NEBRASKA DEPARTMENT OF HEALTH AND HUMAN SERVICES
NOTICE OF PUBLIC HEARING

May 4, 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 7 of the Nebraska Administrative Code (NAC) — Health Clinics. The proposed
regulations will update requirements to criminal background and registry checks for
prospective employees; update requirements for standards of operation, care, and
services; update client and caregiver rights; specify requirements of discharge and
transfer criteria; update physical plant standards; establish optional services and
requirements. 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, terminology, section headings,
and formatting; removing attachments from the regulations; and restructuring the
regulatory chapter.

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

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

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 by participating via phone conference line by
calling 888-820-1398; Participant code: 3213662#.

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: 7

Date prepared: 3/10/2023

Subject: Regulations for Health Clinics

Telephone: 402-471-9207

Type of Fiscal Impact:
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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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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE

CHAPTER 7 HEALTH CLINICS

#001. SCOPE AND AUTHORITY:. These regulations govern licensure licensing of Health

Clinics under Theregulations-are-autheorized-by-andimplement the Health Care Facility Licensure
Act, Nebraska Revised Statutes (Neb. Rev. Stat.) §§ 71-401 to 71-46275.
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7-002. DEFINITIONS. Definitions set out in the Health Care Facility Licensure Act, 175 Nebraska
Administrative Code (NAC) 1, and the following apply to this chapter.
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002.01 MEDICATION ERROR. A medication error includes any variance between the chart
order or prescription and administration of the medication.
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002.02. UNDUPLICATED PATIENT ADMISSIONS. The number of patients seen during the
past vear, only counting each patient once, no matter how many times they were actually seen
in the clinic.
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contained-in175-NACZ. To receive a license, an applicant must submit a complete application
and meet the requirements for a license set out in statute, 175 NAC 1, and in this chapter.
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7-004.031. Effective Date—and Term—of License:EFFECTIVE DATE AND TERM OF
LICENSE. A health clinic license expires annually on the-last-day-of February 28. each
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£-004.092. Eees:FEES. The fees for health clinics are outlined Department-will-charge-fees
forlicensure-as-set-forth below:

7-004.092(A) lnitial LicensureFee: INITIAL LICENSURE FEES. The initial licensure fee
for health clinics is based on the type of the clinic; and for ambulatory surgical centers, the
fee is based on the number of operating and procedure rooms, as listed below:

(I FAltypes—of Health clinics except public health clinics and ambulatory surgical

centers: $600
(ii)2.Public health clinics: $400
(iii)3.Ambulatory surgical centers:

(1) a= 1 operating/or procedure room $1,250

(2) b- 2 to 3 operating/or procedure rooms $1,350

(3) & 4 or more operating/or procedure rooms $1,450

7-004.092(B). Renewal lLicensureFees:RENEWAL LICENSURE FEES. The renewal
fees for health clinics is based on the number of unduplicated patient admissions during
the past year for all types of health clinics except for ambulatory surgical centers. The
renewal fee for ambulatory surgical centers is based on the number of operating and
procedure rooms plus an additional fee for the number of outpatient surgeries conducted
at the ambulatory surgical center during the past year reported in accordance with the
Outpatient Surgical Procedures Data Act, Neb. Rev. Stat. §§ 81-6,111 to 81-6,119, and is
set out below:

(I)+.All types of health clinics except public health clinics and ambulatory surgical

centers:
(1)a- 1 to 50 patient admissions in the past year $600
(2)b- 51 to 100 patient admissions in the past year $800
(3)e- 101 or more patient admissions in the past year $1,000
(ii)2- Public health clinics:
(1)a- 1 to 50 patient admissions in the past year $400
(2)b- 51 to 100 patient admissions in the past year $450
(3)e- 101 or more patient admissions in the past year $500
(iii)3- Ambulatory surgical centers: operating room and procedure fee:
(1)a- 1 operatingtor procedure room $1,250
(2)b- 2 to 3 operatingtor procedure rooms $1,350
(3)e- 4 or more operatingfor procedure rooms $1,450

(iv)4- AlkaAmbulatory surgical centers outpatient surgical must-alse-pay-an additional

Teo spdorthe Cudpetont cncdegl beococlpee Diode Lol o0
e st

(1) 500 or fewer outpatient surgeries per year $275

(2) 501 to 2,000 outpatient surgeries per year $350

(3) More than 2,000 outpatient surgeries per year $425
7.004.09C_Dupli icinal I : T,
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conslprelop olope cpcpecore o cplilee e onclore fspeclion re,quirements for Health Clinics
are outlined in the Health Care Facility Licensure Act and 175 NAC 1.
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7-006. STANDARDS OF OPERATION, CARE AND TREATMENT:. Each health clinic must be
organized, managed, and administered by the licensee in a manner _consistent with the size,
resources, and type of services provided to ensure each patient receives necessary care and
treatment in a safe manner and in accordance with current standards of practice, in accordance
with the Health Care Facility Licensure Act, 175 NAC 1, and this chapter. Each health clinic,
department-approved satellite location, and mobrle unit must meet the following standards except
where specified other\lee

heatth—ehnre Implementlnq written policies and procedures to _govern the—total
operation and maintenance of the facility;

(B) Ensuring quality care and treatment is provided to patients based on approved,
written policies and procedures;

(C)2.Maintaining the-health-clinic’s compliance with all applicable federal, state, local laws,
statutes, codes, and relevant rules and regulatlons

(_)6—De3|gnat|ng or_appointing an administrator who |s responsible for the day to day
management of the health clinic; and-defining-the-duties-and-responsibilitiesof the

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

(i) Notifying the Department in writing within 5 working days when:
(1) A vacancy in the administrator position occurs including the name of who will
be 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 rhe person appointed to that position.
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(F) Ensuring the facility is able to provide services to meet the needs of all patients
directly or through a written agreement with an outside source.

7-006.02 Administration: ADMINISTRATION. The administrator is responsible for planning,
organizing, and directing the day to day operation of the health clinic. The administrator must

and—be is dlrectly respon3|ble to the Ilcensee eHe—the—pe#sen—er—pe#sens—deiegated—gevemmg
authority by thelicensee: in_all matters related to the maintenance, operation, and

management of the facility. The administrator’s responsibilities include:

(A)+-Being on the premises a sufficient number of hours to provide supervision and

over3|qht regarding the care, treatment and services provided to patients served at
the health clinic;

(B)2-Providing for the protection and promotion of patients’ health, safety, and well-being;

(C)3-Maintaining-statf-appropriate Ensuring staffing in numbers and qualifications to meet
patient care and treatment needs

(D)4-Designating a substitute;—
health-¢clinie; in writing, to act in the hIS or her absence ef—t-he—ad-m-l-n-l-st-Fa-t-eF as needed,

aeeei:danee—w&h—Neie—Rev—Stat—§—28-74—1— Ensunnq the completion malntenance

and submission of reports and records as required by statute, regulations and the
Department and

mtermediates—epenwrgeney—nwdieai—teeimieran-paramedﬁs— Beinq available durinq

all hours of facility operation.

006.03. ADMINISTRATIVE RECORDS. Accurate and complete administrative records of the
clinic’s operation, including an annual report that summarizes the scope and volume of
services provided at the health clinic must be maintained and kept for a minimum of 7 vears.

006.04 CUSTOMER SATISFACTION. Each health clinic must have a written process to
measure consumer satisfaction with the services being provided by the facility.
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006.05 OFF-CAMPUS, SATELLITE LOCATIONS AND MOBILE UNITS. All off-campus
satellite locations and mobile units must be approved by the Department and listed on the
health clinic license prior to patient care and treatment being provide at a location.

006.06 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 un-announced
inspections can occur as required in 175 NAC 1.

£-006.037 Staff Reguirements: STAFFING. Each-health-¢linic A licensee must maintain a
sufficient number of staff with the required experience, orientation, gualifications; training, and
skills competency to meet the care and treatment needs of the patients and the operational
and-patient needs of the clinic. All staff are to wear visible identification to identify them to
patients or their designee by name and title. Each-health-clinic-must-have job-descriptions-for
each-staff position; A written job description is to be on file outlining the which-include minimum
qualifications and job duties required for the 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 and or treatment that is outside the scope of practice
permitted by the credential held by the individual.

7-006.03A18 Staff Credentials: STAFF CREDENTIALS. Staff credentials must 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. Each-health

7-006.03A29 Health-Status: STAFF HEALTH STATUS. A health history screening for all staff

must be completed prior to staff assuming job duties. A licensee must ensure staff health
status is maintained in a manner to prevent the potential transmission of disease to patients,

visitors and other staff: Each-health-clinic-mustestablish-and-implementpolicies and
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7-006.63A310 Qrmmnal-Baekq-Fe&nel—anel—Re%tw—Gheek—s— CRIMINAL BACKGROUND AND

REGISTRY CHECKS

memleer Crlmlnal bacquound and remstrv 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 patient at the facility. Documentation of such checks must be maintained for as long
as the staff member is employed at the facility.

7-006.03A3a10(A) Criminal Background-Cheecks: CRIMINAL BACKGROUND CHECKS.
The health clinic must complete a criminal background check through a governmental law

enforcement agency or a private entity. that-maintains-criminal-backgroundinformation:

7-006.93A3b10(B) Registry Checks: REGISTRY CHECKS. The-health—clinic—must A
check for adverse findings must include these Nebraska en-each-ofthefollowing registries
and similar registries in states where the individual has resided in the past 10 years:

4 (i)Nurse Aide Registry;

2.(i)Adult Protective Services Central Registry;

3.(iii)Central Registerry of Child Protection Cases; and

4.(iv)Nebraska-State-Patrel Sex Offender Registry.

