.
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F. If the hospital provides dialysis through contract, the contract shall specify:
1. What services will be provided;

2. Who is responsible for maintenance of the dialysis equipment, the water treatment
safety system, infection control, reuse of dialysizers and supplies; and

3. The clinical supervision to be provided during the administration of dialysis treatments.
12VAC5-411-380. Pharmaceutical services.

A. Each hospital shall provide pharmaceutical services under the direction of a pharmacist
licensed by the Virginia Board of Pharmacy. There shall be evidence of a current pharmacy
license pursuant to Chapter 33 (854.1-3300 et seq.) of the Code and 18VAC110-20.

B. Each hospital shall obtain a criminal history record check pursuant to 832.1-126.02 of the
Code of Virginia on any compensated employee, not licensed by the Board of Pharmacy, whose
job duties provide access to controlled substances within the hospital pharmacy.

12VAC5-411-390. Laboratory services.

A. The hospital shall provide or arrange for clinical laboratory services to meet the needs of
its patients. The administration, performance and functions performed by the hospital, as well as
any laboratories used by the hospital, shall operate pursuant to 42 CFR Part 493.

B. Laboratories shall have adequate space, equipment, and supplies according to 42 CFR
Part 493.

C. There shall be an organized plan of laboratory service that:

1. Identifies the scope of services provided and the qualifications of the individuals
necessary for performing the various aspects of clinical laboratory services;

2. That delineates the lines of authority and accountability.

D. The service shall be under the supervision of a member of the medical staff who shall be
responsible for the administration of services, including the evaluation of the effectiveness of
services in coordination with the hospital's quality management program.

E. If the supervising physician is not a pathologist, a pathologist shall be retained on a
consultant basis. When the pathologist provides consultative services, services shall be
provided as needed, but at least monthly with written evaluations or recommendations provided
to the medical staff and administration.

F. The hospital shall have laboratory services available at all times. Such 24-hour availability
may be arranged through callback systems. However, hospitals with obstetrical services shall
have 24-hour laboratory staff coverage, including weekends and holidays, and shall be able to
perform routine neonatal testing within one hour or less of the request.

G. A written description of all available laboratory services shall be available to the medical
staff.
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H. There shall be an effective process for the timely notification of the patient's physician
and responsible nursing staff of critical values from laboratory tests or unusual or abnormal
pathology reports.

I. Reports of laboratory procedures and pathology reports and results shall be included in
the patient's medical record.

J. When a laboratory isolates for clinical, pathological or environmental specimens, or any
one of the special microorganisms in 12VAC5-90-80, it shall be reported as required by §§32.1-
36 and 32.1-370of the Code of Virginia and 12VAC5-70.

12VAC5-411-400. Blood banks and transfusion services.

A. If the hospital provides facilities for the procurement, extraction and collection of blood
and blood products, written policies and procedures for all phases of operation of blood banks
and transfusion services shall be established and periodically revised to comply with 42 CFR
Part 493, 42 CFR 482.27, and 21 CFR Part 606.

B. Appropriate facilities and equipment for the storage and administration of whole blood
and blood products shall be provided.

C. For emergency situations, the hospital shall:

1. Make arrangements for obtaining blood from community blood sources, or maintain
an up-to-date list of available donors, as well as provide the equipment and personnel to
obtain blood from the donor; or

2. Maintain a minimum supply of O negative blood, if the hospital provides obstetrical
services.

D. Hospitals with obstetrical services shall have 24-hour blood bank and transfusion staff
coverage, including weekends and holidays. In addition, the blood bank shall have group O Rh
negative blood available at all times and be able to provide correctly matched blood within 45
minutes of a request.

12VAC5-411-410. Autopsy services.

An autopsy service shall be provided either directly by the hospital or by written contractual
agreement with another facility.
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Part VI
Surgical and Anesthesia Services

12VAC5-411-420. Surgical services.

