NEBRASKA DEPARTMENT OF HEALTH AND HUMAN SERVICES
NOTICE OF PUBLIC HEARING

June 21, 2023
1:00 p.m. Central Time
Nebraska State Office Building — Lower Level
Meadowlark Conference Room
301 Centennial Mall South, Lincoln, Nebraska
Phone call information: 888-820-1398; Participant code: 3213662#

The purpose of this hearing is to receive comments on proposed changes to Title 175,
Chapter 9 of the Nebraska Administrative Code (NAC) — Hospitals. The proposed
regulations will update requirements to criminal background and registry checks for
prospective employees; update requirements for standards of operation, care, and
services; modify general requirements; update staff requirements, orientation, and
credentials; establish standards for the operation of rural emergency hospitals; establish
requirements for administration, records retention, and off-campus, satellite, and mobile
units. Other proposed changes include removing duplicative statutory language and any
repetitive language found in 175 NAC 1 from the regulations; removing guidance for
agency staff from the regulations; updating definitions, section headings, and formatting;
removing outdated terminology; removing attachments from the regulations; and
restructuring the regulatory chapter.

Authority for these regulations is found in Neb. Rev. Stat. § 81-3117(7).

In order to encourage participation in this public hearing, a phone conference line will be
set up for any member of the public to call in and provide oral comments. Interested
persons may provide verbal comments in person or by participating via phone conference
line by calling 888-820-1398; Participant code: 3213662#.

Interested persons may attend the hearing and provide verbal or written comments, or
mail, fax or email written comments, no later than the day of the hearing to: DHHS Legal
Services, PO Box 95026, Lincoln, NE 68509-5026, (402) 742-2382 (fax) or
dhhs.regulations@nebraska.gov, respectively.

A copy of the proposed changes is available online at http://www.sos.ne.gov, or by
contacting DHHS at the mailing address or email above, or by phone at (402) 471-8417.
The fiscal impact statement for these proposed changes may be obtained at the office of
the Secretary of State, Regulations Division, 1201 N Street, Suite 120, Lincoln, NE 68508,
or by calling (402) 471-2385.

Auxiliary aids or reasonable accommodations needed to participate in a hearing can be
requested by calling (402) 471-8417. Individuals who are deaf or hard of hearing may
call DHHS via the Nebraska Relay System at 711 or (800) 833-7352 TDD at least 2 weeks
prior to the hearing.



FISCAL IMPACT STATEMENT

Agency: Department of Health and Human Services

Title: 175 Prepared by: Dan Taylor
Chapter: 9 Date prepared: 3/21/2023
Subject: Hospitals Telephone: 402-471-9207

Type of Fiscal Impact:

State Agency Political Sub. Regulated Public

No Fiscal Impact ( ) ( ) (

Increased Costs

Decreased Costs

Increased Revenue

Decreased Revenue

Ooooox
Ooooox
Ooooox

Indeterminable

Provide an Estimated Cost & Description of Impact: No impact.
State Agency:
Political Subdivision:

Regulated Public:

If indeterminable, explain why: N/A.
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DRAFT NEBRASKA DEPARTMENT OF

03-21-2023 HEALTH AND HUMAN SERVICES 175 NAC 9
TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE

CHAPTER 9 HOSPITALS

9-001. SCOPE AND AUTHORITY:. These regulations govern the licensure licensing of hospitals-

under Theregulations-are-autherized-by-and-implement the Health Care Facility Licensure Act,
Nebraska Revised Statutes (Neb. Rev. Stat.) §§ 71-401 to 71-45975.

9-002. DEFINITIONS. The definitions set out in the Health Care Facility Licensure Act, Uniform
Credentialing Act, 175 Nebraska Administrative Code (NAC) 1, and the following apply to this

chapter.
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002. 01 HOSPITAL Heseltalf means—a—ﬁae#ﬂy—where—dmgnesrs—treatmem—mee%a#eare—

tvpe of licensed hosprtal wrth the exception of a licensed long term care hospltal

002.02 HOSPITAL BEDS. The total number of licensed adult and pediatric beds which can
be set up and used for a patient within 24 hours. Beds used in emergency rooms, stretchers,
labor and recovery rooms, and bassinets for newborn infants are excluded from the total
licensed bed count.

consumer who has medrcal practltroner orders admlttlnq them to the hospital for 24 hour care
and treatment.
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A set of rules and requlations adopted by the medical staff governing the medical staff
activities at the facility.

002.05 MEDICATION ERROR. Any variance between the chart order or prescription, the five
rights, and administration of the medication.

on—taeotiont A consumer who receives care for Iess than 24 continuous hours in_an

emergency department, outpatient department, or other licensed hospital location who does
not have medical practitioner orders admitting them to the facility.
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9-003. LICENSING REQUIREMENTS. AND-PROCEDURES: Any-person-intendingto-establish;

the requirements for a license set out in statute, 175 NAC 1, and in this chapter. All standards
referenced in this chapter can be obtained at Department of Health and Human Services,
Licensing Unit, 301 Centennial Mall South, Lincoln NE 68509 or be viewed on the Department’s
website.
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application;
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9-004. GENERAL REQUIREMENTS. The following requirements are applicable to all hospital
licenses.
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9-004-03 004.01 EFFECTIVE DATE AND TERM OF LICENSE. Effective Date-and Term-of
License: A hospital license expires annually on December 31ef-each-year.

9-004.024 License-NotTransferable: LICENSE NOT TRANSFERABLE. A license is issued
only for the premises and persons named in the application and is not transferable or
assignable. Change of ownership (sale, whether of stock, title, or assets, lease,
discontinuance of operations) or change of premises terminates the license. If there is a
change of ownership and the hospital remains on the same premises, the inspection in 175
NAC 9-005 is not required. If there is a change of premises, the hospital must pass the
inspection specified in 175 NAC 9-005.
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9-004-10 004.03 FEES. Fees:Thelicensee-mustpayfeesforlicensure-as-setforth-below:

The fees for a hospital license are based on the number of licensed beds plus the number of
outpatient surgeries reported in accordance with the Outpatient Surgical Procedures Data Act,
Neb. Rev. Stat. § 81-6,114.

4- 004.03(A) INITIAL AND RENEWAL FEES. Initial-and Renewal-Licensure-fees:
Following are initial and renewal fees for hospitals:

a.(i) 1to 50 Beds $1,750
b.(ii) 51 to 100 Beds $1,850
¢.(iii) 101 or more Beds $1,950

004.03(B) OUTPATIENT SURGICAL FEES. Following are outpatient surqgical fees for

hospitals:
(i) 500 or fewer outpatient surgeries per year $275
£)(ii) 501 to 2,000 outpatient surgeries per year $350
£3)(iii) More than 2,000 outpatient surgeries per year $425

004.04 FEES. The fees for a rural emergency hospital license are based on the following plus
the number of outpatient surgeries reported in accordance with the Outpatient Surgical
Procedures Data Act, Neb. Rev. Stat. § 81-6,114.

004.04(A) INITIAL LICENSURE FEE.

(i) Initial Licensure Fee $650
004.04(B) RENEWAL LICENSURE FEES.

(i) 1to 50 unduplicated patient admissions in the past year $650

(i) 51 to 200 unduplicated patient admissions in the past year $850

(i) 201 or more unduplicated patient admissions in the past year $950

004.04(C) OUTPATIENT SURGICAL FEES. Following are outpatient surgical fees for

hospitals:
(i) 500 or fewer outpatient surgeries per year 275
(i) 501 to 2,000 outpatient surgeries per year 350

(iii) More than 2,000 outpatient surgeries per year 425
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9-005. INSPECTIONS:. Inspection requirements for licensed hospitals are outlined in the Health
Care FaC|I|tv Llcensure Act and 175 NAC 1 Ie—eletemne—eemphanee—u%h—epe#aﬂena!—eam—
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hospital is to be organized, managed, and administered by the licensee to ensure each patient
receiving services at the facility receives necessary care and treatment in a safe manner, and in
accordance with current standards of practice, the Health Care Facility Licensure Act, 175 NAC
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1, and this chapter. Each hospital offsite location and mobile unit must meet the standards except
where specified otherwise.

9-006.01. Gevermaq—Au%heﬂ%v— LICENSEE RESPONSIBILITY The responS|b|I|t|es of the
Ilcensee mclude M ;
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(A) Implementing policies and procedures to govern the total operation and maintenance
of the facility;

(B) Maintaining hospital compliance with all applicable state and federal statutes, codes,
Rules, and regulations;

(C) Ensuring the quality of all services, care and treatment provided a patient whether
those services, care or treatment are furnished by hospital staff or through contract
with an outside entity;

(D) Designating an administrator in writing who is responsible for the day to day

management of the hospital;

(i) Defining the duties and responsibilities of the administrator in writing;

(i) Notifying the Department in writing within 5 working days if:

(1) A vacancy in the administrator position occurs including the name of who is
responsible for the position until another administrator is appointed; and

(2) A vacancy in the administrator position is filled including the effective date and
name of person appointed to that position;

Determining which categories of practitioners are eligible candidates for appointment

to the medical staff;

Ensuring that medical staff membership or clinical privileges in the hospital does not

depend solely upon certification, fellowship or membership in a specialty body or

society although board certification can be one permissible criterion;

Appointing _and reappointing medical staff members and delineating clinical

privileges, according to credential review procedures established by the medical staff

and approved by the governing authority;

Establishing criteria for membership on the medical staff or clinical privileges, in

collaboration with the medical staff;

(i) Making final decisions regarding medical staff recommendations for denial of
appointments and reappointments, and for the denial limitation, suspension or
revocation of privileges, ensuring the practitioner has a right to be heard upon
request;

Ensuring the medical staff is accountable to the licensee for the quality of medical

care and treatment provided;

Ensuring a medical staff committee and a utilization review committee are formed and

operated for the purpose of reviewing care and treatment provided to provide a high

standard of medical care and promote the efficient use of the hospital;

(L) Ensuring that any person working at and having any information or knowledge relating
to the medical and hospital care provided or the efficient use of the hospital facilities,
provides all related facts and information to the hospital medical staff committee or
utilization review committee upon request by the committee or committees;

(M) Reviewing reports and making recommendations regarding all Quality Assurance
Performance Improvement, Medical Staff, and Utilization Review Committee
activities. Ensuring these reports are utilized to implement programs and policies to
maintain and improve the quality of patient care and treatment;

(N) Establishing and promoting effective communication and coordination between the
governing authority, the medical staff, administration, and the hospital departments;

(O) Approving the organization, bylaws, rules, and regulations, and policies and
procedures of the medical staff and departments in the hospital; and
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(P) Establishing visitation policies which are in the best interest of patients to ensure their
health and safety, and provide protection from communicable diseases, exposure to
dangerous substances, and hazardous equipment.

006.02 GOVERNING AUTHORITY RECORDKEEPING. If a licensee has a governing
authority, it must hold reqularly scheduled meetings and minutes of the meetings must be
retained for a minimum of 7 years.

9-006.04B3. ADMINISTRATION. Administration: The administrator is respensible for to plan
planning, erganizing organize, and direct directing the day to day operations of the hospital.
The administrator mustreportand-be is directly responsible to the licensee and the governing
authority, if any, in all matters related to the maintenance, operation, and management of the
hespital facility. The administrator’s responsibilities include:
4-(A) Being on the premises a sufficient number of hours to permit ensure adequate
attention to the management of the hospital;
2-(B) Providing for the protection of patients’ health, safety, and well-being;
3:(C) Maintaining-staff-appropriate-to-meetpatient-needs; Ensuring staffing in numbers
and qualifications to meet patlent care and treatment and operatlon needs;
4-(D) Designating a substitute;—w
the—ﬁaerhty—te—aet—m—the—abseneeef—meadmlmstmtep in wrltlnq to act in their absence

as needed

5(E

aeee#danee—wﬁh—Neb—Rev—Stat—§—28-744— Belng ava|lable dur|nq aII hours of faC|I|ty

operation; and
6.(F) Ensuring

and—that—steps—a#e—taken—te—prevent—atw—pmteet—pattents— the completlon

maintenance, and submission of reports and records as required by federal or state
statute, requlation, and the Department.

006.04 ADMINISTRATIVE RECORDS. Accurate and complete administrative records of
each facility’s operation, including an annual report that summarized the scope and volume
of services provided by the facility must be maintained and kept for 2 minimum of 7 years.

006.05 PERMANENT PATIENT INDEX. A permanent patient index must be maintained that
includes:

(A) Name and identification numbers of each patient;

(B) Dates of admission and discharge;

(C) Name of admitting physician or health care practitioner; and

(D) Location to which patient was discharged.

006.06 CONSUMER SATISFACTION. A written process to measure consumer satisfaction
with the services being provided by the facility must be established, implemented, and revised

as necessary.
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006.07 OFF-CAMPUS, SATELLITE LOCATIONS AND MOBILE UNITS. All off-campus,
satellite locations or mobile units are to be approved by the Department and listed on the
license prior to patient care and treatment being provided at a location.

006.08 MOBILE UNITS. Each mobile unit must have a designated location schedule available
to the public at all times, identifying where the unit will be located so that unannounced
inspections can occur as required in 175 NAC 1.

9-006-02 006.09 MedwaJ—Sta# MEDICAL STAFF Each hospltal mast is to have a medlcal
staff that epe d g

eempleted—ﬁemaehhespﬂal#he#nedmakstaﬁ—must—be is organlzed and functlons in a manner
and-mustfunctionin-a-manner consistent with the size, needs, and resources of the hespital
and-of-the-medical-staff facility. The medical staff responsibilities are:

(A) Participating in the Quality Assurance Performance Improvement meetings;
(B) Abiding by hospital and medical staff policies;

(C) Establishing a disciplinary process for violation of a policy;

(D)

(E)

Reviewing the background, experience, training, and credentials of applicants for
initial medical staff membership; and

Recommending criteria and procedures for appointment and reappointment, and to
delineate clinical privileging to ensure the provision of quality patient care and

treatment.

9-006-62B006.09(i) MEDICAL STAFF  APPOINTMENT. Medical—Staff
Appointment: Membership on the medical staff must will be limited to those disciplines
specified in the medical staff bylaws, rules and regulations or other similar governance
document. Criteria for appointment and reappointment must include,—at-a-minimum;
continuing licensure or authority to practice in Nebraska. Fhe-medical-staffmust:
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9-006-026006.09(ii) CLINICAL PRIVILEGES. ClinicalPrivileges: The medical staff
must is to establlsh a wr|tten process for the dellneatlon of cI|n|caI pr|V|Ieges +he

includes:
(1): Fhedisciplines-and-the-proceduresftasks Each discipline and the procedures

or tasks for which medlcal staff in that d|SC|pI|ne must be pr|V|Ieged to perform
(2) ;

A process for the review of cllnlcal pr|V|que requests |nclud|nq a competencv

component;
(3)- Fhe A process for notification of clinical privilege decisions; and

(4): The A process for appealing decisions to deny, limit, or otherwise modify
privileges.