7-006.03A3¢10(C) USE OF CRIMINAL BACKGROUND AND REGISTRY
INFORMATION. The health-clinie-must: licensee is to determine how to use the results
of pre employment cr|m|nal bacquound and remstrv checks wh|ch must |nclude
I- erm aa
the—Nurse—ArdeRegrstw—m—malmg—h#mg—deerSlens— Staff wrth adverse flndrnqs on
the registries regarding abuse, neglect or misappropriation must not be employed
at the facrlrty,
anel—reg+stry—m£ermatlen—and How |nformat|on will be used in makmq h|r|nq

decisions;

er—patreht—preperty— Whether emplovment can beqrn prior to receiving the results
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of the checks, how the safety or property of patients will be safequarded until the
results are available and what happens if the results have adverse findings; and
(iv) How to maintain documentation of this information.

7-006.03B11 Training: 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. Documentation must be maintained in each staff
member’s personnel file for the duration of their employment at the facility: Each-health-clinic
must-ensure-staff receivetrainingin-orderto-performjob responsibilities.

(A) Date and time training was provided;

(B) Summary of the information provided to staff;

(C) Instructor name;

(D) Staff sign in documentation; and

(E) Results of competency or other testing completed as a result of each training.

7-006.03B112 Orientation: STAFF ORIENTATION. Each-health-¢clinic-must-provide—and
maintain-evidence-ofan An orientation program must be provided for all new staff-and—as

needed; for existing staff who are given new assignments. The erientation-program must
include an-explanation-ofthe: the following:

4-(A)Job duties and responsibilities;

2-(B)The health-clinic’s facility sanitation and infection control program;

3-(C)Organizational structure;

4.(D)Patient Rights;

5.(E)Patient care policies and procedures;

6.(F)Personnel policies and procedures;

Z.(G)Emergency preparedness and disaster procedures;

8.(H)Disaster—preparedness—plan—and The facility quality assurance performance
improvement program;

9.(1) Reporting requirements for abuse, neglect 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 health clinic policies and
procedures; and

(J) The facility hand hygiene program.
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006.13 CARDIOPULMONARY RESUSCITATION. Staff qualified to perform cardio-
pulmonary resuscitation must be on the premises during all hours of operation.

1-006 94—14 Patlent—R-lqhts- PATIENT RIGHTS —Eaeh—health—elm#u&et—ptteteet—and—p#emete

Each patient must be afforded the opportunity to exercise

his or her rights. Each health C|InIC must document that all patients have been informed of
their rights in @ manner and format that he or she can easily understand in the medical record
for each patient. eaeh Each patient must-have has the right to:
4(A)Respectful and safe care by trained and competent personnel staff;
2.(B (_)Be mformed of patrent his or her rlghts durlng the adm|SS|on eFeeess
3. -
4. (_)Make mformed deC|S|ons regardlng care and treatment optlons and be provided with
to-receive information necessary to assist in making those decisions;
5.(D)Be informed of the possible Refuse-care-and-treatment-and-to-be-informed-of-the
medieal consequences of refusing sueh; care and treatment, to freely make a choice,
and to be free of repercussions from the facility and staff for choosing to refuse care
and treatment options;
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6-(E)Formulate advance directives and to have the health-¢linie facility comply with the
directives unless the &linic facility notifies the patient or designee in writing the facility
of the-inability-to-do-se:is unable to comply, and the reasons;

#-(F)Persenal pPrivacy and confidentiality of their medical records;

8.(G)Be-free Freedom from abuse, neglect and exploitation;

9.(H)Access information contained in histher their own medical record within a reasonable
time when requested; excluding limited circumstances where the attending medical
practitioner determines and documents that disclosure to the patient would be
harmful;

10-(1)Receive health-elinic services without discrimination based upon race, color, religion,

genelep sex, national orlgln or payer source, and 44eal¥lorel4mes—a$e4qet—req&wed—te

and
4H-(J)Voice complaints and grievances without discrimination or reprisal and have these
his or her complaints and grievances addressed within a reasonable period of time.

006.15 ABUSE, NEGLECT AND EXPLOITATION. Any suspected abuse, neglect, or
exploitation of a patient must be reported to the Adult and Child Abuse and Neglect Hotline
via telephone immediately and to local law enforcement as required by state and federal laws.

006.16 ADVANCED DIRECTIVES. Each licensee must comply with the requirements of the
Health Care Power of Attorney Act and the Rights of the Terminally Ill Act. Patients or
designees must be informed upon acceptance as a patient of the clinic, and at the time of any
change to the policies and procedures.

006.17 PATIENT EDUCATION. Education must be provided to each patient or designee
regarding his or her identified condition and recommended care and treatment.

006.17(A) PATIENT EDUCATION RECORD KEEPING REQUIREMENTS.
Documentation of all education provided to a patient or designee must be retained in each
patient’s medical record. This information is to include:

(i) The name of the persons who were provided education and relationship to the

patient;
(i) Information provided; and
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(i) The date the education was provided, along with the name and title of the person
providing the education.

006.18 DISCHARGE AND TRANSFER. For any patient whose condition does not allow
dismissal from the facility within 24 hours, the licensee must ensure:

(A) Each patient is to be discharged to the care of a responsible adult who will assist with
transport from the facility unless otherwise ordered by the medical practitioner;

(B) If a patient is discharged to another health care facility or service, necessary
information to ensure continuity of care and treatment will be provided to that entity,
and a copy will be retained in the patient’s medical record;

(C) Each patient will be evaluated before discharge for proper recovery; and

(D) Qualified health clinic personnel will remain with the patient until the patient’s status

is stable.
_ () () 1
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Each health C|InIC must have space and rooms for the tvpe of care and treatment provided and
must be maintained in a manner that is safe, clean, and functional. All health clinics must comply
with the Health Care Facility Licensure Act, 175 NAC 1, the Nebraska State Fire Code and this
chapter. Ambulatory Surgical Centers and Hemodialysis Centers must also comply requirements
set out in the National Fire Protection Association (NFPA) 101, Life Safety Code, 2000 edition.
Each building must meet the following physical plant requirements, unless otherwise specified:

7-007.01
detadwd%#uetu;es—ea#&aﬂ%matnwn#a;eas—eewﬁh—ethepheeneed%eﬁes LAUNDRY
SERVICES. Laundry services must be provided in accordance with current, standards of
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practice and in a manner to reduce any risk of cross-contamination or infection. Laundry
service may be provided on-site by the facility or via contract. A separate clean laundry supply
storage area that is conveniently located to care and treatment locations is to be provided.

and—equment—must—eemply—wﬁh—the—lieed—eede. ON- SITE LAUNDRY 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.

4-007.01(B) : , i
by—ee{#aet—el'—en—a!ee—by—the—iaeﬂny CONTRACTED LAUNDRY If a Ilcensee ut|I|zes

contract services for laundry, the facility must have a dedicated area for soiled laundry
awaiting pickup and a separate area for clean laundry.

7-007.01(C) Bi ; '
semees—must—eemply—w&h—the—feﬂewng— LINENS An adequate supplv of clean Imens 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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7-007.02 GCare-and FreatmentAreas: WASTE PROCESSING AND HANDLING. Medical and
general 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 ensuring all facility

areas remain free of vermin. Ihe—hea#h—ehmemust—nepsha#e—theieuewmg—eareand—#ea%mem
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JANITORIAL SERVICES A dedlcated room W|th a service sink and space for storage of
supplies, housekeeping, and janitorial equipment must be provided.
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4-007.04
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of-thepatient: MEDICATION STATION. A dedicated medication station must be provided for
the storage and distribution of 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 the visual
control of nursing staff and must contain a work counter, sink, refrigerator, and double-locked
storage for controlled substances.
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UTILITY AREA. A work area must be provided where clean materials are assembled. The
work area must contain a work counter, a hand washing 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 materials, the work counter and hand washing fixtures

may be omitted.
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007.06 EQUIPMENT AND SUPPLIES. Equipment and supplies required for care and
treatment at the facility must be provided. The facility must have space to store, distribute,
maintain, clean, and sanitize durable medical instruments, equipment, and supplies out of the
path of normal traffic. Durable medical equipment must be tested and calibrated in
accordance with manufacturer's recommendations. The documentation of testing results and
calibrations must be maintained for a minimum of 7 years.

007.07 STERILE PROCESSING. If sterile processing is completed onsite, the facility is to
have areas for decontamination and sterilization of durable medical instruments and
equipment which is separate from the facility’s waste processing area.

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

007.09 TOILET ROOMS. At least 1 bathroom with a toilet and a sink for patient use which
has a system for the patient to summon for assistance if needed must be provided.

007.10 BATHING ROOMS. If a tub or shower for patient bathing is provided, it must be
equipped with hand grips or other assistive devices as well as a call or communication system.

007.11 ISOLATION ROOMS. The number and type of isolation rooms in a health clinic must
be determined by the licensee based on a facility risk assessment individual facility needs.