A. If the hospital provides surgical services, those services shall be provided in a manner
that protects the health and safety of patients and follows current accepted standards of medical
and surgical practice. Personnel, equipment, policies and procedures, and the number of
operating rooms shall be appropriate for the scope of services offered.

B. Hospitals providing surgery and obstetric services shall maintain individually identified
surgical and obstetric suites. Shared overflow may be considered provided one surgical suite
remains available for operative delivery.

C. There shall be an organized plan defining the lines of authority, responsibility, and
accountability within all operating room areas where surgical procedures are performed.

D. The director of surgical services shall be a member of the medical staff and shall be
responsible for all clinical aspects of surgical services including evaluation of the effectiveness
of the services in coordination with the hospital's quality management program.

E. A current roster of surgical privileges granted each medical staff member shall be
available to nursing and scheduling staff in the surgical services areas.

F. Roles, responsibilities, and qualifications for any non-physician participating in surgery
shall be defined by the hospital medical staff, including any limitations to their roles in patient
care as defined by law and their professional scope of practice.

G. An operating room register shall be maintained which shall include at a minimum:
1. Patient's name and ID number;
2. Pre- and post-operative diagnoses;
3. Complications, if any;

4. Name of surgeon, first assistant, anesthesiologist or anesthetist, scrub nurse and
circulating nurse;

5. Operation performed; and
6. Type of anesthesia.

H. Policies and procedures governing infection control and reporting techniques shall be
established according to 12VAC5-411-440.

I. The patient's medical chart shall be available in the surgical suite at the time of surgery
and shall contain no less than the following information:

1. A medical history, advance directive, and physical examination;
2. Evidence of appropriate informed consent; and
3. A pre-operative diagnosis.
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J. Within 24-hours prior to surgery either a history and physical examination or an update of
a previous history and physical shall be completed for every surgical patient. When an update is
used, the previous history and physical examination shall not have occurred more than 30 days
prior to surgery.

K. A full operative report, completed within 24-hours after each surgery is performed, shall
describe the:

1. Techniques, findings, complications, tissues removed or altered; and
2. General condition of the patient during and following surgery.

When a report is not available within 24-hours post surgery, an operative/progress note by
the surgeon must be entered in the patient medical record immediately.

L. The recovery or post-operative care unit shall be located in proximity to the operating
rooms to allow for rapid return to the operating room if necessary, or access to the emergency
equipment listed in 12VAC5-411-450.

M. Policies and procedures for care of patients in the PACU shall include the criteria for
patient transfer to and from the area.

N. If patients are not transferred to the PACU following surgery, provision shall be made for
managing the patient until the patient is stable.

12VAC5-411-430. Surgical nurse manager.

A registered nurse, with training and experience in surgical nursing services, shall manage
the surgical suites and shall be responsible for:

1. Ensuring a sufficient number of nursing personnel are on duty in the surgical suits to
meet the needs and safety of the patients;

2. Ensuring surgical technicians perform scrub functions under the supervision of a
licensed registered nurse who is immediately available to respond to emergencies;

3. Delineating the duties of scrub personnel and circulating registered nurses in the
surgical sulite;

4. Providing orientation and on-going education and training of surgical personnel
including;

a. Equipment usage and inspections;

b. Infection control and safety in the surgical area;
c. Cardiopulmonary resuscitation;

d. Patient rights; and

e. Informed consent.

5. Ensuring that patients are monitored and provided nursing care from the time they
enter the surgical suite to the time they exit the area;
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6. Developing criteria for the use of equipment and supplies brought into the surgical
suite from other areas; and

7. Ensuring that the operating room register is current and complete.
12VAC5-411-440. Infection control in the surgical suite.

Infection control procedures specific to the surgical suite and the population served shall
address, but are not limited to:

1. Surgical attire;

. Surgical scrub attire;

. Housekeeping functions;

. Cleaning, disinfecting and sanitizing areas;

. Appropriate maintenance of HVAC systems for the area;

. Pack