9-006-02D 006.09(iii) MEDICAL STAFF BYLAWS. Medical Staff Bylaws: The medical
staff must recommend and adhere to the medlcal staff bylaws fo—ooppe ot e
¢. Medical staff bylaws

must mclude buta%qephmttedte—theﬂfeuewmg

(1)- A description of how the medical staff is organized;

(2)- The time frame for medical staff meetings and the rules for conducting
business;

(3)- Methods for evaluating clinical practice in the hospital,

(4)- Criteria and procedures for membership and clinical privileges;

(5)- The procedure for medical staff adoption and amendment of medical staff

bylaws; and
Provision for establishing a utilization review committee.

(6)-
9-006.03006.10 STAFFING. Staff Reguirements: Each-hospital A licensee must maintain a

sufficient number of staff with the qaahfteatlensrtramwgand—sklm}eeessapy—temeet—pahent

3 - required
experience, orientation, training, and competencv necessary to meet the care and treatment

needs of patients and the operational needs of the hospital. Each hospital must be staffed 24
hours per day. All staff are to wear visible identification to identify them to patients or their
designee by name and title. A written job description is to be on file outlining the minimum
qualifications and job duties for each position. Any unlicensed staff who assist in the provision
of care and treatment provided to patients, must be supervised by a health care professional.
Staff cannot provide care or treatment that is outside the scope of practice permitted by the
credential held by the individual.
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006.11 STAFF CREDENTIALS. Staff credentials are to be verified prior to staff assuming
assigned job duties, and the licensee must maintain evidence that such status is checked and
maintained throughout the entire time of employment.

006.12 STAFF HEALTH STATUS. A health history screening for all staff must be completed
prior to staff assuming job duties. A licensee must make sure staff health status is maintained
in @a manner to prevent the potential transmission of disease to patients, visitors, and other
staff.

006.13 CRIMINAL BACK GROUND AND REGISTRY CHECKS. Criminal background and
registry checks must be completed on any staff members who have direct and unsupervised
access to or who provide care and treatment to patients at the facility. These checks must be
completed prior to the staff having unsupervised contact with any patients at the facility.
Documentation of such checks is to be maintained for as long as the staff member is employed

at the facility.

9-006-03A3a006.13(A) CRIMINAL BACKGROUND CHECKS. CGriminal-Background

Checks: The-hospitalmustcompletea A criminal background check must be completed
through a governmental law enforcement agency or a private entity thatmaintains-eriminal

boe cmpmd o Lo

9-006-03A3b006.13(B) REGISTRY CHECKS. Registry Checks: Fhe-hospitalmustecheck
foradversefindings-with-each-of the followingregistries: A check for adverse findings must

include these Nebraska registries and similar registries in states where the individual has
resided in the past 10 vears:
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4:(i) Nurse Aide Registry;

2-(ii) Adult Protective Services Central Registry;
3-(iii) Central Register of Child Protection Cases; and
4.(iv) Nebraska-State-Patrol Sex Offender Registry.

006.13(C) USE OF CRIMINAL BACKGROUND AND REGISTRY INFORMATION.
Written policies and procedures are to be implemented and revised as necessary related
to the use of information obtained through pre-employment criminal background and
reqgistry checks. These are to include the following:
(i) Staff with adverse findings on the registries regarding abuse, neglect or
misappropriation must not be employed at the facility;
(ii) How information will be used in making hiring decisions;

i) Whether employment can begin prior to receiving the results of the checks, how
the safety or property of patients will be safeguarded until the results are available;
what happens if the results have adverse findings; and

(iv) How to maintain documentation of this information.

006.14 STAFF TRAINING. Staff must receive initial and ongoing training and demonstrate
competency before being assigned to independently perform job duties and assigned tasks.
Training must be provided by a person qualified by education, experience, and knowledge in
the subject area provided. The facility is to maintain the following documentation in each staff
member’s personnel file:

(A) Date and time training was provided:;

(B) Summary of the information provided to staff;

(C) Instructor name;

(E) Staff sign in documentation; and

(F) Results of competency or other testing completed as a result of each training.
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9-99&9384006 15 STAFF ORIENTATION Qnentatm Eaeh—hespﬁal—meﬁt—prewde—ané

An orlentatlon program must be prowded for all new staff and for eX|st|nq staff who are qwen

new assignments. Documentation of this training must be maintained in each staff member’s

personnel file. The initial orientation program is to include the following:

+(A)
2(B)
3:(C)
4-(D)
5+(E)
6-(F)
+(G)
&(H)
9-(1)

Job duties and responsibilities;

Hespital's The facility sanitation and infection control programs;

Organizational structure within-the-hospital;

Patient rights;

Patient care policies and procedures;

Personnel policies and procedures;

Emergency preparedness and disaster procedures;

Disaster preparedness plan; and

Reporting requirements for abuse, neglect er and exploitation in accordance with
the Adult Protective Services Act, Neb. Rev. Stat. § 28-372, or in the case of a
child in accordance with Neb. Rev. Stat. § 28-711, and with hespital facility policies
and procedures:; and

(J) The facility hand hygiene program.
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A A - Each patient is to
be afforded the opportunlty to exerC|se his or her rlqhts Documentation that all patients or
designee, when appropriate, have been informed of their rights in a manner and format they
can understand must be kept in the medical record for each patient. Each patient must-have

has the right to:
+(A) Respectful, and safe care given by trained and competent persennel staff;
2-(B) Be informed of patient their rights during the admission process in a manner and
format they can understand;

4»(_) Part|0|pate in the development and |mplementat|on of a plan of care and any
changes to that plan;

5:(D) Make informed decisions regarding care and treatment options and te-reeeive be
provided W|t |nformat|on necessary to make assist |n making those deC|S|ons

6-(E)
freatment Be |nformed of the possible consequences of refusing care and treatment
to freely make a choice, and to be free from retaliation from the facility and staff for
choosing to refuse care and treatment options;

+(F) Formulate advance directives and to have the hespital facility comply with the
directives unless the hospital-neotifiesthe-patientof the-inability to-do-se facility notified
the patient or designee in writing they are unable to comply and the reasons the
facility is unable to comply;

8.(G) Personal privacy and confidentiality of their medical records;
9-(H) Be#ee Freedom from abuse neglect and epr0|tat|0n

the#apeutrereasens V|ew mformatlon contalned in_their own medlcal record W|th|n a
reasonable time when requested, excluding limited circumstances where the
attending physician determines and documents that disclosure to the patient would
be harmful;

()
Freedom from restralnts or seclu3|on used for staff convenience and not utlllzed to
treat medical conditions;

12.(K) Receive hespital services without discrimination based upon race, color, religion,
gender, national origin, or payer source;- however, Hhospitals are not required to
provide uncompensated or free care and treatment unless otherwise required by law;
el

43.(L) Voice complaints and file grievances without discrimination or reprisal and have
those complaints and grievances addressed within a reasonable period of time;- and

(M) Receive visitors. The hospital may refuse access to any person for any of the
following reasons:

(i) The patient refuses to see the visitor;

(ii) The presence of the visitor may be injurious to the health and safety of the
patient;

(ii) The visitor’s behavior is unreasonably disruptive to the facility and the behavior
is documented by the facility;
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(iv) The presence of the visitor threatens the security of patients, staff, or facility
property; or

(vi) The visitor is restricted by court order, the patient’'s guardian or legal
representative or designee.

006.17 ABUSE, NEGLECT AND EXPLOITATION. A licensee must address any situation

where there is reason to believe that abuse, neglect, or exploitation of a patient has occurred
by a staff member, volunteer, family member, visitor, or any other person as provided in the
Adult Protective Services Act or Child Protective Services Act.

006.17(A) REPORTING. Any suspected abuse, neglect or exploitation of a patient must
be reported to:
(i) The Adult and Child Abuse and Neglect Hotline via telephone immediately; and
(i) Local law enforcement as required by state and federal laws.

006.17(B) INVESTIGATION. Any incident of suspected abuse, neglect, or exploitation of
a patient must be thoroughly investigated and a written report of the investigation must be
submitted to the Department within 5 working days of the occurrence.
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006.17(C) PROTECTION. All patients must be protected throughout the investigation of
any suspected abuse, neglect or exploitation. Actions must be implemented as a result
of the investigation to ensure patient safety and to prevent the potential for recurrence.

006.18 ADVANCED DIRECTIVES. Each licensee must comply with the requirements of the
Health Care Power of Attorney Act and the Rights of the Terminally Il Act. Patients or
designees must be informed in a manner and format they can understand upon admission of
the facility policies and procedures, and at the time of any change to the policies and

procedures.
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006.19 PATIENT EDUCATION RECORD KEEPING REQUIREMENTS. Documentation of all
education provided to a patient or their designee is to be retained in each patient’s medical
record. This information needs to include:
(A) The name of the persons who were provided education and their relationship to the
patient;
(B) Information provided; and
(C) The date the education was provided, along with the name and title of the person
providing the education.

Ihe—d+seharge—plannmg—pregran+melaees—but—r5449t—hm4ted—te— Dlscharqe plannlnq must be

provided for all patients and his or her de3|qnee whlch is to |ncIude

Development of a dlscharqe plan WhICh includes input from the patient or

designee;
2-(B) Identification of the staff responS|bIe for the dlscharqe planning program

3+(C)

+elent|£red Educatlon reqardlnq |dent|f|ed dlaqnoses, treatment provrded,

medications, and follow up needed in a manner and format the patient or designee
can understand;

4.(D) Maintenance—of-a A complete and accurate list of community-based services,
resources, and facilities to—which—patients—can—bereferred for the patient or

designee to choose from to meet their post-hospltal care needs and

S+(E)

necessary Any transfer of necessary medlcal |nformat|on to facrlltate contlnwtv of

care upon discharge.

9—996—0—7 006 20(i) DISCHARGE PLANNING RECORD KEEPING REQUIREMENTS

manner—te—ensure—aeeuraey—and—easy—reme»tak Documentatlon of aII dlscharqe pIannlnq

and education provided to a patient or his or her designee must be retained in each
patient’'s medical record. This needs to include:
(1) The name of the persons who were involved in the discharge planning process
and their relationship to the patient;
(2) Information provided;
(3) Date and time the discharge information was provided to the patient or designee
along with the name and title of the person providing the education.

006.21 PERSONAL POSSESSIONS. Patient personal possessions or belongings brought
into the facility at the time of admission must be safequarded. The facility must maintain
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documentation of patient personal items upon admission and must reconcile them with the
patient and or designee upon discharge from the facility.

006.22 PLAN OF CARE. A plan of care is to be established according to each patient’s
individual needs which must be kept current throughout the hospital stay. The plan of care
must include a communication component which encompasses methods and interventions
outlining how facility staff need to communicate with the patient and their designee in a
manner and method the patient and designee can comprehend. The plan of care may be
interdisciplinary when appropriate to meet a patient’s needs.
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9-006.09E006.23 LABORATORY SERVICES. Laberatory Services: Each-hospital A licensee
must prowde cllnlcal Iaboratory services and—these—sewwqqay—be—mlable—en—me—memrses
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whetherprovided either directly by-the-hospital or through agreement, or contract, must which
comply with the federal Clinical Laboratory Improvement Amendments of 1988 as amended
{CLA),  Laboratory services must-be-under-the direction—of a—physician—preferably—a
patholegist: are to include:

(A) Identification of a physician who meets the qualifications for laboratory director,
preferably a pathologist.

(B) Necessary laboratory services and testing as determined by the medical staff;

(C) Emergency laboratory services, including urinalysis, complete blood counts, blood
typing and cross matching, and other necessary emergency laboratory services and
tests as determined by the medical staff;

(D) Receipt and reporting of tissue specimens; and

(E) Which tissue specimens require macroscopic examination and which tissue
specimens require both macroscopic and microscopic examination as determined by
the medical staff.

006.23(i) LABORATORY SERVICES RECORD KEEPING. All laboratory testing reports
and results must be maintained in the individual patient records to whom they apply.

006.23(ii) LABORATORY SERVICES PHYSICAL PLANT REQUIREMENTS. A licensee
is to have dedicated laboratory areas for sample collection, protection, analyzing, testing

and storage.

006.24 NUTRITIONAL SERVICES. Nutritional services must include:

(A) Assessment of a patient’s nutritional status by a licensed medical nutrition therapist;

(B) A therapeutic diet order for a patient may be written by the following professions, if
approved by the medical staff and credentialed by the licensed hospital, in
accordance with state and federal law:
(i) Medical Practitioner; or
(i) Licensed Medical Nutritional Therapist in accordance with Neb. Rev. Stat. § 38-

1813.

(C) Education on diet and nutrition in a language and format the patient or designee can
understand;

(D) A sufficient number of qualified and competent dietary and nutritional staff as
determined by each individual hospital needs on duty;
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(E) Menus to be planned, written, and followed:;
(F) Meals are to be served to patients at appropriate times and intervals; and
(G) The Nebraska Food Code must be met at all times.

006.24(i) NUTRITIONAL SERVICES PHYSICAL PLANT REQUIREMENTS. If food
preparation is provided onsite, a licensee is to have dedicated space and equipment for
the preparation, storage, and processing of meals. Food service physical environment
must comply with the Nebraska Food Code, except when used exclusively for activities or
training purposes.

006.24(ii) DINING AREAS. If provided, dining areas for patients must have an outside
wall with windows for natural light and ventilation and must not be in spaces used for
sleeping, offices or corridors. Each dining area needs to:
(1) Be furnished with tables and chairs that accommodate or conform to patient
needs;
(2) Have a floor area of 15 square feet per patient in existing facilities; and
(3) Allow for group dining at the same time in either separate dining areas, or a single
dining area, dining in 2 shifts or dining during open dining hours.

Medlcatlons dewces and _any bloloqwals must be under the superV|S|on of a Ilcensed

Nebraska pharmacist licensed-in—Nebraska or licensed Nebraska physician. The storage,
control, handling, compoundlngl and dlspensmg of drugs devices, and blologlcals must be in
accordance with Neb-—F
thereunder state and federal Iaw Anv Ilcensee that has a pharmacv or engages in the practice
of pharmacy must do so in accordance with the Pharmacy Practice Act. Each licensee must
identify a qualified, competent Nebraska licensed pharmacist designated as the pharmacist-

in-charge.
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006.25(A) HOSPITAL PHARMACY QUALITY ASSURANCE REPORT. All hospital
pharmacies must complete and submit a Hospital Pharmacy Quality Assurance Report
form and annual inventory of controlled substances to the Division of Public Health for
review.

006.25(A)(i) DUE DATE. The Hospital Pharmacy Quality Assurance Report and
inventory must be submitted no later than May 1 annually.

006.25(A)(ii) PLAN OF CORRECTION. If deficiencies are found in either the Hospital
Pharmacy Quality Assurance Report or the inventory the licensee must submit a plan

of correction.