007.12 OBSERVATION ROOMS. If medical observation is provided, the licensee must
provide 1 or more appropriately equipped rooms for patients requiring close supervision based
on the needs of the patient and the care and treatment provided. Each room is to:
(A) Ensure patient privacy;
(B) Have a system in place for the patient to call or summon for assistance if needed;
(C) Have appropriate temperature control, ventilation and lighting;
(D) Be void of unsafe wall, ceiling fixtures and areas with sharp edges;
(E) Have a way for staff to observe the patient staff from outside the room, so that all
areas of the room are observable, and
(F) Be equipped to minimize the potential of a patient’s escape, injury, suicide or hiding
of restricted substances.

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.

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

007.15 TREATMENT ROOMS. Treatment rooms for procedures performed under topical,
local or regional anesthesia must have a minimum floor area of 120 square feet and a
minimum of 10 feet clear dimension.

007.16 PROCEDURE ROOMS. Procedure rooms for invasive and minor surgical procedures
performed in conjunction with oral, parenteral, or intravenous sedation or under analgesic or
dissociative drugs must have a minimum floor area of 200 square feet and a minimum of 14
feet clear dimension.

007.17 CORRIDORS. The facility corridors must be wide enough to allow passage and be
equipped as needed by the patients with safety and assistive devices to minimize injury. All
stairways and ramps must have handrails.
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007.18 OPERATING ROOMS. Operating rooms for major surgical procedures that require
general or regional block anesthesia and support of vital bodily functions must have a
minimum floor area of 300 square feet and a minimum of 16 feet clear dimension.

007.19 DOORS. Doors must be wide enough to allow passage and be equipped for privacy,
safety, and with assistive devices to minimize patient injury. 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.

007.20 HANDWASHING SINKS. A handwashing sink equipped with towels and soap
dispenser must be provided in close proximity of each examination, treatment, isolation,
procedure and operating room, and in close proximity to rooms specifically designated for
patient care and treatment.

007.21 FINISHES. Special room finishes must be provided, including:

(A) Washable room finishes 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, serrated cut, or highly textured tiles cannot
be used.

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

007.22 BUILDING SYSTEMS. Building systems must be designed, installed and operated in
a manner 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
location where the call was activated. Health clinics other than ambulatory surgical
centers, operating before the effective date of this chapter that do not have a nurse call
system are not required to provide a nurse call system.

007.22(A)(i) NEW CONSTRUCTION. New construction, in areas where patients are
unable to activate the call system, must have a method where staff can 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. New construction and new
facilities must have ground fault circuit interrupter protected outlets in all wet areas and
within 6 feet of all hand washing sinks.
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007.22(C) ESSENTIAL POWER SYSTEM. All existing and new facilities 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.

007.22(C)(i) NEW CONSTRUCTION. New construction must have emergency power
systems for essential care and treatment equipment, lighting, medical gas systems
and nurse call systems.

007.22(C)(ii) 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.

007.23 HOT WATER SYSTEM. The hot water system must have the capacity to provide
continuous hot water at maximum temperatures per 175 NAC 1.

007.24 HEATING AND COOLING SYSTEMS. A licensee must provide a heating and air
conditioning system to maintain room temperatures at a level comfortable for each patient.

007.24(A) AIR MOVEMENT. 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. Floors in operating, procedure and other locations subject to wet cleaning
methods or body fluids must not have openings to the heating or cooling systems.

007.25 ILLUMINATION LEVELS. lllumination levels which are measured at 30 inches above
the floor in multiple areas in the room must be provided as follows:

(A) Toilet Rooms: 30 foot candles;
(B) Corridors: 10 foot candles;
(C) Laundry 30 foot candles;
(D) Medication station 75 foot candles;
(E) Care and treatment locations: 70 foot candles;
(F) Procedure task lighting: 200 foot candles; and
(G) Surgery: 1000 foot candles.

007.26 MEDICAL GAS SYSTEMS. Medical gas and vacuum by means of portable equipment
or building systems as required by the type of care and treatment provided at the clinic must
be provided safely. All medical gas systems must comply with the requirements of 153 NAC
1 and the Nebraska State Fire Code.

007.27 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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007.27(A) MECHANICAL EXHAUST VENTILATION. Buildings with new construction
must have a mechanical exhaust ventilation system which provides a rate of ten air
exchanges per hour for the following areas:

(i) Windowless toilets;

(ii) Bathing areas;

(i) Laundry rooms;

(iv) Housekeeping rooms; and

(v) Kitchens, if provided.

007.27(B) MECHANICAL VENTILATION SYSTEM. Buildings with new construction must
have a mechanical ventilation system which provides air exchanges per hour at the
following rates:

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

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

(i) Operating rooms 20 air exchanges per hour.

007.28 WATER AND SEWER SYSTEMS. An accessible and safe potable supply of water
must be maintained. Where a public water system 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 Title 179
NAC;

(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 Title 179 NAC;
and

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

7-008. PENIAL REFUSAL TORENEW . _OR DISCIPLINARY-AGCHON OPTIONAL SERVICES
AND REQUIREMENTS. A licensee may choose to provide any of the optional services outlined
below. If these services are provided, the following are applicable:

7-008.01 Grounds-for Denial,Refusal-to-Renew-orDisciplinary-Action: FOOD SERVICE. A
licensee that provides food service must ensure that food is prepared, stored, served,
protected and disposed of in accordance with the Nebraska Food Code. There must be
dedicated space and equipment for the preparation of meals and the storage of food.
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7-008.02—ProceduresforDenial Refusal- to Renew or Disciplinary-Action: LABORATORY
SERVICES. Any licensee that conducts laboratory testing, whether provided directly by the
licensee or through agreement or contract, must comply with the Clinical Laboratory
Amendments of 1988, as amended.

7-008.02(A) LABORATORY SERVICES RECORD KEEPING. All laboratory testing
reports and results must be malntalned in the individual patient records to whom they

7-008.02(B) LABORATORY SERVICES PHYSICAL PLANT REQUIREMENTS.
Laboratory areas must provide for the sample collection, protection, analyzing, testing and
storage. The facility must handle all potentially contagious or hazardous samples in a
manner _that mlnlmlzed the potentlal rlsk of the transm|SS|on of mfectlons Ihe—demal—
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7-008.03—TFypes-of Disciplinary-Action PHARMACY SERVICES. Medications, biologicals and
devices must be under the supervision of a licensed Nebraska pharmacist or licensed
Nebraska physician. The storage, control, handling, compounding, administration, provision
and dispending of medications, devices and biologicals must be in accordance with state and
federal law and current standards of practice. Any licensee that has a pharmacy or engages
in the practice of pharmacy must do so in accordance with the Pharmacy Practice Act.

7-008.03(A) MEDICATIONS, BIOLOGICALS AND DEVICES. Medications, biologicals
and devices must only be provided to patients as leqgally prescribed by a medical
practitioner and administered by a health care professional who has medication
administration included in their scope of practice. Pharmacy services provided must be in

accordance with current standards of practlce and mclude Ihe—Depathem—may—rmpese
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A current policy and procedure manual regarding the administration and handling
of all medications and biologicals in the facility is available to all staff at all times;
A documented count of all controlled substances completed once a day;

A list of authorized personnel permitted access to medications and biologicals;

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;

(vi) Emergency medications and biologicals;

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

(viii) Disposal of medications and biologicals in accordance with state and federal law;
storage or and provision of sample medications and biologicals; and

(ix) Recording, reporting and investigating the abuse or loss of any drugs or

biologicals.

REEE B

7#-008.03(B) PROVISION OF MEDICATIONS BY A PERSON OTHER THAN A
LICENSED HEALTH CARE PROFESSIONAL. When the licensee utilizes persons other
than a licensed health care professional for the provision of medications, the licensee must
comply with the Medication Aide Act, 172 NAC 95 and 172 NAC 96. In-determining-the
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#-008.03(C) MEDICATION ERRORS AND ADVERSE REACTIONS. Medication errors
and adverse reactions must be reported to the prescribing practitioner immediately, and a

wrltten report of the error must be completed and marntarned in the patrent s record H—the

7-008.03(D) VERBAL AND ELECTRONIC ORDERS. A licensee must determine the use
of verbal and electronic orders for medications, diagnostic treatments, biologicals and
therapies, and must identify staff authorrzed bv the facility to receive such orders.
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008.03(E) EMERGENCY MEDICATIONS, DEVICES AND BIOLOGICALS. Emergency
medications, devices and biologicals, as determined by the needs of the patient population
and care and treatment provided at each health clinic must be immediately available for
use when an emergency occurs.

008.03(F) DISPENSING OF MEDICATIONS, DEVICES AND BIOLOGICALS. All
medications, devices, and biologicals dispensed from a health clinic must be dispensed in
accordance with federal law, the Pharmacy Practice Act, 172 NAC 128, and 175 NAC 8

as applicable.

008.03(G) STORAGE OF MEDICATIONS, DEVICES AND BIOLOGICALSu All drugs,
devices, and biologicals must be stored in secured areas, and in accordance with the
manufacturer’s, distributor’s, packager's or dispenser’s instructions regarding
temperature, light humidity and other storage instructions.

008.03(H) RECORDKEEPING FOR MEDICATIONS, DEVICES AND BIOLOGICALS.
Information regarding all drugs, devices, and biologicals administered, provided or
dispensed for a patient must be recorded and maintained in the patient’s medical record.
The record must specify the name of the medication, device or biological, dosage, date,
time and route of administration or provision and the identification of the person who
administered or provided the medication, device and biological to the patient.

008.03(1) RECORD RETENTION. A complete and accurate record of all medications,
devices and biologicals received, stored, administered, provided, dispensed or disposed
of by the health clinic must be kept and maintained for a minimum of 7 years.