006.26 MEDICATIONS, BIOLOGICALS AND DEVICES. Medications, biologicals, and
devices may only be provided to patients as legally prescribed by a medical practitioner and
administered by a health care professional who has medication administration included in their
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scope of practice and may only be dispensed by a Nebraska licensed pharmacist or a

Nebraska licensed physician with a dispensing permit. Pharmacy services are to include:

(A)

EEB EE Eb GRERE

2

8

A current policy and procedure manual regarding the administration and handling of
all medications and biologicals in the facility available to all staff at all times;

A documented count of all controlled substances completed every shift;

Authorized personnel permitted access to medications and biologicals;

Written procedures for the self-administration of medication, if applicable;
Medication error and adverse reaction reporting and documentation;

Information related to interactions, contraindications, side effects, toxicology, dosage,
indications for use, and routes of administration available to staff at all times;
Emergency medications and biologicals;

Checking for expired, mislabeled or otherwise unusable medications, devices or
biologicals on a regular basis, and method of keeping them from being used for
patients;

Dispensing of medications and biologicals;

If performed, compounding of medication must be done by personnel trained to
compound, in compliance with written procedures for the process of compounding
and in accordance with state and federal law;

The use, storage of, and provision of sample medications and biologicals;
Recording, reporting, and investigating the abuse or loss of any drugs and biologicals;
Storage of all drugs, devices, and biologicals in secured areas, and in accordance
with the manufacturer’s, distributor’'s, packager’s, or dispensing pharmacist’s
instructions regarding temperature, light, humidity, and other storage instructions;
Information regarding all drugs, devices, and biologicals administered, provided or
dispensed to a patient must be recorded and maintained in the patient’s medical
record. The record must contain the date of administration or provision; the
identification of the person who administered or provided the medication, device or
biological to the patient; the patient's medication allergies and sensitivities; any
refusal of medication by the patient or the patient’'s designee; and any time a drug,
device, or biological ordered by a medical practitioner has not been provided to the
patient in accordance with the medical practitioner’s order;

A complete and accurate record of all medications, devices, and biologicals received,
stored, administered, provided, dispensed or disposed of by the hospital must be kept
and maintained for a minimum of 7 years; and

Drugs, devices, and biologicals used as part of a clinical investigation must be
maintained in a locked and separate area from all other drugs, devices, and
biologicals, and must only be administered in accordance with the clinical study

protocol.
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9-007. PHYSICAL PLANT STANDARDS:. Allhospitals-must-be-desighed;constructed-and Each

building must be maintained in a manner that is safe, clean, and functional for the type of care

and treatment el prowded lhe—ehyaeat—plant—standa#ds#e#ae%es—wmeh—melude—euppert

set—feFth—betew— AII hospltal buﬂqus must complv with the Health Care FaC|I|tv Llcensure Act
175 NAC 1, the Nebraska State Fire Code, 2012 Edition Life Safety Code requirements, and this
chapter. Each building must comply with the following physical plant requirements unless
otherwise specified:

9—99—7—04—8—007 01 LAUNDRY SERVICES l:aeﬂelw— #—the—hespttal—preweles—laemd%y—sewrees—

, . - Laundry service may be
prowded on- S|te bv the faC|I|tv or via contract and is to be prowded in accordance with current,
standards of practice, and in @ manner to reduce any risk of cross-contamination or infection.
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A separate clean laundry supply storage area that is conveniently located to care and
treatment locations is to be provided.

9-007-.0182007.01(A) ON-SITE LAUNDRY. On-Site: {-on-site-services-are-provided;the
hospital-must-have—areas—dedicated—to—taundry- When on-site laundry services are

provided, water temperatures in laundry equipment must exceed 160 degrees Fahrenheit;
or the facility must use an acceptable sanitizer or disinfectant in accordance with the
manufacturer’s instructions.

007.01(B) CONTRACTED LAUNDRY. If contract services are used for laundry, separate
dedicated areas for soiled laundry awaiting pickup and for clean laundry are to be

provided.

007.01(C) BULK LAUNDRY. In new construction, if bulk laundry is performed, the facility
is to have separate soiled areas for sorting and washing and separate clean areas for
drying, folding and mending with separate soaking sinks. Hand washing sinks must be
located in the laundry area.

007.01(D) LINENS. An adequate supply of clean linens in good repair, with no holes,
visibly worn areas, or stains must be maintained for patient use. Storage areas are to be
conveniently located near patient care and treatment areas.
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and#em4m—and—te—m+mm+ze—me—transm+ss+en—ef—mfeeheu&d+sease& Medlcal and qeneral
waste must be handled in accordance with current standards of practice to reduce the risk of
cross-contamination or infection. This is to include separate areas to collect, contain, process,
and dispose of waste produced within the facility; and keeping all facility areas free of vermin.

heusekeepmg—eqmpment— A dedlcated room W|th a_service smk and space for storaqe of
supplies, housekeeping, and janitorial equipment must be provided.

9-007.02A2007.04 MEDICATION STATION. Medication-Station: The-hospital A dedicated
medication station must have-a-medication-station be provided for the storage and distribution
of drugs-and-reutine medications, biologicals, and devices. Distribution may be done from a
medicine preparation room or unit, from a self-contained medicine-dispensing unit, or by
another system. If used, a medicine preparation room or unit must be under visual control of
nursing staff and must contain a work counter, sink, refrigerator, and double-locked storage
for controlled substances.

9-007.02A3007.05 UTILITY AREA. Utility Areas: Fhe-hospital-must-have-a A work area is to
be provided where clean materials are assembled. The work area must contain a work
counter, a handwashing fixture, and storage facilities for clean and sterile supplies. If the area
is used only for storage and holding as part of a system for distribution of clean and sterile
supply materlals the work counter and handwashing flxtures may be omltted ArhesertaLmHst




DRAFT NEBRASKA DEPARTMENT OF
03-21-2023 HEALTH AND HUMAN SERVICES 175 NAC 9

9-007.02B007.06 EQUIPMENT AND SUPPLIES. Equipment-and-Supplies: Equipment and
supplies required for care and treatment must be provided at the facility. The hespital facility
must have space to store, services—and-space-to distribute, maintain, clean, and sanitize
durable medical instruments, equipment, and supplies out of the path of normal traffic regquired
for-the—care—and-treatment-performed-in—thehospital. Durable medical equipment is to be
tested and calibrated in accordance with manufacturer's recommendations.  The
documentation of testing results and calibrations are to be maintained for a minimum of 7

years.

sterlle processing is completed onsite, it must be done in accordance with current standards
of practice.

007.08 ENDOSCOPE CLEANING AND REPROCESSING. Cleaning and reprocessing of
contaminated endoscopes must be completed in accordance with current standards of
practice, in a room dedicated for this function, which is separate from the area where
endoscopic procedures are performed

007.09 INPATIENT ROOMS. Inpatient rooms are to have sufficient space for sleeping,
privacy, furniture, and belongings, and to provide inpatient care and treatment. These rooms
must:

Not be located in any garage, storage area, shed or similar detached building;

Not be accessed through a bathroom, food preparation area, laundry or another
patient room;

Be located on an outside wall or atrium with a window with a minimum glass size of
8 square feet per patient. The window is to provide an unobstructed view of at least
10 feet;

Contain at least 25 cubic feet of storage volume per patient; and

Have a minimum floor area of 100 square feet for single patient rooms and 80 square
feet per bed for multiple patient rooms, with a maximum of 2 beds in new construction.
Have doors that provide privacy yet not create seclusion or prohibit staff access for
routine or emergency care.

e BE

B DB
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007.10 TOILET ROOMS. Toilet rooms with hand washing sinks must be provided for patient
use. Existing facilities must have a toilet and sink adjoining each bedroom or may have one
shared toilet fixture per 4 licensed beds. Doors for toilet and bathing rooms must provide
privacy yet not create seclusion or prohibit staff access for routine and emergency care as
needed. In new construction, all toileting and bathing rooms used by patients with less than
500 square feet must not have doors that swing solely inward.
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007.11 BATHING ROOMS. A bathing room consisting of a tub or shower must be provided
adjacent to each bedroom or as a central bathing room on each floor where inpatient rooms
are located. Tubs and showers are to be equipped with hand grips or other assistive devices
as needed to meet patient needs.

9-007.03F007.12 ACTIVITY AREAS. Activity-Areas: If provided, activity areas must are to
have dedicated space for patient socialization and leisure time activities that must not be used
for sleeping, offices or as a corridor. The area may be combined with dining areas. The area
is to:

(A) Have furnishings to accommodate group and individual activities;

(B) Have a floor area of at least 15 square feet per patient; and

(C) Be available for all patients.
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007.13 CUBICLES. Patient care and treatment cubicles must have a minimum floor area of
60 square feet with at least 3 feet between bedsides and adjacent side walls or curtains.

007.14 EXAMINATION ROOMS. Each examination room must have a minimum floor area of
80 square feet and a minimum of 3 feet clear dimension around 3 sides of the examination
table or chair.

9-007.03J007.15 ISOLATION ROOMS. iselation-Reems: The number and type of isolation
rooms in a hospital must are to be determined by the hespital-and licensee based upon an
infection control risk assessment and individual facility needs. Each facility must have at least
one room capable of isolating patients which has an adjoining toilet room.

9-007.03K007.16 OBSERVATION AREAS. Observation—-Areas: If thehospital-provides
medical observation, extended recovery or behavior intervention methods—the-hospital is
provided, the licensee must provide one or more appropriately equipped rooms for patients
needing requiring close supervision based on the needs of the patient and the care and
treatment provided. Each room must is to:

Ensure patient privacy;

Have a system in place for the patient to call or summon for assistance if needed;
Have appropriate temperature control, ventilation, and lighting;

Be void of unsafe wall, ceiling fixtures, and area with sharp edges;

Have a way for staff to observe the patient from outside the room, so that all areas of
the room are observable; and

Be equipped to minimize the potential of the patient’s escape, injury, suicide or hiding
of restricted substances.

@ mElkE

007.16(i) OBSERVATION AREA DOORS. Doors may be used to prevent escape and
create seclusion where therapeutically required, such as for emergency protective
custody, detoxification and in psychiatric locations.
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9-007.035007.17 CORRIDORS. Cerriders: Fhe-hespital Building corridors must be wide
enough to allow passage and be equipped as needed by for the patient with safety and
assistive devices to minimize injury. All stairways and ramps must have handrails.
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9-007.034U007.18 OUTDOOR SPACES. Outdeor-Areas: Any outdoor area for patient usage

provided-by-the-hospital is to must be equipped and situated to allow for patient safety and
abilities.

9-007-03¥007.19 HANDWASHING SINKS. Handwashing-Sinks: The-hospital-must-provide
a- A handwashing sink equipped with towels and soap dispenser must be provided in close
proximity of all examination, treatment, isolation, and procedure rooms; available to every four
care and treatment cubicle locations; and a twe scrub sinks must be provided near the
entrance of each operating room

9-007.03\W007.20 PRIVACY. Privaey: In multiple bed patient rooms, visual privacy, and
window curtains must be provided for each patient. In new facilities and new construction,
the curtain layout must totally surround each care and treatment location which-will and not
restrict access to the entrance to the room, lavatory, toilet, or enclosed storage facilities.

9-007.03Xx007.21 FINISHES. Einishes:
finishes: Special room finishes must be provided, including:

4(A) Washable room finishes provided in procedure rooms, existing isolation rooms,
sterile processing rooms, workroom, laundry, and food-preparation areas must have
smooth, non-absorptive surfaces which are not physically affected by routine
housekeeping cleaning solutions and methods. Acoustic and lay-in ceilings, if used,
must not interfere with infection control. Perforated, tegular; serrated cut, or highly
textured tiles are-not-acceptable cannot be used.

2-(B) Scrubbable reem finishes provided in all operating rooms and new isolation rooms
must have smooth, non-absorptive, non-perforated surfaces that are not physically
affected by harsh germicidal cleaning solutions and methods.

9-007.04007.22 BUILDING SYSTEMS. Building-Systems: Hospitals—must-have bBuilding
systems that-are are to be designed, installed and operated in sueh a manner as to provide
for the safety, comfort, and well-being of the patient and must include the following:-

007.22(A) CALL SYSTEMS. Call systems must be operable from procedure, treatment,
operating rooms, recovery areas, toilet rooms, and bathing rooms. The system must
transmit a receivable signal to on-duty staff which readily notifies staff and identifies the
locations where the call was activated. The type of call system utilized must be able to be
modified to meet individual patient needs. If patients are unable to activate the call, there
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must be a device the patient, designee or staff can utilize to summon other staff for
assistance as needed.

007.22(B) ELECTRICAL SYSTEM. An electrical system must have the capacity to
maintain the care and treatment services that are provided.

007.23 ESSENTIAL POWER SYSTEM. A licensee must maintain an emergency power
system for all essential care and treatment areas, lighting, medical gas systems, nurse call
systems, and any area that utilizes general anesthetics or electrical life support systems.

007.23(A) FUEL SOURCE. Electrical support equipment must maintain essential power
systems and must have an on-site fuel source. The minimum fuel source capacity must
allow for non-interrupted system operations.

9-0074.04C6007.24 HEATING AND COOLING SYSTEMS. Heatingand-CoelingSystems: Fhe

heospital A licensee must provide a heating and air conditioning system ferthe-comfort-of-the
patient-and-capable-of to maintaining thetemperature-in-patient-care-and-treatment areas-as
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follows: inpatient room temperatures at a level comfortable for each patient. Floors in
operating, procedure, and other locations subject to wet cleaning methods or body fluids must
not have openings to the heating or cooling system.

9-007.04C4007.24(A) Surgical areas must have heating and cooling systems that are
capable of producing room temperatures at a range between 68 and 73 degrees
Fahrenheit and humidity at a range between 30 and 60% relative humidity.

9-007.04C5007.24(B) Airflow must move from clean to soiled locations. In new
construction, air movement must be designed to reduce the potential of contamination of
clean areas.
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9-007.04E2007.25 ILLUMINATION LEVELS. All—faciliies—must—provide mMinimum
illumination levels which are measured at 30 inches above the floor in multiple areas in the
room must be provided as follows:

General purpose areas: 5 foot candles;

General corridors: 10 foot candles;

Personal care and dining areas: 20 foot candles;

Reading and activity areas: 30 foot candles;

Food preparation areas: 40 foot candles;

Hazardous work surfaces: 50 foot candles;

Care and treatment locations: 70 foot candles;

Examination task lighting: 100 foot candles;

Procedure task lighting: 200 foot candles; and

Surgery task lighting: 1000 foot candles.and

BEELE5ERE
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9-007.04H007.26 MEDICAL GAS SYSTEMS. MedicalGas-System: The-hospital-mustsafely
provide mMedical gas and vacuum by means of portable equipment or building systems as
required by-patientreceiving for the type of care and treatment provided at the facility must
be provided safely. The hospital must identify portable and system components and
periodically test and approve all medical gas piping, alarms, valves, and equipment used for
patient care and treatment. Documentation of such testing and approval must be retained for
a minimum of 7 vears. All medical gas systems must comply with the requirements of 153
NAC 1, the Nebraska State Fire Code, and Life Safety Code requirements.