008.03(J) SAMPLE MEDICATIONS, DEVICES AND BIOLOGICALS. Manufacturer,
distributor or packager samples must be used in compliance with state and federal law
and a complete and accurate record of the receipt, storage, administration, provision,
dispensed or disposed of sample medications, devices and biologicals must be
maintained for a minimum of 7 years. All samples administered, provided or dispensed to
a patient must be recorded in the patient’s medical record.

008.03(K) INVESTIGATIONAL DRUGS, DEVICES AND BIOLOGICALS. Any 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.

7-008.04 RADIOLOGY SERVICES. Each licensee that provides radiology services must
ensure these services are provided in accordance with the Uniform Credentialing Act, the
Radiation Control Act, Title 172 NAC, Title 180 NAC, and with current standards of practice,
state and federal law. Radiology services must be provided under the direction of a physician.
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Cleaning, sterilization, storage and maintenance of equipment and supplies must be

performed in a manner to prevent cross contamlnatlon and transmlssmn of |nfect|on

7-008.04(A)—Reinstatementat-theEndof Probation—or Suspension RADIOLOGY
SERVICES RECORDKEEPING. All x-ray films must be reviewed and interpreted by a
physician. Complete reports of the results of x-ray examinations must be kept on file for
a minimum of 7 years and the results must be filed in the individual patient’'s medical record
to which they apply.

7-008.04(B) is

RADIOLOGY SERVICES PHYSICAL PLANT REQUIREMENTS If prowded onS|te the
licensee must accommodate the operational and shielding requirements of the equipment
installed, condition of the patient, and must provide a clear floor area that is safe for staff

and patients.
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008.06 SURGICAL SERVICES. A licensee providing surgical services must have at least 1
dedicated operating or procedure room and the following support areas. In buildings with new
construction and facilities with more than 2 operating rooms, the following support areas and
central processing areas must be located in restricted access areas:

64



EFFECHVE———— NEBRASKAHEALTHAND HUMAN-SERVIGES —— ——————
mwe/or - REGULATIONANDLICENSURE 175 NAC 7Y

DRAFT NEBRASKA DEPARTMENT OF
03-10-2023 HEALTH AND HUMAN SERVICES 175 NAC 7

008.06(A) PREOPERATIVE PATIENT AREA. A preoperative patient area must have
sufficient space and equipment to accommodate ambulatory and non-ambulatory
patients. This area must be under the direct visual sight of the nursing staff.

008.06(B) RECOVERY AREA. A recovery area must contain a medication station, hand
washing sink, charting area, an area for cleaning bed pans and urinals, and equipment
and supply storage space.

008.06(C) DRESSING AREA. A dedicated patient dressing area and toilet room must be
provided and be separate from staff gowning areas.

008.06(D) HOUSEKEEPING ROOM. The facility must have soiled utility and
housekeeping areas that are used exclusively for the surgical suite.

008.07 CLINICS THAT PERFORM ABORTIONS. A licensee that performs more than 10
abortions in any one calendar week must meet the requlations specified below:

008.07(A) EMERGENCY EQUIPMENT AND SUPPLIES. The necessary drugs, devices,
biologicals, equipment and supplies for the provision of emergency care and treatment,
must be immediately available in the facility in the area of patient care and treatment:

(i) Emergency call system, easily accessible to patients and staff;

(i) Oxygen;

(iii) Manual breathing bags; and

(iv) Cardiac defibrillator.

008.07(B) EMERGENCY TRANSFER. Each clinic must have a written agreement for
emergency care and transfer with at least 1 hospital.

008.07(C) TIMELY RESPONSE AND TRANSFER. Each licensee must have a written
contract with an ambulance service that will assure timely response and transfer of a
patient in the case of an emergency.

009. SPECIFIC CLINIC REQUIREMENTS. A health clinic that is designated as one of the
following types of health clinics must follow the additional requirements set forth below.

(A) Ambulatory Surgical Center;

(B) Hemodialysis Center; or

(C) Labor and Delivery Center.

009.01 AMBULATORY SURGICAL CENTER. A health clinic specifically identified and
operating as an ambulatory surgical center must meet the regulations identified in 175 NAC
1, 175 NAC 7, and must satisfy all the elements of the Centers for Medicare and Medicaid
(CMS) Conditions of Coverage for an ambulatory surgical center as set out in 42 CFR §416
Subparts A through C and 42 CFR §416.54, the Conditions of Coverage for Emergency
Preparedness. Each licensee must ensure:
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(1)

e B

[o

Written admission, discharge, and emergency transfer criteria based on the types and
scope of procedures and treatments provided is maintained at the clinic;

The expected duration of services for the type of procedures and treatments provided
must not exceed 23 hours and 59 minutes following admission;

A written transfer agreement with at least 1 hospital is maintained;

A written contract with_ an_ ambulance service that will assure timely response and
transfer in case of emergency is maintained; and

A risk assessment to determine the amount of medication that needs to be available
immediately to treat potential malignant hypothermia cases based on past facility
history and patient characteristics is completed on an annual basis and maintained
onsite.

009.01(A) AMBULATORY SURGICAL CENTER ADMISSION AND DISCHARGE LOG. A

chronological permanent admission and discharge log that includes the following must be

maintained:

(i) Full name and birthdate of each patient;

(i) Identification number assigned by the ambulatory surgical center;
(i) Date and time of admission and discharge;

(iv) Where patient was discharged to;

(v) Surgical procedures performed;

(vi) Starting and stopping time of the surgical procedure performed;
(vii) Name of surgeon and any assistants;

(viii) Name and title of nursing personnel;

(ix) Type of anesthesia administered; and

(x) Name and title of person administering anesthesia.

009.01(B) RATES OF SURGICAL INFECTIONS. Each licensee must, at least annually,

provide physicians performing surgery at the facility with a report as to the number and

rates of surgical infections in patients on whom the surgeons have performed surgery.

009.02 END STAGE RENAL DISEASE CENTER. A health clinic specifically identified and

operating as an end stage renal disease center 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 8§494.62, the Conditions of Coverage for Emergency Preparedness.

009.03 LABOR AND DELIVERY CENTER. Each licensee that provides labor and delivery

services must ensure safe delivery of care and treatment to patients under the direction of a

physician designated by the licensee in writing, in accordance with current standards of

practice and is to include:

M
2)

3)
“)

Designation of appropriate attire to be worn during labor and delivery;

Written directions regarding the use of oxytocic drugs and the administration of
anesthetics, sedatives, analgesics, and any other rugs, devices and biologicals in
accordance with state and federal law;

Directives regarding visitation and attendance during the birth process;

Emergency care and treatment equipment to be immediately available;

66



EFFECHVE———— NEBRASKAHEALTHAND HUMAN-SERVIGES —— ——————
mwe/or - REGULATIONANDLICENSURE 175 NAC 7Y

DRAFT NEBRASKA DEPARTMENT OF
03-10-2023 HEALTH AND HUMAN SERVICES 175 NAC 7
(5) Written directions regarding reporting requirements and laboratory testing;

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

(7) Staffing requirements including at least one physician, certified nurse midwife, or

(8)

9

registered nurse present onsite at all times when a mother or newborn is in the facility;
Written criteria_ensuring that admission is restricted to low-risk patients who have
received antepartum in accordance with facility policies and that planned caesarean
sections are prohibited; and

Written discharge criteria to ensure each mother and newborn is discharged within 24
hours after admission, in a condition that will not endanger the well-being of either; if
the condition of either patient does not allow discharge in 24 hours, the patient(s)
must be transferred to a hospital that provides obstetrical care and services.

009.03(A) EMERGENCY TRANSFER. A written agreement for emergency care and
transfer with at least 1 hospital that provides obstetrical services must be maintained at all
times. Each medical practitioner practicing at the facility must have admitting privileges at
the transferring hospital.

009.03(A)i) TIMELY RESPONSE AND TRANSFER. Each facility must have the
capability to transfer and transport the mother and the newborn to the contracted
hospital or hospitals in a timely manner or have a written contract with an ambulance
service that will assure timely response and transfer.

009.03(B) PERMANENT ADMISSION AND DISCHARGE PATIENT INDEX. Each
licensee must maintain a permanent admission and delivery patient index that includes

the following:
i Full name and date of birth of the patient;

ElS

i) The patient identification number assigned by the facility;
(i) Date and time of admission and discharge;

(iv) Name of admitting physician or certified midwife;

(v) Type of anesthesia provided;

(vi) Time of birth;

vii) Sex of newborn; and

(viii) Place to which mother and newborn were discharged.

<

009.03(C) PHYSICAL PLANT REQUIREMENTS. A licensee providing labor and delivery
services must have at least 1 patient room, space, and equipment to allow for care and
treatment of both mother and infant, hand washing sink, storage for equipment and
supplies, call and alarm annunciation systems medication storage, and distribution, and
convenient areas for patient toileting, dressing, and consultation.

Approved-by-the-Altorney- General——1/8/07
Approved-bythe Governor———————— H44/07
Eilod with_the.S f S 14/07
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(N Physician fee schedule. (1) SBervices
furnished by a resident in a nonpro-
vider watting are covered as phyvsleian
servicen and payable under the physi-
clan fee\zchedule if the following re-
guiremente are met:

(1) The regident is fully licensed to
practice medicine, osteopathy, den-
tistry. or podiatry in the State in
which the servisg is performed.

{11y The time spent in patient care ac-
tivitiez in the ndoprovider setting is
not included in a \teaching hoapital's
full-time egquivalencdy resident count
for the purpose of dNrect GME pay-
ments.

(Z) PaFment may be made resardless
of whether a resident ie\ functioning
within the scope of his or hey GME pro-
ram in the nonprovider settine.

(37 If fee schedule paviment\is rmade

for the resident’s services in a nonpro-
vider setting, payvment must oot be
made for the services of a teadhing

phyeician.

(4) The carrier must apply the phyai-
clan fee schedule payment rules seb
forth in eubpart A of part 414 of this
chapter to payments for services fur-
nished by a resldent in a nonprovider
setting.

[B0 FE 3178, Dec, 3, 1895, as amendsd at/T0
FE 47450, Ang. 13, 3005]

$415.208 Services of
residents.

(a) Definition. For purposey/ of this
section, the term services /of moon-
lighfing residenis refers to egtvices that
licensed resldents perforfn that are
outside the scope of an gpproved GME
progralrm.

(k) Services in GME program hospitals.
(1) The services of pesidents to inpa-
tients of hoeplitals An which the resi-
dents have their Approved GME pro-
gram are not covgred as physiclan serv-

moonlighting

lces and are pavable under §§413.75
through 413.8% regarding direct GME
payvinents,

(2) Bervicgs of residents that are not
related to/ their approved GME pro-
grams apd are performed in an ont-
patient /departiment or emercency de-
partinghit of a hospital in which they
have /thelr tralnine program are cov-
ered az phyesician services and paryable
uyder the physician fee schedule if all
of the followine criteria are met:

PL. 416

(i) The services are identifiable phi-
gloian services and meet the conditions
for payvment of phyeician servicgs to
beneficlaries 1n providers in §41540230a).

(iiy The resident i= fully licefised to
practice medicine, ostecopathy, den-
tistry, or podiatry by the/ State in
which the services are perfofmed.

(ii1) The services performed can be
separately identified firgfn those serv-
icea that are required ag part of the ap-
proved GME prograin.

i3y If the criteria Apecified in pare-
graph (bi2) of thie gection are met, the
gervices of the rmpoonlighting resident
are considerad t4 have been furnished
by the individugl in his or her capacity
az a phyeiciay, rather than in the ca-
pacity of a yeeident. The carrier muet
review the/contracts and agreements
for these gervices to ensure compliance
with theAriteria specified in paragraph
(B2 of/ thls section.

(4) Mo paFment s made for services
of a/*““teaching phyeician' associated
with moonlighting services, and the
tipne apent furnishinge these services s

ot inclhaded in the teaching hospital's
full-time equivalency count for the in-

irect GME payment (§412.106 of this

chypter) and for the direct GME pay-
me (55418, 75 through 413.83 of this
chapber).

(o) ONRer setfings. Moonlighting eerv-
icer of M liceneed resident in an ap-
proved GME programm furnished outside
the scope of that prosram in a hospital
or other setting that does not partici-
pate in the approved GME program are
pavable under Yhe physician fee ached-
ule as eet forth 1 §415.208( 031 ).

[ FE 63178, Dec, 8\1885 as amendsd at 70
FE 47480, Aug, 13, 2005

PART 4 16—AMBULATORY
SURGICAL SERVICES

Subpart A—General Pro
Definitions

Nons and

Heo,
4161 Basis and scops.
465 Definitions,

Subpart B—General Conditions and
Raquirements
416,25 Basic requirsimsnta,

416,26 Qualifying for an agresment,
416 80 Terme of agresment with ChE,
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40636 Ternmination of agresment,

bpart C—Specific Condilions for
Coverage

416,40 ondition for coverage—Compliancs
with Btate licensurs law,

41641 ConNition for coverages—Governing
body and\managsment,

416,42 Conditdhon  for coverage—Snrgical
garvices,

416,43 Condition\ for coverage—REwvaluation
of quality,

416,44 Condition Yor coverags—Environ-
ment,

416,45 Condition 1ok covarage—Dhadical
etaff,

416,48 Condition for covarage—MNursing sarv-
icea,

416,47 Condition for chverages—hladical

records,

416,48 Condition  for
centical sarvicea,
416,489 Condition {for coverage—Laboratory

and radiclozic ssrvices,

Subpart D—5%cope of Benefits

General rulses,

Hcope of facility services,

416,66 Coversd enrgical procedursa,

416,76 Performance of listed surgical proce
dur=ss on an inpatient hospital basia,

Subpart E—Payment for Facility Services

416,120 Basie for paymmsnt.

4161256 ARC facility services payment rate,

416,130 Publication of rewvissd payimsnt
methodologise,

416,140 Buarveya,

416 160 EBEensficiary appsala,

Subpart F—Adjustment i Payment
Amounts for New Techpology Intia-
cocular Lense: Furnizhed by Ambula-
tory Surgical Centers

covarase—FPharma-

416,60
416,61

416180
416,186
416100

Dafinitions,
Fayment review/procass,
Who may requget a raviaw,
416195 A requsest to pevisw,
416,200 Application/of the payment adjust-
ment,
AUTHORITY: Beda, 1102 and 1871 of the Bocial
Security Act (42 T 8 C, 1202 and 135hh),

HoUROE: 47/FR. 34084, Aug, &, 1982 unlese
atherwise ngted,

Subpiart A—General Provisions
and Definitions

416.1 RBasis and scope.

a)  Statufory basiz. (1) Bection
332 FYWiy of the Act provides for

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

Medicare Part B coverage of facilyiy
services furnished in connection with
surglcal procedures specified by the
Secretary under section 183301417 of the
Act,

(2) Bectlon 18330110 A of the Act re-
guires the Secretary to apecily the sur-
glceal procedures that can We performed
safely on an ambulatory basls in an
ambulatory surgical center, or a hos-
pital ontpatient depardnent.

(3) Bection 1833015 (2w A) and (3) epeci-
fv the amounts to be pald for facility
services furnished/ in connection with
the specified surgical procedures when
they are perforyned, respectively, in an
ARC, or in a/hoepital outpatient de-
partment.

(b Scope./This part sets forth—

(1) The fonditions that an ASC must
meest i/ order to participate in the
Medicgde prograim:

(2) The scope of coveread services; and

(3Y The conditions for Medicare pay-
menht for facility servicea,

& FE 8845 Mar, 1. 1991; 56 FE 23022, May 20,
1981]

16.2 Definitions.

As used in this part:

Arvbulatery suwrgical cenfer or AST
meany any distinet entity that opsr-
ates exxlusively for the purposs of pro-
viding strelcal services to patienta not
requiring hoapitalization, has an acree-
ment with SMS to participate in Medi-
care as an ASC, and meets the condi-
tions set forth in subparts B and © of
this part.

ASC gervices meane facllity services
that are furnished an ABC,

Covered  surgicael rocedures IMenrs
those sargical and other medical proce-
dures that meet the cxiteria specified
in §416.65 and are publisked by CLMS in
the FEDERATL REGTETEER.

Focility serpices meals aeyrvicea that
are furnished in connection\with cov-
ered surgical procedures perto el in
an ASC, or in a hospital on out-
patient basis.

[56 FE 8343 Mar, 1, 1991; 56 FE 33052, MaX 20,
1981]
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Subpart B—Genaral Conditions
and Requirements

S416.25 asic requirements.

Participation as an ASC is limited to
facilities thyt—

{a) Meet the definition in §418.2; and

(bl Have in effect an asreement ob-
talned in accordance with this subpart.

[66 FE 8843, Mar, 1, 15%91]

H416.26 Qualifving for an agreemaent.

{a) Degmed complidgees. CME maw
deem an ASC to be in dompliance with
any o all of the conditione set forth in
subpart C of this part if—

{1y The ASC is accredited by a na-
tional accreditinge body, or Neensed by
a Btate agency. that CME dedermines
provides reasonable assurance that the
conditions are met:

(Z) In the case of desmed 2tatus
through acereditation by a national ac-
creditine body, where Btabte law Ye-
quires licensure, the ASC complieg
with Btate llcensure requirements; and

(3) The ARC anthorizes the releaps to
CM=, of the findings of the accredita-
tion survesy.

(k) Survey of AS8Cs. (1) Tnlesa CRAE
deems the ASC to be in compliapce
with the conditions set forth in subpart
C of this part, the State survey agency
muet survey the facility to asgertalin
compliance with those conditiohs, and
report 1te findings to CME.

(2 CME surveyve deemed HX20s on a
gample basie az part of CKS"s valida-
tion process,

(o) Aeceptance of the ARC s gualified
to furnish ambulatory suwygical services. If
CM= determines, aftet reviewing the
BUIVEY ALSNCY  Iecol =ndation and
other evidence relpfing to the guali-
fication of the AT, that the facility
meets the reguirenenta of this part, it
sends to the ARY

(1) Written potice of the determina-
tion: and

(Z) Two coples of the ASC asreement.

(d) Filing of agreement by the ASC. If
the ASC /wishes to participate in the
Progr /it must—

(17 Have both copies of the ARC
agreement aigned by ite anthorized rep-
reseptative; and

(Z1 File them with CMES.

§416.30

(e) Accepfance by CME If CME acoepts
the agreement filed by the ABSZ, re-
turns to the ASC one copy of the/acrees-
ment, with a notlce of acdeptance
specifying the effective date.