007.27 WATER AND SEWER SYSTEMS. An accessible and safe potable supply of water
must be available and maintained. Where an authorized public water supply of satisfactory
quality, quantity, and pressure is available, the facility must be connected to it and must use
it exclusively. All water distribution systems must be protected with anti-siphon devices and
air-gaps to prevent contamination. All licensees must maintain a sanitary and functioning
sewage system and the following:

(A) The collection, treatment, storage, and distribution potable water system of a facility
that reqularly serves 25 or more individuals must be constructed, maintained, and
operated in_accordance with The Nebraska Safe Drinking Water Act, and its
implementing requlations;

(B) The collection, treatment, storage, and distribution potable water system of a facility
that reqularly serves less than 25 individuals on a regular basis must be maintained
and operated as if it were a public water system in accordance with The Nebraska
Safe Drinking Water Act, and its implementing regulations; and

(C) Continuously circulated, filtered, and treated water systems must be provided as
required for the care and treatment equipment used.

007.28 VENTILATION SYSTEM. Exhaust and clean air must be provided to prevent the
concentrations of contaminants which could impair health or cause discomfort to patients and

employees.
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007.28(A) MECHANICAL EXHAUST VENTILATION. Buildings with new construction
must have a mechanical ventilation system which provides minimum air exchanges per
hour at the following rates:

(i) Care and treatment areas, 5 exchanges per hour;

(i) Procedure and isolation areas, 15 air exchanges per hour; and

(iii) Operating rooms, 20 air exchanges per hour.
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9-008. OPTIONAL SERVICES AND REQUIREMENTS. BENIALREFUSAL TO-RENEW._OR

PISCIPLINARY-ACHON A licensee may choose to provide any of the optional services outlined
below. Services must be provided in accordance with current standards of practice and directed

by a medical practitioner as determined by the facility unless specified otherwise. If these services
are provided, the following are applicable:
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008.01 CRITICAL CARE SERVICES. Critical care services such as intensive care, coronary
care, intensive newborn nursery, burn unit, transplant center, or wound treatment center are
to include:

(A) Supervision of each unit by a qualified and competent registered nurse;

(B) Qualifications and competency needed for each person assigned to work in the unit;

(C) Medical and nursing staffing coverage for each unit; and

(D) Written admission and discharge criteria for each unit.

008.02 EMERGENCY SERVICES. Emergency services provided must be in compliance with
the Emergency Medical Treatment and Labor Act; 42 CFR § 489.24: 42 CFR § 489.20 (I),
(m), (q), and (r), on the effective date of this chapter. This service must be provided under
the direction of a practitioner who is trained in emergency care and management and is to
include:
(A) 24 hour per day medical and nursing staff coverage, with medical staff and
registered nurses on call;
(B) Personnel qualifications and competency needed to carry out the written emergency
procedures and anticipated needs of the hospital; and
(C) Emergency drugs, devices, biologicals, equipment, and supplies must be on hand
and immediately available for use in the emergency area to treat life-threatening
conditions.
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008.02(i) EMERGENCY SERVICES RECORDKEEPING REQUIREMENTS. An

emergency log must be maintained that includes:

BRRERRE

Patient full name and date of birth;

Date, time, and method of patient’s arrival to the Emergency Room;

Physical findings;

Name of treating practitioner;

Disposition, including time, and location patient was discharged to;
Documentation of assessments and any testing completed; and

Documentation of any medications, biologicals, or devices provided to the

patient.

008.02(ii)) NOTIFICATION. If the facility ceases to provide emergency services, the

Division of Public Health Licensure Unit needs to be notified in writing as soon as possible.

008.02(ii) EMERGENCY SERVICES PHYSICAL PLANT REQUIREMENTS. Dedicated

space for emergency care and treatment must be provided which includes:

@)
2)
3)

“)

A well-marked, illuminated, covered, and grade level entrance for both emergency
vehicle and pedestrian access;

A waiting area for patients and visitors that is in the direct observation of the
reception, triage, or control station;

Storage areas for general medical and surgical emergency supplies, medications,
and equipment which are under staff control and out of the path of normal traffic;
and

A toilet room with hand washing sink that is convenient to treatment or procedure
rooms.

008.03 HEMODIALYSIS SERVICES. Hemodialysis services must satisfy all the elements of

the Conditions of Coverage as an End-Stage Renal Disease facility 42 CFR § 405.2101,

Subpart U, and 42 CFR § 494.62 on the effective date of this chapter and 175 NAC 1.

008.04 OBSTETRICAL AND NEWBORN SERVICES. Obstetrical and newborn services

provided are to include:

(A) Written policies and procedures outlining the care and treatment for prenatal,

postnatal, and newborn patients;

Appropriate attire to be worn during labor, delivery, and in the nursery;

Staffing, including on call availability;

Supervision of nursing care provided in labor, delivery, and in the nursery by a

qualified reqistered nurse;

m Sl

Written directions outlining the use of oxytocic drugs and the administration of

anesthetics, sedatives, analgesics, and any other drugs, devices, and biologicals in

accordance with state and federal law;

The flow of staff between the obstetric and newborn units, and other patient care

areas;
Staff responsibilities during induction or augmentation of labor;

Visitation and attendance during the birth process;

Required laboratory testing;

cEER B

Written transfer criteria for both mother and newborn;
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(K) Discharge criteria, including written discharge instructions in a manner_and format
which the mother or their designee can understand:;

(L) Reporting requirements;

(M) Emergency care, treatment, and equipment needed to be immediately available; and

(N) Written procedures outlining the identification and safequarding of the newborn
immediately after birth until discharge.

008.04(i) PERMANENT OBSTETRIC ADMISSION AND DISCHARGE PATIENT INDEX.
An index must be maintained that includes:

Full name and date of birth of the patient;

The patient identification number assigned by the facility;

Date and time of admission and discharge;

Name of admitting physician or certified midwife;

Type of anesthesia provided:;

Time of birth;

Gender of newborn; and

Place to which mother and newborn were discharged or transferred.

ERREERRE

008.04(ii) OBSTETRICAL AND NEWBORN PHYSICAL PLANT REQUIREMENTS.
Dedicated space and equipment for the provision of obstetrical and newborn services
must be available.

008.05 PEDIATRIC SERVICES. Pediatric services provided is to include:

(A) Location of pediatric patients must be in an area apart from adult patients and
newborn infants;

(B) Drugs, devices, biologicals, equipment, and supplies suitable for the treatment of
pediatric patients;

(C) Methods to safequard pediatric patients while they are under care and treatment in
the facility; and

(D) Conditions under which parents may stay or ‘room in’ with pediatric patients.

008.06 SURGICAL SERVICES. Surgical services is to include:
(A) Surgical services are provided only by medical practitioners who are privileged at the

facility to conduct the specific surgical care and treatment they are privileged to
provide;

Restrictions on access to the surgical suite and recovery room areas;

Attire worn by staff in the surgical suite and recovery room areas;

Sterilization and disinfection of equipment and supplies;

Aseptic surveillance and practice;

Responsibility for the supervision of the surgical suite and recovery room;
Immediate availability of an emergency call system, cardiac_monitor; defibrillator,
suction and emergency airway supplies;

Availability of blood and blood products;

The requirement for patient history and physical examination;

The requirements for testing and disposal of surgical specimens;

The circumstances that require the presence of an assistant during surgery;
Discharge criteria;

Reporting requirements;

EEBEEE BREBERE
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(N) The procedures for handling infectious cases;
(O) Immediate post-surgical care; and
(P) Requirements for operative and surgical reports.

008.06(i) SURGICAL SERVICES RECORD KEEPING REQUIREMENTS. A roster must

be maintained in the surgical suite which delineates the surgical privileges granted to each

medical practitioner; and an up to date operating log must be maintained that includes:

BRRERRE

Full name, date of birth, and identification number of each patient;

Date, starting and ending times for each surgical procedure;
Surgical procedure or procedures performed;

Name of the surgeon and any assistants;

Name of nursing personnel, both scrub and circulating;
Type of anesthesia utilized during the procedure; and

The name and title of the person administering anesthesia.

008.06(ii)) SURGICAL SERVICES PHYSICAL PLANT REQUIREMENTS. Dedicated

space and equipment for the types of surgical procedures provided by the facility must be

available, which includes:

(1)

(2)

[=

e B

)

A preoperative patient area with sufficient space and equipment to accommodate
both ambulatory and non-ambulatory patients under the direct visual control of
the nursing staff;

Operating rooms for major surgical procedures that require general or regional
block anesthesia and support of vital bodily functions with a minimum floor area
of 300 square feet and a minimum of 16 feet of clear dimension;

Procedure rooms for invasive and minor surgical procedures performed in
conjunction with oral, parental, or intravenous sedation or under analgesic or
dissociative drugs have a minimum floor area of 200 square feet and a_minimum
of 14 feet clear dimension;

Treatment rooms for procedures performed under topical, local, or regional
anesthesia without pre-operative sedation have a minimum floor area of 120
square feet and a minimum of 10 feet clear dimension;

A recovery area containing a medication station, hand washing sink, charting
area, and equipment and supply storage space;

A dressing area must be provided when the hospital provides outpatient surgeries
which has patient dressing and toilet rooms separate from staff gowning areas;
and

Housekeeping and soiled utility areas exclusively for the surgical suite.

008.07 ANESTHESIA SERVICES. Anesthesia services is to include:

(A)

mEloR

Provision of anesthesia by medical or nurse anesthetist students under the

supervision and direct oversight of an individual qualified to administer anesthesia in

their scope of practice;

Equipment maintenance;

Safety measures to guard against hazards;

Infection control measures; and

The maintenance, cleaning and use of equipment to ensure patient safety and to

minimize the risk of the transmission of infection.
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008.08 REHABILITATION SERVICES. Rehabilitation services is to include:
(A) The scope and care of services provided at the facility;
(B) Staff qualifications, competency, and credentialing requirements;
(C) The provision of therapy in accordance with written medical practitioner orders;
(D)
(E)
(F)

Coordination with other services in the hospital;

Treatment plan documentation and record keeping requirements; and

The maintenance, cleaning, and use of therapy equipment, to ensure patient safety
and to minimize the risk of the transmission of infection.

008.09 RESPIRATORY CARE SERVICES. Respiratory care services is to include:
(A) Supervision by a qualified respiratory care practitioner;
(B) The provision of respiratory care services by qualified personnel, acting within their
scope of practice;
(C) Coordination with other services in the facility;
(D)
(E)

Treatment plan documentation and record keeping requirements; and
Types of equipment needed to provide the scope of care provided in the facility, along
with cleaning, maintenance, and calibration requirements.

008.10 OUTPATIENT SERVICES. Outpatient services is to include:
(A) The provision of outpatient services in accordance with medical practitioner orders;
(B) Staffing to meet the needs of the patients as determined by the facility;
(C) Documentation and record keeping requirements to integrate the outpatient medical
record with the patient’s existing inpatient record, if applicable; and
(D) Equipment needed to provide the scope of care provided in the facility, along with
cleaning, maintenance and calibration requirements.

008.11 ALZHEIMER’'S, DEMENTIA, AND RELATED CONDITIONS SERVICES. Licensees
that provide inpatient services for patients with these conditions in a distinct unit must ensure
personalized patient rooms, activity areas, separate dining areas, and must include features
that support patient orientation to their surroundings; areas for specialized treatment and care;
hand washing sinks; secured storage for equipment and supplies; call and security systems
and an area for medication storage and distribution.

008.12 SOCIAL WORK SERVICES. Social work services provided are to be directed by a
master’s degree prepared social worker. Services must include:
(A) The scope and care of patients receiving social work services, including the role in
intervention, discharge planning and referral for patients;
(B) Assessment of personal and social functioning of patients;
(C) Record keeping and retention requirements; and
(D) Coordination with other services provided to patients in the hospital.

008.13 PSYCHIATRIC OR MENTAL HEALTH SERVICES. Psychiatric or mental health
services in a distinct unit are to ensure a therapeutic environment that provides for both patient
and staff safety. Patient rooms must have:
(A) Tamper-resistant air distribution devices, lighting fixtures, sprinkler heads, and safety
devices;
(B) Ventilation, exhaust, heating and cooling components that are inaccessible to

patients;
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(C) Bedroom, toilet, and bathing room doors that are not lockable or capable of being
obstructed from within; and
(D) Electrical outlets protected by ground fault interrupting devices.

008.14 IN PATIENT HOSPICE SERVICES. Inpatient hospice services provided in a distinct
unit must have private patient rooms, space to accommodate overnight stays, dining, and
visiting spaces for family and visitors.

009. SPECIFIC HOSPITAL REQUIREMENTS. Each licensee must choose which type of hospital
they wish to operate, with specific requirements as set out in the Health Care Facility Licensure
Act and this chapter.

009.01 CRITICAL ACCESS HOSPITAL REQUIREMENTS. A licensee of a critical access
hospital must satisfy all of the elements of the Conditions for Participation for Critical Access
Hospitals as set out in C.F.R § 485 Subpart F, and C.F.R. § 485.625 on the effective date of
this chapter. Critical access hospitals must:
(A) Have 25 acute inpatient beds or less;
(B) Ensure the average length of stay for acute inpatients does not exceed 96 hours;
(C) Provide emergency services on a 24-hour basis;
(D) Have a formal agreement with at least one licensee of an acute care hospital; and
(E) Have formal agreements for:
(i) Emergency and nonemergency transportation; and
(ii) Back up medical and emergency services.

009.02 GENERAL ACUTE HOSPITAL REQUIREMENTS. Each licensee of a general acute
hospital must satisfy all the elements of the Conditions of Participation for Hospitals as set out
in42 C.F.R § 482 and 42 C.F.R § 482.15 on the effective date of this chapter.

009.03 LONG-TERM CARE HOSPITAL REQUIREMENTS. Each licensee of a psychiatric or
mental hospital must satisfy the Conditions of Participation for Psychiatric Hospitals as set out
in 42 C.F.R §§ 482.60 through 482.62, and C.F.R. § 482.15 on the effective date of this

chapter.

009.04 PSYCHIATRIC OR MENTAL HOSPITAL REQUIREMENTS. Each licensee of a
psychiatric or mental hospital must satisfy the Conditions of Participation for Psychiatric
Hospitals as set outin 42 C.F.R § 482.60 through 482.62, and C.F.R. § 482.15 on the effective
date of this chapter.

009.05 REHABILITATION HOSPITAL REQUIREMENTS. Each licensee of a rehabilitation
hospital must satisfy all the elements of the Conditions of Participation for Hospitals as set out
in 42 C.F.R §482, and C.F.R. § 482.15 on the effective date of this chapter and the following:

(A) The direction and supervision of all rehabilitation services is provided by a fulltime
physician member of the medical staff who is trained in rehabilitation medicine;

(B) Physical therapy, occupational therapy, speech pathology, and audiology, social
work, psychological, and vocational services must be organized and supervised by
qualified professional personnel credentialed in Nebraska when required and who
have been approved by the licensee;
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A written preadmission screening procedure is implemented to review each
prospective patient’s condition and medical history to determine whether the patient
is likely to benefit significantly from an intensive inpatient rehabilitation program prior
to accepting the patient for treatment;

A plan of treatment for each inpatient is established, implemented, reviewed, and
revised as needed by a physician in consultation with other professional personnel
who provide services to the patient; and

There _must be a multidisciplinary team approach in the rehabilitation of each
inpatient, as documented by periodic clinical entries made in the patient’s medical
record to note the patient’'s status in relationship to goal attainment. Team
conferences must be held at least every 2 weeks to determine the appropriateness
of treatment.