(fy Appeal rights. If CMS /flefuses to
enter into an agreement or/if OB ter-
nmiinates an agreement, thg ASC s enti-
tled to a hearing in acCordance with
part 408 of this chapter

[5& FE 2843, Mar, 1, 1901]

241680 Terms of agreement with
CMS.
As part of Ahe agreement under

§416.235 the ASZ must agres to the fol-
lowing:

(a) Compliince with coverage condi-
fions., The ABC acrees Lo meet the con-
ditions fof coverage specified in suab-
part C /of this part and to report
promptly to CME any failure to do so.

(hy /Limitation on charges fo bene-
ficiaytes.  The ASC agrees to charee the
beneficilary or any other person only

& applicable deductible and colnesur-
mice almonnts for facility eervices for
which the beneficiary—

(13 Is entitled to have payment meade
ol hie or her behalf under this part; or

(3 Would have been ao entitled if the
ARC\had filed a regueet for payment in
accordance with §410.165 of this chap-
ter.

(o) ReXunds fo beneficiaries. (1) The
ARC acrees to refund as promptly as
popaible aly money incorrectly ocol-
lected from Yeneficiaries or from some-
one on their Behalf.

(2 Ae used iR this section, money in-
correctly cellecied means pame collected
in ezcess of thowe specified in para-
graph (b)) of this \gection. It includes
amounts collected INr a period of time
when the beneficlard\was believed not
to be entitled to Medisare benefits if—

(i3 The hensficiary later deter-
mined to have been entiled to Medi-
care benefita: and

(ii) The beneficiary's entiylement pe-
riod falle within the time the ASCs
agreement with CME is 1n effedt.

1 For facility services furnished bafore July
1987, the ABRC had to agres to malks no chargs
to the bensficiary, since thoee services were
not subject to the part B deductible and &o-
insurance provisions,
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(N Furnishing imformation. The ASC
agrees to furnish to OMS, if requested,
information necepaary to establish pasy-
ment rtes specified in §5416.120-415.130
in the fyrm and manner that CLIE re-
quires.

(e Aeceplance of assignmeni., The ASC
agress to adcept assigmment for all fa-
cllity eervicer furnished in connection
with covered surgical procedures. For
purposez of thls sectlon, assignment
meaneg an assignent under §424.65 of
this chapter of the\right to receive pay-
ment under Medicake FPart B and pay-
ment under (434 .64\ of this chapter
{when an individunal dige before asslst-
ing the claim .

(£ ASCs operafed by a Reopsital. In an
ARC operatad by a hospita

(1) The agreement 1= made effective
on the first day of the next\Medicare
coalh reporting period of the \lwoepital
that operates the ASC; and

(27 The ASC participates and s paid
only as an ASC, without the opting of
converting to or belng paid as a Dos-
pital outpatient department, unless
CM=2 determines there is good cause L
do otherwise.

(3) Comsta for the ABC are treated as a
non-reimbursable cost center on thé
hopeital’s cost report.

(g Additional provisions. The aslea-
ment may contain any additional/ pro-
vieions that CMS findes necesanry/or de-

girable for the efficient and effective
administration of the Medicare pro-
A,

[47 FE 34004, Ang. 5 1983, as afmendsd at 61

FE 413561, Mow, 14, 1985; 56 FF
1981]

416,25 Termination of agreement.

{a) Termination by fhe ASC—1) Nefice
te CMSE, An ASC that wishes to termi-
nate ite agreement must send CMMS2
writbten notice of fte intent.

(27 Date of termination. The notlce
may state the Antended date of termi-
nation which fmust be the firset day of a
calendar month.

(1) If the notice does not epecliy a
date, or e date is not acceptable to
CM=, OISR may set a date that will not
be moré than & months from the date
on the/ ASC s notice of intent.

iy CM=2 may accept a termination
dat# that s less than & monthe after
thé date on the ARC e notice If it deter-

gadd, Mar. 1.

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

miines that to do 2o would not udaly
disrapt services to the cormimumdty orp
otherwise interfere with the effective
and efficient administratio of the
Medicare prograim.

(3 Veoluntary fermination./If an ABC
cepses Lo Inrnieh servicesa/to the com-
nmanity, that shall be deemed to be a
voluntary termination /of the agree-
ment. by the A2SC, effegtive on the laat
day of business witil DMedicare bene-
ficlaries.

(b Terminafion by CME (1) Cause for
fermination. CM may terminate an
agrestnent 1 it/ determines that the
ASC—

(i) o longey meets the conditions for
coverage ag ghecified under §416.26; or

(iiy Ie noy in eabestantial compliance
with the provisions of the agreement.,
the requirements of this subpart, and
other gpplicable regulations of sub-
chaptet B of this chapter, or any appli-
cable/ provisione of title XWVIII of the
Aty

/2y Nofice of ferminafion. CME esends

Gtice of termination to the ASC at
east 16 daye before the effective date
gtated in the notice,

(3 Appeal by fthe A5C. An ASC may
popeal the termination of ite agree-
nment in accordance with the provieions
set\forth in part 468 of this chapter.

(eNEffect of fermination. Pavment s
not avallable for ABC pervicea fur-
nished on or after the effective date of
termination.

(dy Notide fo the public. Prompt notice
of the date\and effect of termination 1=
given to the public, through pablica-
tion in local newapapers by—

(1) The ASC after CMS hae approved
or st o termination date: or

(2 CME, when has terminated the
agresmment.

(e) Condifions for \reinstatement afier
fermination of agreemegt by OMS. When
an agreement with an ASC is termi-
nated by CLMS, the ASS may not file
another agrestnent to participate in
the Medicare program nnlexs Ch=—

(17 Finds that the reason for the ter-
mination of the prior agreelpent has
been removed: ard

(31 Ie asanred that the reason Yor the
termination will not recur.

[47 FR 534084 Aug, 5. 1962 as amendsd 3t 52
FE 22454, Juns 12, 1987; 56 FE. 8844, Mar)\ 1,
1981; 61 FE 40347, Aug. 2. 1986]
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Subpart C—Specific Conditions for
Coverage

41640 Condition for coverage—i>Com-
pliance with State licensure law.

The ASQ muet comply with State li-
celsnre ragNirements.

41641 Condition for coverage—Gov-
erning bod™ and management.

The ASC mukt have a governing
body. that assumes full legal responsi-
bility for determimNng, mplementing,
and monitoring polixles governing the
ARCs total operation\and for ensuring
that these policies are wdministered so
ag to provide guality heglth care in a
safe environment. When \gervices are
provided through a contract with an
outside resource, the AR st assure
that these services are provided in a
safe and effective manner. Sandard:
Hogpitalization. The ASC must Iave an
effective procedure for the immediate
tranesfer to o hospital, of patienta re-
quiring emergency medical care ke-
vornd the capabllities of the ASC, Thie
hoepital must be a local, Medicare par-
ticipating hoepltal or a local, non-
participating hoepital that meets the
reguirements for paviment for emep-
sency services under §483.2 of tHis
chapter. The ASC must have a wriften
transfer asresment with such a/hos-
pital, or all phyeicians performipe sur-
gery in the ASC mast have adinitting
privileges at auch a hospital.

[47 FE 340804, Ang, 5 1982 &as agdendsd at 61
FE 22041, Juns 17, 1888]
241642 Condition for goverage—sur-

gical services

Burgical procedureg must be per-
formed in o safe mgdnner by gualified
phyveiciane who havé been sranted clin-
lcal privileges by phe scoverning body of
the ASC in accofdance with approved
policies and protedures of the ASC,

(a) Sendard/ Anesthetic risk and eval-

wafion. A phyeician muet examine the
patient =ldiately before surgery to
avaluate the rislk of anesthesla and of

the procgdure to be performed. Before
discharge from the ASC, each patient
must Pe evaluated by a phyeician for
propet anesthesia recovery.

(b Elandard. Admindsiration of anes-
theeia. Anesthetics muet be adminie-
tEred by only—

§416.43

(11 A gqualified anesthesiologiat; o

(27 A physiclan gualified to adimin-
ieter anestheslin, a certified regietered
nurse anesthetist (CRMNA) or ah anes-
thericlogiat’s assistant as dgfined in
§410.68i1) of this chapter, of a super-
vised tralnee in an approved edo-
cational program. In thoee cases in
which a non-phyeician administers the
anesthesia, unleps exerptad in accord-
ance with paragraph (4) of thie eection,
the anesthetist muet be under the su-
pervision of the ofperating physician,
and in the case of/an anestheriologist's
azglatant, under/the sapervision of an
anesthesiologist,

(o) Standaergd: Discharge. All patients
are dischargéd in the company of a re-
sponsible adult, except those exempted
by the atténding phyeician.

(d) Sfgmdard: Stafe erxempfion. (1) An
ARC mway be exempted from the re-
guireynent for phyeician eapervision of
CHENA= ag described in paragraph (b2
of fhis section, if the State in which

e ARC ie located submita a letter to
CME signed by the Governor, following
consnltation with the Btate’s Boards of

eldlcine and Nursing, reguesting ex-

ption from physiclan supervieion of
CHNA=s, The letter from the Governor
must attest that he or she has con-
sultex] with State Boarde of Medicine
and Miyrelng about lssues related to ao-
cese to\and the guality of anesthesia
services the State and has concluded
that it is\in the best intereats of the
Btate’s citilens to opt-out of the cur-
rent phyeickan eupervislon require-
ment, and thet the opt-out s con-
sletent with Staxe law.