RURAL EMERGENCY HOSPITAL REQUIREMENTS. A licensee of a rural

emergency hospital must satisfy all of the elements of the Conditions for Participation for Rural

Emergency Hospitals as set out in C.F.R 8§ 485.500 to 485.546 on the effective date of this

chapter.






Centers for Medicare & Medicaid Services, HHS

(N) Have equivalent training and ex-
perignce as determined by the National
Board for Respiratory Therapy. Inc.

k<) respirarory  therapy technician
must—

(1) Bellicensed by the State in which
practicing, if applicable:

(2) Hawvesuccessfully completed a
training progrom accredited by the
Committees om\Allied Health Edu-

cation and Accreditation [CAHEA) in

collaboration with “he Joint Rewview
Committee for Respikatory Therapy
Education: and

(3 Either—

{i) Be eligible to take thg certifi-
cation examination for respiratory

therapy technicians administered by
the ational Board for Respiratory
Therapy. Inc.: or

(ii) Have equivalent training and e

erience as determined by the National

oard for Respiratory Therapy. Inc.

(1Y A social worker must—

(1) Be licensed by the State in which
practicing. if applicable:

(2) Hold at least a bachelor’s degree
from a school accredited or approverd
by the Council on Social Work Edu-
cation; and

{3) Have | year of social worls experi-
ence in a health care setting.

(m) A speech-language pathologfs:t
must meet the qualifications set fgrech
in §4835. 70591 of this chapter.

M8 FR 55293. Dec. 15. 19582, Redesigndted and
amendad at 50 FR 3304, Aug. 16 WA85: 5l FR
41352, Nov. 14, L986: 60 F R 2327, Jag. 9. 1995]

+485.74

The appeal provisio set forth in
part 498 of this chapter. for providers,
are applicable to apfy entity that is
participating or seglts to participate in
the Medicare progrfam as a CORF.

[48 FR 56293. Dec /15, 1982, as amended at 52
FR 22454, June 127 1587]

Appeal rights.

SubpGrts C-E | Reserved]

Subpaff F—Conditions of Partici-
pation: Crtical Access Hos-
pitals (CAHs)

SOURCE: 58 FR 30671, May 26, 1993, unnless
drherwise notad.

§485.603

& 485601

[a} Srarurory basis. This subpart As
based on section 1820 of the Act which
sets forth the conditions for dfsig-
nating certain hospitals as CAHs,

(b) Scope. This subpart sets fofth the
conditions that a hospital myst meet
to be designated as a CAH.

|58 FR 30671, Maxw 26, 1993, as aghended at B2
FR 45037. Aug. 29. 1097]

Basis and scope.

% 483602
As used in this subpart,
context indicates othefwise:
Direct services mghns services pro-
vided by employed staff of the CAH,
not services provifled through arrange-
ments or agreepents.

159 FR 45403, Sapt. 1. 1904, as amended at 62
FR 46037 Aag. 29, 1907]

Definitions.

unless the

S 835603

¥ rurgl health network is an organi-
zation/that meets the following speci-
ficat¥ons:

(#) Inincludes—

1) A® least one hospital that the
State haj designated or plans to des-
ignate as a\CAH: and

(2) At ledst one hospital that fur-
nishes acute dare services.

(b) The members of the organization
have entered iRro agreements regard-
ing—

11} Patient refertal and transfer:

{2} The dewvelopmient and use of com-
munications systemb,. including. where
feasible, telemetry Systems and sys-
tems for electronic shyring of patient
data: and

(2) The provision of elpergency and

ural health network.

nonemergency transportagion among
members.
ic) Each CAH has an agreégent with

respect to credentialing and gyality as-
surance with at least—

{1) One haspital that is a member of
the network when applicable:

{2} One QIO or equivalent entitvi\or

{31 One other appropriate and guali-
fied entity identified in the State rigal
health care plan.

[58 FR 30671. May 26. 1993 as amended at 62
FR 46035, Aug. 20. 1997: 63 FR 26359. May 12,
1908

501
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435604

Staff that furnish services in a CAH
must meet the applicable requirements
af this section.

{a) OVjnical nurse specialisze. A clinical
nurse specialist must be a person who
performs “she services of a clinical
nurse specialist as authorized by the
State, in accondance with Stace law or
the State regulytory mechanism pro-
wided by State law

(b) Nurse pracsitioner. A nurse practi-
ticner must be a Xxegistered profes-
sional nurse who is cirrently licensed
to practice in the StateNwho meests the
State's requirements gyverning the
qualification of nurse practitioners,
and who meets cne of the\ fallowing
conditions:

(1) Is currently certified as a primary
care nurse practitioner 'b}f the Wmer-
ican Nurses' Association or by the\Na-
tional Board of Pediatric Nurse Practi-
tioners and Associates.

(2) Has successfully completed a |
academic vear program that—

(i) Prepares registered nurses to per-
formx an expanded role in the delivery
of primary care:

(ii) Includes at least 4 menths (in ghe
aggregate) of classroom instrugfion
and a component of supervised clinical
practice: and

(iii) Awards a degree. diplomg/ or cer-
tificate to persons who sugcessfully
complete the program.

{3) Has successfully compfleted a for-
mal educational prografmn  for pre-
paring registered nursey/to perform an
expanded role in the /delivery of pri-
mary care) that doeg/not meet the re-
quirements of paragraph (al(2} of this
section. and has beén performing an ex-
panded role in thé delivery of primary
care for a total gf 12 months during the
18-month period immediately preceding
June 25, 1093,

(c) FPhysicfan assisrant. A physician
assistant 1fust be a person who meets
the appligable State requirements gov-
erning tle qualifications for assistants
to prigdary care physicians. and who
meets/at least one of the following con-
ditians:

(Yf Is currently certified by the Na-
tighal Commission on Certification of

wsician Assistants to assist primary
fare physicians.

Porsonnel gualifieations.

42 CFR Ch. IV (10-1-05 Ediition}

(2) Has satisfactorily completed a

program for preparing physician Assist-
ants that—
(i) Was at least one academj€ vear in

length:

(ii) Consisted of supervided clinical
practice and at least 4 mpbnths iin the
agaregate) of classroomAnstruction di-
rected toward preparing students to de-
liver health care: and

(iii) Was accredited by the American

Medical Associatign's Committee on
Allied Health Edy€ation and Accredita-
tion.

(3) Has satyfactorily completed a
formal educgfional program (for pre-
Paring ph}‘s'cian assistants) that does
not meet /Ahe requirements of para-
graph (c}if) of this section and has been
assisting primary care physicians tor a
total of 12 months during the [3-month
period immediately preceding June 25,
1063,

[58 AR 30671, hay 26. 1993 as amended ac 62
FE 48037, Sag. 20, 1097]

4835606 Designation and cerification
of CAHs.

a} CTriteria for Srare designation. (1) A
State that has established a Medicare
rural hospital flexibility program de-
scribad in section 1820(c) of the Actk
may désignate one or more facilities as

CAHs if each facility meets the CAH
conditiens of participation in this sub-
part F.

(2) The Sxate must not deny any hos-
pital that i3\ otherwise eligible for des-
ignation as 3 CAH under this para-
graph {a) solélyv because the hospital
has entered inko an agreement under
which the hagpital may provide
posthospital SNF\care as described in
5482.66 of this chapher.

iby Criteria for EMS cercification.
CMS certifies a Facility as a CAH if—

(1) The facility is dgsignated as a
CAH by the State in whigh it is located
and has been survewved by the 5State
survey agency or by ChS agd found to
meet all conditions of partidpaticn in
this Part and all other applicable re-
quirements for participation W FPart
489 of this chapter.

{2) The facility is a medical aksist-
ance facility operating in Montanakr a
rural primary care hospital designated
by CMS before August 5. 1807, and |
otherwise eligible to be designated as a

a2



Centers for Medicare & Medicaid Services, HHS

AH by the State under the rules in
this subpart.

162 KR 46035. Aug. 29. 1997, as amended at 632
FR 28350, Maxy 12 1293]

2 485608, Condition of porticipation:
Complance with Federsl. Stace.
and loex] laws and regulations.

The CAH andl_its staff are in compli-
ance with applicable Federal. State
and lecal laws andgegulations.

(a) Srandard: CompNiance with Federal
laws and regularions NJThe CAH is in
compliance with applicable Federal
laws and regulations related to the
health and safety of patienty.

(b) Srandasrd: Compliance “ith Srate
and local lavs and regulations\ All pa-
tient care services are furnished in ac-
cordance with applicable Stat and
lacal laws and regulations.

\c) Srandard: Licensure of CAH e
CAH is licensed in accordance with a
plicable Federal. State and local laws
and regulations.

(d) Srandard: Licensure, certification or
registration of personnel. Stalt of the
CAH are licensed. certified., or reg-
istered in accordance with applicable
Federal, State. and lacal laws and reg,
ulations.

[58 FR 30571, hMay 25. 1993, as amended G2
FR 48037, Ang. 29, 1997]

2 4835.610 Condition of

Stutus and lecation.

fa) Srandard- Status. The fgtility is—

(1) & currently participatifig hospital

that meets all conditions &f participa-
tion set forth in this subpért:

(2) A recently closed facility,
vided that the facility
(i) Was a hospital
ations on or after Yhe date that is (0

wvears before Novenidber 20, 1900: and

{ii) Meets the cfiteria for designation
under this subpart as of the effective
date of its desjignation: or

particjpution:

pro-

hat ceased oper-

{3 A healtid clinic or a health center
fas defined v the State) that—

(i) Is licensed by the State as a
health clinic or a health center:

Lid) NYas a hospital that was
downsfzed to a health clinic or a health
centgr: and

(i4i) As of the effective date of its
designation, meets the criteria for des-
ifnation set forth in this subpart.

§485.610

ib) Srandard: Locarion in a rural area
or trearmennt as rural. The CTAH meéts
the requirements of either paragyaph
By (1) or (b)i2) or (b)(3) of this sectjon.

(1) The CAH meets the following re-
quirements:

(i) The CAH is located owAside any
area that is a Metropolitan/Statistical
Area. as defined by the OHfice of hMan-
agement and Budget. or fhat has been
recognized as urban upder §412.64(b),
excluding paragraph (bf(3) of this chap-
ter:

{ii} The CAH has/not been classified
as an urban hospit4l for purposes of the
standardized payment amount by ChiS
or the Medicarg Geographic Classifica-
tion Review Board under §412.230(e) of
this chapter/and is not among a group
of hospitalf that have been redesig-
nated to #n adjacent urban area under
§412.232 4f this chapter.

2y THhe CAH is located within a Met-
ropoliftan Statistical Area, as defined
e the Office of Management and Budg-
2t /but is being treated as being located
i a rural area in accordance -with
R41A103 of this chapter.

{3) Effective only for October 1, 2004
through September 30, 2006, the CAH
does not meet the location require-
ments in either paragraph (b)il) or
(b1(2) of this section .1n§ is located in a
county” that\ in FY 2004, was noc part of
a Merropolitgn Statistical Area as de-
fined by the Office of Management and
Budget, but as‘of FY 2005 was included
as part of such Ygyn M3SA as a result of
the most recent cknsus data and imple-
mentation of the new W5A definitions
announced by OMB §n June 6, 2003,

lc) Srandard- Location relative ro other
facilities or necessaryv\ provider certifi-
cation. The CAH is located more than a
I5-mile driwve {or. in the Rase of moun-
tainous terrain or in areds with only
secondary roads awvailableN a 13-mile
drive) from a hospital or another CAH,
or before January 1, 2006, thg CAH is
certified by the 5S5tate as being a nec-
essary provider of health care syrvices
to residents in the area. A CAH that is
designated as a necessary providel as
of ctober 1. 2006. will maintain its
necessary provider designation afteg
January 1. 2006.

(dY Standard: Relocationn of CAHs with
a necessary provider designation. A CAH

503



§485.612

hat has a necessary provider designa-
tion from the State that was in effect
pijor to January 1. 2006, and relocates
its\ facility after January 1. 2006, can
continue to meet the location require-
menthof paragraph (c) aof this section
based wn the necessary provider des-
ignation™Ngnly if the relocated Facility
meets the uirements as specified in
paragraph (dMl) of this section.

(1) If a necessary provider CAH relo-
cates its facility\and begins providing
services in a new lacation. the CAH can
continue to meet thy location require-
ment of paragraph (ck of thiszs section
based on the necessar\ provider des-
ignation only if the CAH ¥Q its new lo-
cation—

(i) Serwves at least 73 percegt of the
same serwvice area that it serwvig prior
to its relocatiaon:

{ii) Provides at least 73 percent cfthe
same services that it provided prior\to
the relocation; and

(iii) Is staffed by 75 percent of the
same staff {including medical staff,
contracted staff, and emplovees! that
were on staff at the original location.

{2y If a CAH that has been designated
as a necessary provider by the Statgé
begins providing services at another Jo-
cation after January 1. 2006, and dbes
not meet the 1'equiren1ents in para-
graph (d)il) of this section. the Action
will be considered a cessation Af busi-
ness as described in §480.52(b)(

62 FR 48036, Aug. 29. 1997, as aupended ac 55
FR 47052, Aug. 1. 2000: 56 FR A1938. Aug. 1.
Mol 59 FR 49271, Aug. 11, 2004: 69 FR 60252,
Oct. 7. 2004: 70 FR 47490, Aaag. A2, 2005]

2485612 Condition
Compliance with
ments at the tim

participation:
yospital require-
of application.
Except for receptly closed facilities
as described in §435.610{a){2}. or health
clinics or healtlycenters as described in
5485 GL0{a) (3], e facility is a hospital
that has a provider agreement to par-
ticipate in the Medicare program as a
hospital at/ the time the hospital ap-
plies for désignation as a CAH.

[66 FR 32006, Jnne L3, 2001]

2485416 Conditicn of
g rocinents.

participation:

(#) Standard: Agreements with nenwork
hfspirals. In the case of a CAH that is a
1ember of a rural health network as

42 CFR Ch. IV {10-1-05 Edition)

defined in $483.503 of this chaptér. the
CAH has in effect an agreemeny with at
least one hospital that is a ember of
the networlk for—

i1y Patient referral and tyansfer:

(2) The development and use of com-
munications systems of the network.
including the networllA system for the
electronic sharing of patient data. and
telemety and medifal records. if the
networls has in opfration such a ==
tem: and

{31 The provisifén of emergency and
nonemergency Wansportation between
the facility and the hospital.

(b} Standard: Agreements for
credentialing/ and quality assurance.
Each CAH fhat is a member of a rural
health nefwork shall hawve an agree-
ment with respect to credentialing and
quality fssurance with at least—

i1y 12 hospital that is a member of
the ngoworls:

2y One QIO or equivalent entity: or

3] One other appropriate and quali-
fifd entity identified in the State rural

ealth care plan.

[62\FR 46036, Aug. 20. 1997]

4858618 Condition of
Emergeney services.
The SAH provides emergency care
necessary to meet the needs of its inpa-
tients and\outpatients.

(o) Srande a'P Avaiability, Emergency
services are Wavailable aon a 24-hours a
daw ba=sis.

(b} Standard \Equipment, suppiies, and
medication. Equipment. supplies. and
medication used I treating emergency
cases are kept at the CAH and are read-
ily awvailable for theating emergency
cases. The items aviilable must in-
clude the following:

(1} Lrugs and i]’afcgfn afs commonly
used in life-saving procedures. includ-
ing analgesics. local anesthetics, anti-
biotics. anticonvulsants, anhidotes and
emetics, sarums and toxoids,
antiarrythmics, cardiac gl¥cosides,
antihypertensives, diuretics, aril elec-
trolytes and replacement solutior

(2) Eguipment and supplies commpnly
used in life-saving procedures, includ-
ing airways, endotracheal tubes, anybu

participaticon:

bag,"valve."—njask- oxygen. tourniquets,
immuobilization dewices. mnasogastris
tubes. splints. IV therapy supplies. suc-
tion machine, defibrillator, cardiac
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nonitor, chest tubes. and indwelling

-inary catheters,

c) Standard: Bilood and blood produces.
Tha facility provides, either directly or
undey arrangements. the following:

48 ervices for the procurement,
safekedyping. and transfusion of blocod,
includin the awailability of blood
groducts nesded for emergencies on a
24-hours a day™pasis.

(2) Blood storiage facilities that meet
the requirements™gf 42 CFR part 403,
subpart K, and areNunder the contraol
and supervision of a_ pathologist or
other qualified doctor Wwf medicine or
osteopathy. If blocd banking services
are provided under an alNtangement.
the arrangement is approved\by the fa-
cility’s medical staff and by “he per-
scns directly responsible for thi oper-
ation of the facility.

(d) Srandard: Personnel. (1) Exceph as
specified in paragraph (d)(Z) of this sex-
tion. there must be a doctor of medi>
cine or ostecpathy. a physician assist-
ant. a nurse practitioner, or a clinical
nurse specialist, with training or expe-
rience in emergency care on call and
immediat=ly available by telephone or
radio contact, and awvailable onsit
within the following timeframes:

(i} Within 3 minutes. on a 24-houy a
day basis. if the CAH is located i an
area other than an area describéd in
paragraph (d){1)(ii) of this sectiop: or

{ii} Within 60 minutes, on a 24-hour a
day basis, if all of the follgwing re-
quirements are met:

(A9 The CAH is located/in an area
designated as a frontier grea (that is.
an area with fewer thaid six residents
per square mile based/ on the latest
population data publijfhed by the Bu-
reau of the Census) Ar in an area that
meets the criteria/for a remote loca-
tion adopted by e State in its rural
health care plan,and approved by CMS5S,
under section 18320{L} of the Act.

(B) The State has determined. under
criteria in i¥s rural health care plan,
that allowifig an emergency response
time longef than 30 minutes is the only
feasible Amethod of providing emer-
gency dare to residents of the area
served/by the CAH.

{Cy/The State maintains documenta-
tion/showing that the response time of
up/to b0 minutes at a particular CAH it
désignates is justified because other

§485.418

available alternatives »would increase
the time needed to stabilize a patjént
in an emergency.

2y A registered nurse satisfigs the
personnel  requirement speciffed in
paragraph id)il} of this sectifn for a
temporars” period {F—

(i) The CAH has no gre
beds:

{iil The CAH is locatéd
designated as a frontiey/area or remote
location as describegd in  paragraph
ALV A) of this sedtion:

{iiiy The State ip/which the CAH is
lzcated submits adetter to CKMS signed
by the Governos, following consulta-
tion on the isgue of using RNs on a
temporary bagis as part of their State
rural healthfare plan with the 5State
Boards of Medicine and Mursing. and in
accordangé with State law. requesting
that a pégistered nurse with training
and experience in emergency care be
inclugled in the list of personnel speci-
fied An paragraph (d)(l)} of this section.
Thé letter from the Governor must at-
et that he or she has consulted with
Stage Boards of Medicine and Nursing
abouy issues related to access to and
the quality of emergency services in
the Stavxes. The letter from the Gow-
ernor miist also describe the cir-
cumstancea, and duration of the tem-
porary regugst to  include  the reg-
istered nurses, on the list of personnel
specified in patagraph (difl) of this sec-
tion:

{iv) Once a Go¥ernor submits a let-
ter. as specified in\paragraph (d){2)(iii)
of this section. a CAH must submit
documentation to the State SUrvey
agency demonstrating\that it has been
unable. due to the shortyge of such per-
sonnel in the area, to proyide adequate
coverage as specified In this paragraph
().

(31 The request, as specifidd in para-
graph(d)(2}{iii) of this section) and the
withdrawal of the request, may\be sub-
mitted to us at any time. and araeffec-
tive upon submission.

(e) Srandard- Coordination with ehger-
gency response systems. The CAH mukt,
in coordination with emergency re-
sponse systems in the area, estahlish
procedures under which a doctor of
medicine or osteopathy is immediately
available by telephone or radio contact
on a 24-hours a day basis to receive

er than 10

in an area
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emergency calls, provide information
M1 treatment of EIMergency patients,
ang] refer patients to the CAH or other
appyepriate locations for treatment.

[58 FR 30571. Maxy 5. 1993, as amended at 52

FR 460 Aug, 20, 1997: 64 FR 41544, July 30.
1999: 67 FR_8I04]1. Dec. 310 2002: 69 FR 49271,
Aung. 11, 2004

2483620 Condition of participation:
Number of béds and length of scaw.

{a)l Srandard: Number of beds Except
as permitted for CAHs having distinct
part units under §48%G47. the CAH
maintains no more tham2d inpatient
beds afrer January L. 2004 \that can be
used for either inpatient arlswing-bed
services.

(bl Srandard- Length of stay. e CAH
provides acute inpatient care for\a pe-
riod that does not exceed, on an anhual
average basis. 96 hours per patient.

|62 FR 46036 Aug. 20. 1997, as amended at 6
FR 47052, Ang. 1. 2000; 69 FR 49271. Aug. 1l
M04: 59 FR 60252, Oct. 7. 2004]

2485.623 Condition of participation:
Physical plant and envirenment.

{a) Srandard: Conscruction. The CAH
constructed, arronged. and maintaipéd
to ensure access to and safety of/pa-
tients, and provides adequate spafe for
the provision of direct services.

b) Standard: Maintenance. The CAH
has houselkeeping and preventive main-
tenance programs to ensure fhat—

(1) All essential mechapical. elec-
trical. and patient-care ¢uipment is
maintained in safe operaping condition:

(2) There is proper pbutine storage
and prompt disposal afArash;

(3) Drugs and biclggicals are appro-
priately stored:

(4} The premise
derly: and

(30 There is prgper ventilation. light-
ing, and tempgrature control in all
pharmaceuticad. patient care, and food
preparation ayeas.

(c) Srandard: Emergency procedures
The CAH agsures the safety of patients
in non-medical emergencies b}—

(1) Trgining staff in handling emer-
gencies including prompt reporting of
fires. extinguishing of fires. protection
and Avhere necessary, evacuation of pa-
tigfits, personnel. and guests. and co-
operation with fire fighting and dis-

ster authorities:

are clean and or-

42 CFR Ch. IV (10-1-05 Eclition)}

(2) Providing for emergency poywer
and lighting in the emergency pbom
and for battery lamps and flasldights
inn other areas:

131 Providing for an emergéncy fuel
and water supply: and

(4) Taking other appropfiate meas-
ures that are consistent fvith the par-
ticular conditions of thy area in which
the CAH is located.

id) Srandard: Life shferv from fire (1)
Except as otherwige provided in this
section—

(i) The CAH myst meet the applicable
Ercwisions of vhe 2000 edition of the

ife Safety Chde of the MNational Fire
Protection ssociation. The Director
of the Offife of the Federal Register
has approfed the NFPA 101% 2000 edi-
tion of Ahe Life Safety Code. issued
Januagd 14, 2000, for incorporation by
referghce in accordance with 5 U.S.C.
332(4) and | CFR part 31. A copy of the
Code is awvailable for inspection at the

S Information Resource Center. 7500

kcurity Boulevard. Baltimore. MD or
at Mhe National Archives and Records
Administration (NARA). For informa-
tion §n the availability of this mate-
rial at\NARA, call 202-741-6030, or go
to: hesprivanas anc hives. govs’
federal r&gisrer
code of faderal regularionss
ibr Jocations fitml. Copies mayw be ob-
tained from Yhe National Fire Protec-
tion Associatiyn, 1 Batterymarch Parlx,
Quincy, ”MA 02260, If any changes in
this edition of\the Code are incor-
perated by reference. ChS will publish
notice in the FEDERAL REGCISTER to an-
nounce the changes.

(i) Chapter 19.3.6.3.3, exception num-
ber 2 of the adopted edition of the Life
Safety Code does not apply to a CAH.

i2) If CMS finds that the State has a
fire and safety code imposed by State
law that adequately protects patients.
CMS may allow the State suryey agen-
cy to apply the State’s fire and safety
code instead of the LSC.

13) After consideration of State sur-
vey agency findings. CMS may Waive
specific provisions of the Life Safety

ode that. if rigidly applied. would ke-
sult in unreasonable hardship on t
CAH. but only if the waiver does no
adwversely affect the health and safety
of patients.
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i4) The CAH maintains written evi-
denice of regular inspection and ap-
proYal by State or local fire control
agenkies.

3y Reginning March 13, 2006, a cric-
ical acjess hospital must be in compli-
ance with Chapter 9.2.9. Emergency
Lighting.

(G) Beginming March 13, 2006, Chapter
19.3.6.2.2, excoption number 2 does not
apply to criticalhaccess hospitals.

(1) Notwithstanding any provisions of
the 2000 edition of the Life Safety Code
to the contrary. a critical access hos-
pital may install alcohol-based hand

rub dispensers in its facility if—
(i) Use of alcohol-based nd rub dis-
ensers does not conflict Nwith any

state or local codes that prolibit or
otherwise restrict the placement of al-
cohol-based hand rub dispensers in
health care facilities:

{ii]) The dispensers are installed inm\a
manner that minimizes leaks and spill
that could lead to falls:

(iii) The dispen=ers are installed in a
manner that adequately  protects
against access by wvulnerable popu-
lations: and

{(iv) The dispensers are installed An
accordance with chapter 18.3.2.7/ ar
chapter 19.3.2.7 of the 2000 editign of
the Life Safety Code. as amended by
MNMEPA Temporary Interim Amefidment
00111011, issued by the Standayds Coun-
cil of the National Fire Protéction As-
sociation on April 15, 2004 /The Direc-
tor of the Office of the Fedgral Register
has approved NFFPA Témporary In-
terim Amendment 00-1(1) for incorpo-
ration by reference in/faccordance wich
5 U.S.C. 552{a}) and CFR part &1, A
copy of the amendmént is available for
inspection at the 1S Information Re-
source Center, 7500 Security Boulevard,
Baltimore, MD ohd at the Office of the
Federal Regisger. 800 North Capitaol
Street NW., Sdite 700, Washington, DC.
Copies may be obtained from the MNa-
tional Fire/Protection Association. 1
Batterymarch Parle, Quincy. MA 02260,
If any adélitional changes are made to
this améndment. TS will publish no-
tice i/ the FEDERAL REGISTER to an-
nounge the change.

158 FR 30671, Max 23 1993, as amended at 62
FRAG025. 46037, Ang. 29 117 68 FR 1387. Jan.
10/2003; 69 FR 42271, Aung. 11, 2004: TO FR 15230,
Mar. 25. 2005]

§485.631

£ 485.627 Condition of parricipatign:
Organizational structwre.

(a) Srandard: Coverning body ¢gr re-
sponsible individual. The CAH haya gov-
erning body or an individual Ahat as-
sumes full legal responsibilify for de-
termining. implementing And moni-
toring policies governing’ the CAH's
total operation and for &nsuring that
those policies are admiwistered so as ta
provide quality health care in a safe
ennvironment.

(b)Y Standard: Discglosure. The CAH dis-
closes the names And addresses of—

i1y Its ocwners! or those with a con-
trolling intereét in the CAH or in any
subcontract in which thes CAH di-
rectly or ipflirectly has a 5 percent or
MOore owWig 1‘sl1ip interest, in accordance
with subfiart C of part 420 of this chap-
ter:

{2) Fhe person principally responsible
tor he operation of the CAH: and

31 The person responsible for med-
igal direction.

15¢ FR 3067L. hay 26. 1993, as amendad at 62
FENABD3T. Ang. 29, 1997]

R485X11 Condition of participation:
Staffing and staff responsibilitics.

{a) Stgndard: Sraffing—(l) The CAH
has a professional health care staff
that includes one or more doctors of
medicine o\ osteopathy. and may in-
clude one or igore phy=ician assistants,
nurse practitigners, or clinical nurse
specialists.

(2) Any ancillaty personnel are super-
vised by the profesgional staff.

(3) The staff is sWfficient to provide
the zervices essential to the operation
of the CAH.

() A doctor of medicine or osteop-
athy. nurse practitioneri\clinical nurse
specialist, or phyvsician \assistant is
available to furnish patient care serv-
ices at all times the ('_P-'—"s.H opyarates.

(5] A registered nurse, clinical nurse
specialist, or licensed practicaknurse is
on duty whenever the CAH has\one or
more inpatients.

{by Standard: Responsibilities oX the
dactor of medicine or osteopathyv. (1) \[he
dactor of medicine or osteopathy—

(i} Frovides medical direction for the
CAH's health care activities and co
sultation for. and medical supervision
of. the health care staft:
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ii) In conjunction with the physician
asdistant andfor nurse practitioner
meifnberis). participates in developing,
exeduting. and periodically reviewing
the §AH's swritten policies governing
the setyvices it furnishes.
cian assistant andfor nurse practitioner
members. pagiodically  reviews the
CAHs patient “gecords. provides med-
ical orders. and ovides medical care
services to the pabents of the CAH:
and

(iv) Periodically reviews and signs
the records of patients\cared for by
nurse practitioners. clinic nurse spe-
cialists, or physic ian assistamts.

{2) A doctor of medicine ok ostecop-
athy is present for sufficient pe ods of
time. at least once in every 2 wealc pe-
ricd f(except in extraordinary N\gir-
cumstances) to provide the medical |i-
rection. medical care services., cor
sultation. and supervision described in
this paragraph, and is available
through direct radio or telephone com-
municaticon for consultation. assists
ance with medical emergencies. or pg-
tient referral. The extraordinary r-
cumstances are documented  in /the
recards of the CAH. A site wvisit not
required if no patients have beeny/treat-
=d since the latest site visit.

(c) Standard: FPhvsician assistdnt, nurse
praceitioner, and clinical nursé specialist
respansibilities. (1) The physjitian assist-
ant. the nurse practitiones. or clini-al
nurse specialist member® of the CAH's
staff—

(i) Participate in the development.
execution and periodic review of the
written policies goyerning the services
the CAH furnishes/and

(ii) Participate/with a doctor of med-
icine or osteopafthy in a perindic review
of the patients’ health records.