(23 The requeet; for exemption amnd
recognition of Bbtate laws, and the
withdrawal of the reguest may be sub-
mitted at any time \and are effective
upon submission.,

[57 FE 53809, July 51, 1992,
FE 56768, Hov, 13, 2001.]

2 anendsd at 68

2416.43 Condition for coverage—Ewal-
nation of guality.

The ASC, with the active participa-
tion of the medical ataff, must cynduct
an ongoing, comprehensive self-apsepa-
ment. of the guality of care provided,
including medical necessity of prode-
dures performed and appropriateness of
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care) and use findings, when appro-
priatey in the revision of center policies
and coklelderation of clinical privileges,

41644 Condition for coverage—Envi-
rorm e,

The ASC must have a safe and sani-
tary enviroument, properly COT-
structed, equipped, and maintained to
protect the health and safety of pa-
tients.

(a) Standoerd: Physical envirewment.
The ASC muet provide a functional and
sanitary environment\ for the provieion
of surglical services,

(1) Each operating roogn musat be de-
signed and eguipped so that the types
of eurgery conducted can be performed
in a manner that protects the lives and
agsures the physical safety of all indi-
viduals in the area.

(2) The ASC muet have a sepadate re-
covelry rooin and walitine area.

(37 The ASRC must establish o \pro-
eram for identifyinge and preventine\in-
fections, maintaining a sanitary emnnN-
romment, and reporting the resualta to
appropriate authorities,

(b Standard; Safefy from fire. (1) BEx
cept ag otherwise provided in this seé-
tion, the ASC must meet the provisigns
applicable to Ambulatory Health Care
Centers of the 2000 sdition of thg Life
Safety Code of the MNational Fife Pro-
tection Association, regardlesd of the
namber of patients served. The Direc-
tor of the Office of the Pederdl Resister
hag approved the NFPA 100% 2000 edi-
tion of the Life Bafety/Code, isened
Janaary 14, 2000, for intorporation by
reference in accordange with 5 T80
EBZ{a) and 1 OFER part/5l. A copy of the
Code ie available for inspectlon at the
CME Information Besource Center, TH00
Security  Boulevdrd, Baltimore, MD
and at the MNatlonal Archives and
Eecords Admigistration (MNARA)L For
information o the avallability of this
material at NARA, call 202-T41-6030, or

=0 o hittptaovune.archives.gow’
Tederal _rogisters
code  of /federal  regulafions’

ibrlocations.Rimi. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterrmarch Parlk,
Quificy, MA 2280, If any changes in
tie edition of the Code are incor-
porated by reference, CMMS will publish

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

notice in the FPEDERAT, EEGISTEE L4 al-
nounce the changes.

(27 In consideration of =Te
ommendation by the State/ survey
agency. CME may walve, for periods
desimed appropriate, apecifiy/ provisions
of the Life Safety Code which, if rig-
idly applied, wonld resuly in unreason-
able hardship upon an ASC, but only if
the waliver will not adyerssly affect the
health and safety of the patients.

(3) The provieions/of the Life Bafety
Code do not apply in a State if CMS
finde that a fire/and safety code im-
Poead by State law adequately protects
patients in an ASC.

4y An ASC muast be in compliance
with Chapfer 21.29.1, HEmergency
Lighting, eginning on March 13, 2006,

(5} Notwlthetanding any provieions of
the 2000 Adition of the Life Safety Code
to the dontrary, an ASC may place al-
cohol/dased hand rub dispensers in its
facidty it—

(Y Uge of alocchol-based hand rab dis-
pehisers does not conflict with any
Atate or local codes that prohibit or
otherwise restrict the placement of al-
cohol-baged hand rub dispensers in

ealth care facilities:

(i1} The dispeneers are installed in a
e er that minimizes leaks and spills
thak conld lead to falls;

(111 The dispensers are installed in a
I AT that adegquately protects
aeainet\ access by vulnerable popu-
lationa: and

(iv) The\ dispensersa are installed in
apccordance\with the following provi-
slons:

(A7) Where digpensers are inetalled in
a corridor, the corridor shall have a
minirnum width Wi 6 £t {1.8m);

(B)Y The maxirgum ndividoal die-
penser fluid capacity shall be:
(17 0.3 gallone (1N liters) for die-

FEnsers in rooms, conNldore, and areas
open to corridors.

(27 0.6 gallone (2.0 liters) for
Fensers in sunites of roos)

() The dispensera shall have a min-
imum horizontal epacing of\d £t (1.2m)
from each other;

(D) Mot more than an ageregate 10
gallone (37.8 liters) of ABHE sglution
ghall be in use in a single smolke\ con-
partment outaide of o storage cabinet:

(BE) Btorage of guantities greater
than & gallons (120 liters) in a single

dis-
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exoks compartiment shall meet the re-
guwirementa of NFPA 30, Flammable and
Clombustible Ligwids Code;

(F\The diepensers shall not be in-
atalled\ over or directly adjacent to an
ienition\source: and

(G In Nocations with carpeted floor
coverinegs, \dispensers installed directly
over carpebed surfaces shall be per-
mitted only sprinklered smoke com-
partments.

(¢ Sfondard.\ Emergency eguipment.
Emergency equipment. available to the
operating roomes nyast include at least
the following:

(1) Emergency call xyeterm.

(2) Dxyeen.

(3) Mechanical ventilatory assistance
equipment including a aye, manuaal
breathing bag, and ventilakor.

{4y Cardiac defibrillator.

(&) Cardiac monitoring eguiy

(61 Tracheostomy ast.

(7T) Laryngoscopes and endotyacheal
tubes,

(2) Buction equipmnent.

(97 Emergency medical segulpiment
and supplies specified by the medicgl
ataff.

(d) Standard: Emergency personnel.
Personnel trained in the use of eime
Feney equipment and n
cardiopulmonary resuscitation muef be
avallable whensever there is a patisfit in
the ASC.

[47 FE 34094, Ang. 5. 1082 amende=d/at 53 FE
11508, Apr. 7. 1683, 64 FR 4036, Jan /A7, 1080; 48
FE 1885, Jan. 10, 2003, 63 FR 1§803. Apr. 9.
2004; 70 FE 16537, Mar, 35, 2005]

art.

41645 Condition for cpverage—NMMed-
ical staff.

The medical ataff of fhe ASC must be
accountable to the soverning body.

(a) Stondard: Meptbership ond clinical
privileges. Memberg of the medical staff
must be  lecally and professionally
gualified for the positione to which
they are appoifited and for the perforin-
ance of privileges granted. The ASC
grants privileges in accordance with
recommerlations from gualified med-
ical peraghnmnel.

(b)) Sfandard: Reaoppraisals. Medical
atafl plivileges must be periodically re-
appraised by the ASC, The acope of pro-
ceddres performed in the ASC must be
pefiodically reviewed and amended as
HAPPropriate.

§416.47

(o) Standard: Other practitioners. If ¥he
ARC apssigne patient care responsibil-
ities to practitioners other than phyei-
clane, it must have established policles
and procedures, approved by fhe gov-
erning body, for oversesing d evalu-
ating their clinical activitieg.

241646 Condition for coyerage—MNurs-
ing services.

The nursinge services O the ASC mnet
be directed and staffédd to assure that
the nursing needs gf all patients are
met.

(a) SMandard: Ofganization and stajff-
ing. Patient caré responsibilities muet
be delineated /for all nursine service
personnel. Mdrsing services must be
provided in Accordance with recognized
standards gf practice. There must be a
regiateraed nuree available for emer-
gency treatiment whenever there 18 a
patieny in the ASC,

(b} fReserved]

241647 Condition for coverage—Med-
ical records.

The ASC muet maintain complete,
comprehensive, and accurate medical
records Lo ensure adegquate patient
CALTE.

(a) Sfondard: Orgenization. The ASC
mugt develop and malntain a syetemn
for Yhe proper collection, etorage, arnd
nee of patient records.

L)) andard: Form and confent of
record, The ASC mast maintain o med-
ical recoxd for each patient. Every
record muast be accurate, legible, and
promptly ostmpleted. Medical records
muet include at least the following:

(1) Patlent identification.

(27 Bignificant medical history and
results of physical examination.

(3) Pre-operative\ diagnostic studies
(enteraed before surgery). if performed.

4y Findings and technigues of the op-
eration, including a pathologist’s re-
port on all tiseues remo¥Xed darine sur-
gery, except those exempted by the
governing body.

(5 Aany allergies and abno
reactions.

(6) Entries related to anesthesia ad-
ministration.

(Ty Documentation of properly\ exe-
cutad informed patient consent.

(8 Diecharge diagnoais.

al drug
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4N A48 Condition for coverage—Phar-
paceutical services.

The\ ASC muet provide drugs and
biclogisals 1n a safe and effective man-
ner, in accordance with accepted pro-
fesslonal Jractice, and under the direc-
tion of an individual designated respon-
gible for phaXnacentical eervices,

(o) Sfandard Administration of drugs.
Drugs must be\ prepared and adminis-
terad according o established policies
and acceptable standarde of practice,

(17 Adverse readtions mnst be re-
ported to the phyeldian responsible for
the patient and muet e documented in
the record.

(23 Blood and blood priducts must be
adminiatered by only phyklcians or rec-
lstered nurees.

(&) Orders given orally fol drugs and
biocloglcals must be followed Wy a writ-
ten order, signed by the pregcribing
phyeician.