(2) The pHysician assistant. nurse
practitioney. or clinical nurse spe-
cialist pefforms the following func-
tions to Yhe extent they are not being
performgd by a doctor of medicine or
osteopythy:

(i) Provides services
withahe CAH's policies.

(if) Arranges for. or refers patients
to/ needed services that cannot be fur-
nished at the CAH. and assures that
Adequate  patient health records are

in accordance

42 CFR Ch. IV (10-1-05 Eclition}

maintained and transferred a=s requingd
when patients are referred.

(3) Whenever a patient is admityed to
the CAH by a nurse practitionep? physi-
cian assistant, or clinical nfdrse spe-
cialist, a doctor of medicing/or osteop-
athy on the staff of the [ is notified
of the admission.

156 FR 30871. hMay 26, 10027
FR 46037, Aug. 20, 1997]

as amended at 52

$ 483635 Conditidn  of
Provision of dervicoes.

participation:

(a) Srandard/ Parient care policies. (1}
The CAH's hfalth care services are fur-
nished in gtcordance with appropriate
written pelicies that are consistent
with applicable State lawr.

(Z) The policies are dewveloped with
the gdvice of a group of professional
perspnnel that includes one or meore
dotors of medicine or osteopathy and
opie or more physician assistants, nurse

ractitioners. or clinical nurse special-

ts. if they are on staff under the pro-
visilons of §485.631¢a)(1): at least one
member is not a member of the CAH
scalf}

(3] he policies include the following:
i) A dgscription of the services the
CAH furnishes directly and thoze fur-
nished thrgugh agreement or arrange-
ment.

{(ii} Policies and procedures for emer-
gency medical\services.

(iii) Guidelinds for the medical man-
agement of health problems that in-
clude the conditidqnis requiring medical
consultation and/dr patient referral.
the maintenance \ of health care
records, and procedunes for the periodic
review and evaluatioRh of the serwvices
furnished by the CAH.

(i+] Rules for the stokage. handling.
dispensation. and admiyistration of
drugs and biclogicals. These rules must
provide that there i= a drfyg storage
area that is administered in axcordance
withh accepted professional phinciples,
that current and accurate recards are
lkept of the receipt and disposibhion of
all scheduled drugs. and that outdated,
mislabeled., or otherwise unusyble
drugs are not available for patient uge.

) Procedures for reporting adwerie
drug reactions and errors in the admin
istration of drugs.
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i) A system for identifying. reportc-
ing\ investigating and controlling in-
fections and communicable diseases of
patiggyits and personnel.

{(viifNIf the CAH furnishes inpatient
servicek, procedures that ensure that
the nutritjonal needs of inpatients are

met in accordance with recognized die-
taryy practices_and the orders of the
practitioner respensible for the care of
the patients. an hat the requirement
of §483.25(i) is met th respect to inpa-
tients receiving posthgspital SNF care.

(41 These policies ake reviewed at
least annually by the gigup of profes-
sional personnel required\under para-
graph (a)(2) of this sectio and re-
viewed as necessary by the CA

(bl Srandard: fhrect services—N) Gen-
eral. The CAH staff furnishes. as direct
services, those diagnostic and thera-
peutic services and supplies that e
commenly furnished in a physician’
office or at another entry point into
the health care deliverwy system. such
as a low intensity hospital cutpatient
department or emergency department.
These direct services include medical
history. physical examination. speci-
men collection. assessment of healt
scatus. and treatment for a wvariety #f
medical conditions. )

(2) Laboratory services. The CAH firo-
vides, as direct services, basic lgbora-
toryy services essential to the /imme-
diate diagneosis and treatmeny of the
patient that meet the standards im-
posed under section 333 of Ahe Public
Healtlh Service Act (42 S.C. 235a).
(See the laboratory requifements spec-
ified in part 492 of thig chapter.) The
services provided inclyde:

(i) Chemical examifation of urine by
stick aor tablet metfod or both [(includ-
ing urine ketones)

(ii) Hemoglobip' or hematocrit:

(iii) BRload gly€ase:

(iv) Examinétion of stool specimens
for occult blgod:

) Pregngdncy tests: and

{(vi) Prmary culturing for
mittal tg a certified laboratory..

(3) Rddiclogy services. Radiology serw-
ices fdrnished art the CAH are prowvided
as rect services by staff qualified
under State law. and do not expose

CAH patients or staff to radiation haz-
ds.

tTrans-

§485.635

(1) Emergency procedures. In accordf
ance with the requirements of §485.G/8.
the CAH provides as direct services
medical emergency procedures &s a
first response to common life-threat-
ening injuries and acute illness

(c) Standard: Services provided through
agreenenes or arrangements. (Y The CAH
has agreements or arrangements (as
appropriate] with one @ more pro-
viders or suppliers partdcipating under
Medicare to Furnish gther services to
its patients. including—

(i) Inpatient hospital care:

{ii) Services of dbctors of medicine aor
osteopathy: and

(iii) Additiopfal or specialized diag-
nostic and clinical laboratorsy services
that are not/available at the CAH.

(iv) Foog and other services to meet
inpatienté’ nutritional needs to the ex-
tent thgbe services are not provided di-
rectly By the CAH.

(2) /1If the agreements or arrange-

1epts are not in writing, the CAH is
able to present evidence that patients

'y red by the CAH are being accepted
nd treated.
(3) e CAH maintains a list of all

servicess\furnished under arrangements
or agreements. The list describes the
nature and scope of the services pro-
wided.

(4} The perspon principally responsible
for the operation of the CAH under
§485.627({11(2) of\this chapter iz also re-
sponsible for the\following:

{i) Services futnished in the CAH
whether or not Yhey are furnished
under arrangements\or agreenients.

(ii} Ensuring that\a contractor of
services (including one\for shared serv-
ices and joint ventures)\furnishes serv-
ices that enable the C& to comply
with all applicable conditions of par-
ticipation and standards far the con-
tracted services.

(d) Serandard: Nursing services, Nursing
services must meet the neediy of pa-
tients.

(1} A registered nurse must phovide
{or assign to other personnel) the Nurs-
ing care of each patient, including\pa-
tients at a SN level of care in\ a
swing-bed CAH. The care must be pry-
vided in accordance with the patient’?
needs and the specialized gualifications
and competence of the stalf available.
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2] A registered nurse or, where per-
mitted by State law. a physician as-
sisthint. must supervise and evaluate
the Qursing care for each patient. in-
cludiNg patients at a SNF level of care
in a swhag-bed CAH.

(3 All Hgugs. biologicals, and intra-
wvenous medications must be adminis-
tered by or under the supervision of a
registered nurseés a doctor of medicine
or osteopathy. orlwhere permitted by
Stare law, a physichan assistant, in ac-
cordance with writtdpn and signed or-
ders. accepted standakxds of practice,
and Federal and State laws.

{4) A nursing care plan rwust be dewvel-
oped and lkept current fer\esach inpa-
tient,

[38 FR 30671, haxw 25, 1993; 38 FR 49935, Sept.
2. 1993 as amended at 59 FR 45403 %6ept. L.
1994; 62 FR 46027 Aug. 29 1997]

2485.648 Conditions
Clinical reeords.

(a) Standard: Records syvsrem. —(1) The
CAH maintains a clinical records sys-
tem in accordance with written poli-
cies and procedures,

(Z2) The records are legible. complete/
accurately documented. readily accys-
sible. and systematically organized.

(3] A designated member of the/pro-
fessional staff is responsible for fmain-
taining the records and for edsuring
that they are completely apfl accu-
rately documented, readily cessible,
and systematically organized.

(4) For each patient recsiving health
care services, the CAH /maintains a
record that includes. as gpplicable—

(i) Identification and Sfocial data, evi-
dence of properly eyecuted informed
consent forms, pertjnent medical lis-
tory. assessment of the health status
and healch care eds of the patient.
and a brief sumymary of the episode,
disposition. and/instructions to the pa-
tient:

(ii) Reports/of physical examinations.
diagnostic ghd laboratory test results,
including #linical laboratory services,
and conswltative findings:

(iii) AlY orders of doctors of medicine
oOr Os5Ce pathy or other practitioners,
reporty of treatments and medications,
nursigg notes and documentation of
complications. and other pertinent in-
forfhation necessary to monitor the pa-
tignt’s progress. such as temperature

of pasrticipathon:

42 CFR Ch. IV (10-1-05 Edition)

graphics, progress notes describing yhe
Patient s response to treatment: anp/

(iv) Dated signatures of the dogtor of
medicine or osteopathy or othep’healch

care professional

ib} Standard: Fretecrion of ricord infor-
martion—ily The CAH majintains the
confidentiality of record/ information
and provides safeguard® against loss.
destruction. or unautherized use.

{2) Written policied and procedures
overn the use and femoval of records
Tom the CAH angd the conditions for

the release of infgrmation.

(3} The patiefit's written consent is
required for r¢flease of information not
required by 1Aw.

ic) Standard: Retention of records. The
records arg retained for at least 6 vears
from daté of last entry. and longer if
required by State statute, or if the
recordgé may be needed in any pending
procgeding.

[58 FERR 30671, hMayw 26, 1293, a= amended at 32
FR 46037, Ang. 20, 1997)

483.639 Condition
Surgical services.

of partiecipation:

rgical procedures must be per-
fornigd in a safe manner by qualified
practixioners who have been granted
clinical privileges by the gowverning
body of\the CAH in accordance with
the designation requirements under
paragr?ﬂ:h a) of this section.

(e} esigharion of qualified pracri-
vioners. The QAH designates the practi-
tioners who afge allowed to perform sur-
gery for CAH \patients., in accordance
with its approXed policies and proce-
dures, and with KRtate scope of practice
laws. Surgery is pirformed only byv—

{13 A doctor of Wedicine aor osteop-
athy. including an gsteopathic practi-
tioner recognized under section
11010a) 7} of the Act:

(2) A doctor of dental ‘surgery or den-
tal medicine: or

(3} A doctor of podiatric ¥nedicine.

(b) Anestheric risk and evyluartion. (1)
A qualified practitioner. as sgecified in
paragraph (a) of this section, \must ex-
amine the patient immediatel¥ before
surgery to evaluate the risk of the pro-
cedure to be performed.

12) A qualified practitioner. as sgeci-
fied in paragraph (c) of this sectipn,
must examine cach patient before sdy-
gery’ to evaluate the risle of anesthesia.
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) Before discharge from the CAH,
eacth patient must be evaluated for
proper anesthesia recovery by a quali-
fied \practitioner. as specified in para-
grapl_ic) of this section.

(ci AXdminiserarion of anesthesia. The

CAH desipnates the person who is al-
lawed to ad ijister anesthesia to CAH
patients in ac prdance with its ap-

proved pelicies “apd procedures and
with State scope-of-practice laws.

(1} Anesthesia must Ye administered
by only—

{i) A qualified anesthesio ist:

[ii) A docror of medicine &y osteop-
athy other than an anesthesiqlogist:
including an osteopathic practisjoner
recognized under section 1101{al( of
the Act:

{iii) A doctor of dental surgery o
dental medicine:

{iv) A doctor of podiatric medicine:

(v) A certified registered nurse anes-
thetist (CRMNA), as defined in §410.68(b)
of this chapter:

{+vi) An anesthesiologist’s assistant,
as defined in §410.69(b) of this chapter:
or

(vii) A supervised trainee in an ap-
proved educational program. as de-
scribed in §§413.85 or 412.86 of this chap-
ter.

{2) In those cases in which a CRN:
administers the anesthesia. the ansé-
thetist must be under the supervision
of the operating practitioner excepgt as
provided in paragraph (e) of thj5s sec-
tion. An anesthesiologist’s agsistant
who administers anesﬁ':esla must be
under the supervision of & anesthe-
siologist.

(dl Discharge. All patiénts are dis-
charged in the compand of a respon-
sible adult, except thdse exempted by
the practitioner wht performed the
surgical procedure.

(e) Standard: Syate exemprion. (1} A
CAH may be efempted from the re-
quirement for physician supervision of
CRMAs as degfribed in paragraph (2)(2)
of this section, if the State in which
the CAH i# located submits a letter to
CMS sigped by the Governor. following
consultdtion with the State’s Boards of
Medicinhe and NMNursing. requesting ex-
emp¥ion fram ph}-‘sician supervision faor
CRNAs., The letter from the SGowvernor
nfust attest that he or she has con-
Sulted with the State Boards of Medi-

§485.441

cine and Nursing about issues related
to access to and the quality of anes-
thesia services in the State and has
concluded that it is in the best inter-
ests of the State’s citizens to apt-out o
the current ph},'sician supervision pe-
quirement. and that the opt-out is #on-
=istent with State law.

(21 The request for exemptigh and
recognition of State laws and e with-
drawal of the request ma be sub-
mitted at any time. and aye effective
upon submission.

[60 FR 45851, Sept. 1. 1065 amended at 62
FR 46037. Mg, 29, 1097 65/ FR 30038, Aog. 1.
2001: 56 FR 56769, MNov. 13, 2001]

$+485.641 Conditio of participation:
Periodic evalpation and quality as-
suranceo revighw,
{a) Srandard/ Feriodic evaluvarion—il)
he CAH capfies out or arranges for a
pexiodic Aluation of its total pro-
grafg. Thg evaluation is done at least
once g yar and includes review of—
(i) e utilization of CAH services.

inclugdi at least the number of pa-
tienfs sexved and the volume of serv-
ices:

lii) A repyesentative sample of bath
active and chsed clinical recards: and

(iii) The CAN's health care policies.

(2) The purpyse of the evaluation is
to determine whether the utilization of
services was appropriate. the estab-
lished policies wege followed. and amy
changes are neede

by Srandard: QueNirv assurance. The
CAH has an effectivé\quality assurance
program to evaluate\the quality and
appropriateness of the diagnosis and
treatment furnished inthe CAH and of
the treatment outcomes, The program
requires that—

(1} All patient care serviges and other
services affecting patient\health and
safety, are evaluated:

12) Mosocomial infections gnd medi-
cation therapy are evaluated:

(3) The gquality and appropriateness
of the diagnosis and treatment fur-
nished by nurse practitioners. chnical
nurse specialists, and physician ajsist-
ants at the CAH are evaluated By a
member of the CAH staff who is a dpc-
tor of medicine or osteopathy or by ag-
other doctor of medicine or ostecpathy;
under contract with the CAH;
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i4) The quality and appropriatensess
of the diagnosis and treatment fur-
nished by doctors of medicine or oste-
opathy at the CAH are evaluated by—

(i) Ons hospital that is a member of
the netwonle. when applicable:

(iiy One Q or equivalent entity: or

(iii) One oth®s _appropriate and quali-
fied entity identified in the State rural
health care plan: ars

(3)(i) The CAH stXMf considers the
findings of the evaluatNons. including
any findings or recomrhendations of
the QIO. and takes correctlye action if
necessary’.

(ii) The CAH alsc talkes appyopriate
remedial action to address detidiencies
found through the quality assukance
program.

(iii) The CAH documents the outcome
af all remedial action.

[58 FR 30571, Maxw 25. 1993, as amended at 52
FR 46027 Ang. 29. 1997; 62 FR 26350. hMay 12,
1948]

2483.643 Conditien of participation:

Organ. tissue. and eyve procurcment.

The CAH must have and implement
written protoccols that:

(a) Incorporate an agreement with g6
OPO designated under part 486 of this
chapter. under which it must notify, in
a timely manner. the OPO or a/third
party designated by the OFPO of divid-
uals whose death is imminent/or who
have died in the CAH. The QPO deter-
mines medical suitability foy organ do-
nation and. in the absende of alter-
native arrangements by vhe CAH, the
OF0 determines medical Suitability for
tissue and eve donation/ using the defi-
nition of patential tisglie and eye donor
and the notification grotocol developed
in consultation witld the tissue and eye
banks identified I the CAH faor this
purpose:

(b) Incorporaté an agreement with at
least one tissye banlk and at least one
eve bank ta Zooperate in the retrieval,
processing. /preservation, storage and
distributiofl of tissues and eyes, as may
be appropfiate to assure that all usable

tissues And eyes are cbtained from po-
tential/ donors, insofar as such an
agregfnent does not interfere with

orgafl procursment:

(¢) Ensure, in collaboration with the
deSignated OFO, cthat the family of
ach potential donor is informed of its

Gl

42 CFR Ch. IV (10-1-05 Eciition)

option to either donate or not donate
organs. tissues. or eyes. The individual
designated by the CAH to initiate the
request to the family must be a des-
ignated requestor. designat fd  re-
questor is an individual who bhfs com-
pleted a course offered or apgroved by
the QPO and designed in njunction
vwith the tissue and eyve bdnlk comimu-
nity in the methodology Aor approach-
ing potential donor fofnilies and re-
questing organ or tissye donarion:

(dy Encourage disgretion and sensi-
tivity with respect to the cir-
cumstances, wview and beliefs of the
families of potepdtial donors:

() Ensure tifat the CAH worles coop-
eratively wi the designated OFQ, tis-
sue bank i eve bank in educating
staff on /donation issues, rewviewing
death refords to improve identification
of potgntial donors, and maintaining

otenfial donors while necessary test-
ing And placement of potential donated
orgqns, tissues. and eves take place.

() \For purposes of these standards,

he telgm "“organ” means a human kid-
ney, livkr. heart. lung. pancreas. or in-
testines for multivi=sceral organs).

[65 FR 47110\ Aug. 1. 2000. as amended at 65
FR 30938 Ang\l. 7001]

2 485.645 Special requirements for
CAH providers of long-term care
scrvices Mswing-bedsT)

A CAH must mker the following re-
quirements in ord to be granted an
approval from ChS\ to provided post-
hospital SMNF  care\ as specified in
§409.30 of this chapte\ and to be paid
for SMFE-level services\ In accordance
with paragraph ic) of thissection.

la) Efigibilitv. A CAH myst meet the
following eligibility requirgments:

{l) The facility has been cégtified as a
CAH by CMS under §485.606%b) of this
subpart: and

(2) The facility provides ngt more
than 23 inpatient beds. Any bad of a
unit of the facility that is licensed as a
distinct-part SNF at the time the facil-
ity applies to the State for designakion
as a CAH is not counted under paka-
graph (a) of this section.

(b) Facifities participating as rural pri-
mary care hospitals [(RECHs) on 5Sep-
rtendher 380 iI897 These facilities nmust
meet the following requirements:

>
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(2) There must be adequate numbers

of respiratory therapists, respirataory’
therap\\_technicians, and other per-
sonnel] who meet the ualifications
specified By the medical staff. con-

sistent with State law.

bl Srandard; Delivery of Services.
Services must he delivered in accord-
ance with medical staff directives.

(1) Personnel qgNalified to perform
specific procedures Ynd the amount of
supervision required\for personnel to
carry out specific proxedures must be
designated in writing.

(2) If blood gases or other laboratory
tests are performed in thé respiratory
care unit. the unit must meet the ap-
plicable requirements for kboratory
services specified in §482.27.

(1) Serwvices must be providad only
on. and in accordance with. the Jrders
of a doctor of medicine or oscteopithy.

[51 FR 22042, June 17. 1986: 51 FR 27843, Aya.
4. 1986, as amendad at 57 FR 7135 Feb. 38
1992]

Subpar E—Requirements for
Specialty Hospitals

248260 Specinl provisions applving to
psvehiatric hospitals.,

Psychiatric hospital must—

{a) Be primarily engaged in pro-
viding. by or under the supervisio/of a
doctor of medicine or osteopachy’. psy -
chiatric services for the diagnegsis and
treatment of mentally ill persgns:

(b) Meet the conditions of/participa-
tion specified in 4321 thfough 482.23
and §§482. 25 through 482,57

{c) Maintain clinical fecords on all
patients,. including recgtds sufficient to
permit CMS to deteymine the degree
and intensity of tregtment furnished to
Medicare beneficigfies. as specified in
5482 Gl: and

(d) Meet the/staffing requirements
specified in §482.62.

[51 FR 22042, June 17. 1986: 51 FR 27848, Aug.

§. 1986]
2 483.61 ‘ondition of participation:
Spegial medical  record  require-

ments for psychiatrie hospitals.

The medical records maintained by a
psyZhiatric hospital must permit deter-
minhation of the degree and intensity of

he treatment provided to individuals

42 CFR Ch. IV (10-1-05 Edition)

who are furnished services in the insti-
tution.

la) Srandard: Developmenr of assess-
mentdiagnostic dara. Medical recgeds
must stress the psychiatric compo-
nents of the record, including Kistory
of findings and treatment proyfded for
the psychiatric condition for @¥hich the
patient is hospitalized.

i1 The identification dgta must in-
clude the patient’s legal status.

(Z} A provisional or Admitting diag-
nosis must be made op'every patient at
the time of admission. and must in-
clude the diagnoses/of intercurrent dis-
eases as well as yhe psychiatric diag-
noses,

iI3) The reasops for admission must be
clearly documdented as stated by the
patient andigr others significantly in-
volved.

i4) The gocial service records, includ-
ing repoyts of interviews with patients,
family fmembers. and others. must pro-
vide #n assessment of home plans and
famjily attitudes. and community re-
soufce contacts as well as a social his-

Ay,

5) When indicated. a complete neuroc-
logical examination must be recorded
at the time of the admission phyzsical
examination.

by Svandard: Fswohiacric evaluaction.
Each patient must receive a psy-
chiatric emaluation that must—

1) Be cotgpleted within G0 hours of
admission:

{2) Include a\medical history:

i3) Contain a kecord of mental status:

{4) Note the efset of illness and the
circumstances leafling to admission:

(51 Describe attitiydes and behavior:

(G) Estimate intellictual functioning,
Memory functioning. and orientation:
and

(7} Include an inventyry of the pa-
tient’s assets in descriptive, not inter-
pretative, fashion.

(c) Standard: Trearmenr piag. (1) Each
patient must have an indiviual com-
prehensive treatment plan that must
be based on an inventory of the pa-
tient’s strengths and disabilitied, The
written plan must include—

(i) A substantiated diagnosis:

(ii) Short-term and long-range goals:

(iii) The specific treatment maodali-
ties utilized:
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(iv) The respeonsibilities of each mem-
ber'of the treatment teamm: and

(v) Mudequate documentation to jus-
tify tha diagnosis and the treatment
and rehabkilitation activities carried
out.

(2) The trejdtment received by the pa-
tient must ba documented in such a
weay to assure \that all active thera-
peutic efforts are\included.

{(d) Srandard: \Fecording pragress.
Progress notes musy be recorded by the
doctor of medicine r osteopathy re-
sponsible for the care’gf the patient as
specified In §482.12(c)\ nurse. social
woorlker and, when appropriate. others
significantly inwvolved in \gctive treac-
ment modalities. The frg
progress notes is determingd by the
condition of the patient but\ must be
recorded at least weelkly for tlhe firsc 2
months and at least once a\meonth
thereafter and must contais rec-
aommendations for revisions in\ the
treatment plan as indicated as wel as
precise assessment of the atierg's
progress in accordance with the origi-
nal or revised treatment plan.

(e) Srandard: Discharge planning and
discharge summary. The record of each
patient who has been discharged must
have a discharge summary that in;
cludes a recapitulation of the patient/s
haspitalization and recommendatighs
from appropriate services concer ing
follow-up or aftercare as well as
summary of the patient’s cond
discharge.

151 FR 22042, June 17, 1986 51 FER 27848, Aug.
4. 1985]

ion on

2482452 Conditicn of /participation:
Special staff requizdments for psy-
chiatrie hospitals.

The hospital must have adequate
numbers of qualified professional and
supportive =taff fo evaluate patients,
formulate writegn, individualized com-
prehensive tregtment plansh grm‘lde ac-
tive treatmenf measures. and engage in
discharge pldnning.

(a) Standbrd: Personnel. The hospital
must employ or undertake to provide
adequatg numbers of qualified profes-
sional /technical. and consultative per-
sonned to:

(1Y Evaluate patients:

(Z) Formulate written individualized.
cdmprehensive treatment plans:

quency  of

brief

§482.62

12) Provide active treatment meas-
ures: and

1) Engage in discharge planning.

(b) Srandard: Direcror of inpatieng psv-
chiarrdc services; medical sraff. Inpatient
psychiatric services must be under the
supervision of a clinical directbr, serv-
ice chief, or equivalent who iZ qualified
to provide the leadership péquired for
an intensive treatment pyYogram. The
number and qualificationg of docrors of
medicine and asteopathf must be ade-
quate to provide essepltial psychiacric
services.

(1) The <clinical /director. service
chief, or equivaleAt must meet the
rraining and expgrience requirements

for examinatio by the American
Board of Psychiatry and Neurology ar
the Americayf Osteopathic Board of

Neurolooy apfel Psychiatry,

(2) The director must monitor and
ewvaluare yhe quality and appropriate-
ness of sgrvices and treatment provided
by the phedical staff.

“(e) Arandard: Availability of medical
persghinel. Doctors of medicine or oste-
opathy and other appropriate profes-
sjonal personnel must be available to
drovide necessary medical and surgical

agnostic and treatment services. IF
mEdical and surgical diagnostic and
tredtment services are not available
vwithin the institution. the institution
must ave an agreement with an out-
side sdurce of these serwvices to ensure
chat chay are immediately awvailable or
a satisfaktory agreement must be es-
cablished 'ol'btransferrlng patients to a
general hospital that participates in
the Medicaré\program.

(d) Srandard Nursing services. The
hospital must have a qualified director
of psychiatric ndesing services. In addi-
tion to the direckor of nursing. there
must be adequatd, numbers of reg-
istered nurses, censed practical
nurses, and mental Realth workers to
provide nursing care ‘gecessary under
each patient’s active Yreatment pro-
gram and to maintain progress notes
on =ach patient.

(lt The director of psychiatric nurs-
ing services must be a registired nurse
who has a master's degree\in psy-
chiatric or mental health nursing. or
its equivalent from a schoonl of nursing
aceredited by the MNational Leagu\e for
Nursing. or be qualified by education
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and experience in the care of the men-
tallyv ill. The direcror must dem-
onstrate competence to participate in
interdisciplinary formulation of indi-
vidual thgatment plans: to give skilled
nursing cyre and therapy: and to di-
rect. monityyr, and evaluate the nursing
care furnishey|

(2) The staffhpg pattern must insure
the awvailability“of a registered profes-
sicnal nurse 24 howurs each day. There

must be adequate\ numbers of reg-
istered  nurses. lidensed  practical
nurses, and mental heglch workers to
provide the nursing odgre necessarsy
under each patient’s acti%ke treatment
program.

le) Srandand: FPswvchological services
The hospital must provide & hawe
available psychological =servides to
meet the needs of the patients.

(f) Srandard: Social services. There
must be a director of social serwvidgs
who monitors and evaluates the qua
ity and appropriateness of social serw-
ices furnished. The services must be
furnished in accordance with accepted
standards of practice and established
policies and procedures.

1) The director of the saocial worlc dé-
partment or serwice must have a mpbas-
ter's degree from an accredited s¢hool
of social worle or must be gqualified by
education and experience in thg social
services needs of the mentally ill. If
the director does not hold masters
degree in social worls. at leghe one staff
nmember must have this quAdlification.

(2) Social service stafl responsibil-
ities must include, but &re not limited
to, participating in distharge planning.
arranging for fellow-dp care. and devel-
oping mechanisms for exchange of ap-

propriate. information with sources
outside the hospiyal.
() Sevandardy Therapeuric activities.

The hospital /must provide a thera-
peutic activifies program.

(1) The ppbgram must be appropriate
to the negds and interests of patients
and be directed toward restoring and
maintajning optimal lewvels of phiyssical
and psAchosocial functioning.

(2)/ The number of qualified thera-
pists. support personnel, and consult-
apts must be adequate to provide com-
prehensive therapeutic activities con-

42 CFR Ch. IV (10-1-05 Edilion)}
sistent with e=ach patient’s active
treatment program.

I51 FR 22042, June 17. 1985: 51 FR 27848, Aug.
4. 1985]

482,66 Special requircments Aor hos-
pital providers of long-#rm carc
services swing-beds™h

A hospital that has a Medicare pro-
vider agreement must /meetc the fol-
lowing requirements An order to be
granted an approval from CMS to pro-
vide post-hospital gxktended care serw-
ices, as specified iy §409.20 of this chap-
ter. and be reimbursed as a swing-bed
hospital. as spefified in §413.114 of this
chapter:

{a) Eligihiffty. A hospital must meet
the following eligibility requirements:

(1) The/ facility has fewer than 100
hospita beds. excluding beds for
newhbofns and beds in intensive care
tvpe/inpatient units (for eligibility of
hogpitals with distinct parts electing
the optional reimbursement method,
(e §413.24(d2i3) of this chapter).

2) The hospital is located in a rural
arexy. This includes all areas not delin-
eat as “'urbanized”™ areas by the Cen-
sus Byreau, based on the most recent
census.

(31 Th& hospital daes not have in ef-
fect a 24-Rour nursing waiver granced
under §483.54(c) of this chapter.

(1) The hespital has not had a swing-
bed approwval\terminated within the
twa vears previgus to application.

(h) Skilled nursigg facifity services. The
facility is substantially in compliance
with the following\skilled nursing fa-
cility: requirements \contained in sub-
part B of part 483 of this chapter.

(11 Re=ident rights\(8483.10 (b)i3).
(bYdh, (b)S), (b)(E). iy Ced. (hy (i),
QACLY i), 100 (vidd), (1), and (m)).

(2) Admission. transfer. agd discharge
rights (§483.12 {a)(1). (a)(2}, ({13, 1ajidl,
{a)(5). (a)(5y. and (ali71).

(3} Resident behavior and
practices (§483.13).

(4} Patient activities (§483. 15(F)),

(3) Sacial serwvices (§483.15(g)).

(6) Discharge planning (5483.20(=))

{7) Speclalized rehabilitative servikes
5 483.45).

facility
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