(b [Reserved)

41649 Condition for coverage—RNab-
oratory and radiologic services.

If the ASC performe laboratory ser
lces, it muet meet the reguirements of
part 403 of this chapter. If the ASC does
not provide ite own laboratory sery-
lces, it must have procedures for Zh-
talning routine and emergency labbra-
tory services Ifrom a certified lgdora-
tory in accordance with part 408/0f this
chapter. The referral laboratofy muast

be certified in the appropriaté special-
tiee and subsepecialties of Aervice to
perfortm the referred testy in accord-

ance with the requiremerds of part 403
of this chapter. The C must have
procedures  for obtaijning radiologsic
services from a Medltare approved fa-
cllity to meet the needs of patients.

[57 FE 7135, Feb, 53, 1402)

subpart D-4Scope of Benefits

H416.60 Geptral rmles,

(a) The gervices payable under thie
part are facility services furnished to
Medicarg beneficiariea, by a partici-
pating facility, in connection with cov-
ered Aurgical procedures apecified in
541645,

1 The surgical procedures, including
e precperative and post-operative
services that are performed by a physi-

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

clan, are covered as phyelcian serviges
under part 410 of this chapter,

[56 FE. 3844, Mar, 1, 1901]

2416.61 Scope of facility services.

(o) Imcluded services. Pacility services
inclade, but are not limited Lo

(1) Nureing, technician.,/and related
services;

(2) Upe of the facllitied where the sur-
gleal procedures are petformed:

(3 Diruags, biolbeicals, surgical
dressings, supplies/splinta, casts, and
applinnces and egCiipment directly re-
lated to the provision of surgical proce-
dures;

(4) Dingnoesbic or therapeutlc services
or items dirgetly related to the prowvi-
slon of a eufeical procedure;

(60 Adrministrative, recordkeeping
and houwsekeeping items and services;
ani

(67 Materials for ansesthesia.,

(TYIntra-ocular lenses (I0Lej.

(2) Bupervision of the services of an

eathetiat by the operating surgeon.

(b Excluded services. Facllity services
do not include itetns and eservices for
which payment may be made under
sbher provisions of part 406 of this
chapter, such as phyeicians” services,
laboratory, X-ray or diagnostic proce-
duree (other than those directly related
to pextormmance of the surgical proce-
dure), Wrosthetic devices (except I0Ls),
ambulange services, leg, arm, back and
neck brades, artificial limbs, and dara-
ble medical equipment for use in the
patient’'s home. In addition, they do
not include wnesthetlst ssrvices fur-
niehed on or after January 1, 1980,

[56 FE 8344, Mar, 1.\1991. as amsnded at 57 FR
FIRLD, July 31, 1995

4416.65 Covered surgical proceduares.

Coverad aurgical progedures are those
procedures that meet the standards de-
scribed in paragraphs (alarnd (k) of this
section and are included in the list
rublisghed In accordance \with para-
craph (¢) of this asction.

(a) General standerds. Covered sur-
gleal procedures are those surgical and
other medical procedures that—

(1) Are commonly perfortned oo an
inpatient basie in hospitals, but may be
safely performed in an ASC;
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21 Are not of a type that are com-
mobly perforimed, or that may be safe-
Iy pekformed, In phyveicians’ offices;

(33 Are limited to thoese requiring a
dedicatad operatine roocm (or esuite),
and generally requiring a post-opera-
tive recoviry room o short-termn (not
overmnleght) donvalescent room; and

(43 Are not\otherwise excluded under
§406.310 of this\chapter.

() Specific sfopdards. (1) Covered anr-
gical procedures\are limited to thoase
that do not generally excesd—

(1) A total of 90\minutes operating
time; and

(1i) A total of 4 hhare recovery or
convalescent time.

(2% If the coveraed surglkal procedures
require  anesthesia, the\ anesthesia
muat ha—

(1) Liocal or regional anesthesia: or

(1) General anestheslia of SNminutes
ob less duration.

(3) Covered surgical procedures may
not be of a type that—
(1) Generally resalt in extenkive

blood loss:

(11} Bequire major or prolonged inwva
slon of body cavities;

(111 Directly involve major blood ves-
gela; or

(1) Are generally emergency or life-
threatening in nature.

(o) Publication of covered procedfires.
CMM= will publish in the FEDEREAL EEG-
IZTEE a list of covered surgical/ proce-
dures and revislons as appropridte.

416,75 Performance of listgd surgical
procedures on an inpatjéent hospital
hasis.

The inclusion of any proceduare as a
coverad esurgical prdceduare uander
§416.65 does not preclude its coverage
in an inpatient hospital esetting under
Medicare.

Subpart E—Payment for Facility
Services

416.120 Basis for payment.

The basjé for payment dependes on
where the/services are furnished.

(al papital  outpafient depariment.
Paymeit ie in accordance with part 413
of thig chapter.

by [Reserved]

Z1 ASC—i1) General rule. Pavment is
bgeed on o prospectively determined

81

§416.130

rate. This rate covers the cost of sgrv-
icea guch as supplies, nursing seryiceas,

equiptment, ete., as specified in §416.61.
The rate does not cover physicidn serv-
icea or other medical servicey covered

under part 410 of this chaptgr (for ex-
ample, X-ray eervices or/laboratory
selvices) which are not divécetly related
to the perforimance of thg surgical pro-
cedures, Those services/ may be hilled
separately and pald gn a reasonable
charge basia.

(2) Single and mujiiple surgical proce-
dures. (1) If one cofered surgical proce-
dure i= furnished fo a beneficiary in an
operative sesalon, payiment is based on
the prospectivély determined rate for
that procedupé.

(iiy) If mope than one sarglical proce-
dure 1= fupfilshed in a eingle operative
sepaion, payvment is based on—

(A&7 THe full rate for the proceduore
with the highest prospectively deter-
mined rate; and

(B4 One half of the prospectively de-
tepfniined rate for each of the other pro-
cgdures.

(3) Deductibles and coinsurance. Part B
dednctible and coineurance amonnts
apply as specified in §410.162 (a) and (i)
of this chapter.

[S6\FE 3344, Mar, 1, 1991; 56 FE 23022, May 20,
1981

2416.185 ASC  facility services payv-
ment rate.

(a) The payment rate ia based on a

proapectiviely detertnined standard

overhead ount per procedure derived
from an estitnate of the costs incurred
by ambulatory eurgical centers gen-
erally in providinge eervices furnished
in connection with the performance of
that procedure.

i) The payment\ must be subsatan-
tially less than would have been paid
under the program if the procedure had
bheen performed on an inpatient basls in
a hospital.

[56 FE. 8844, Mar, 1, 1881]

2416.130 Publication of reWsed payv-
ment methodologies.

Whenever CM2 proposes to revse the
pavinent rate for ASCe, CME puablishies
a notice in the FEDERAL BEECISTEER\ de-
scribing the revieion. The notice algo
explaine the basis on which the ratesg

o
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weare\eatablished. After reviewing pub-
lic comments, CRM=2 publishes a notice
eatablighing the rates aunthorized by
thia sechion. In setting these rates,
CM2 may\adopt reasonable classifico-
tione of faxilitiee and mayv establish
different rates for different types of
surgical procedures.

[47 FE 34004, Ang \§, 1982, as amendsad at 66
FE 3344, Mar, 1. 1631

416,140 Sarveys.

(a) Timing, purpose, xnd procedures. (1)
No more often than onge a Fear, Ch=2
conducts a sarvey of a\ randomly se-
lected sample of participating ASCs to
collect data for analyels & reevalua-
tion of pavinent rates,

(23 CMB notifies the selectad\ ARCs by
mail of thelr selection and of the form
and content of the report the ASCs are
reqguired to submit within 60 dake of
the notice.

(33 If the facility does not subimilt Wn
adequate report in response to CMEs
survey reguest, CM2 may terminate
the agreement to participate in the
Medicare prograim as an ASC,

(43 CMBE may grant a 30-day postpo
ment of the due date for the survey ye-
port if it determines that the faclity
hae demonetrated good cause foy the
delaw.

by Reguirements for ASCs/ ABCe
must—
1y Malntain adequate / financial

records, in the form and coptaining the
data reguired by CM2, to/ allow deter-
mination of the paymmeny rates for cov-
ered surglcal procedurés furnished to
Medicare beneficiaried under this sub-
part.

(2) Within 80 days of a request from
CM=2 gubmit, in the form and detall as
may be reguired/ by CM=2, a report of—

(1) Their opeyations, including the al-
lowable costs/actually incurred for the
period and/ the actual number and
kEinde of sdrgical procedures furniehed
during thé period: and

(1i) Their customary charges for each
surgicdl procedure furnished for the pe-
ricd.

[47 FE 34004, Ang, 5, 1083, a2 amendsd at 6
. 8345 Mar, 1. 1801]

42 CFR Ch. IV (10-1-05 Editic

416,150 PBeneficiary appeals.

A beneficiary (or ARBC as his of her
azgignes) may request a hearing by a
carrier (sulject to the limitations and
conditions eet forth in part 402, subpart
H of thie chapter) if the bepéficiary or
the ARC—

(a) Ie diesatiefied with g/ carrier’s de-
nial of a request for payment made on
hia or her behalf by an £S5C,

by Is dissatisfled with the amount of
payment: or

() Belleves the péguest for payment
ia not being acted Apon with reasonalble
promptness.

Subpart F—adjustment in Payment
Amourds for New Technology
InfragCular Lenses Furnished
F',r Kmbulatory Surgical Cen-
of

BOUECE: B4 FE 320205, June 16, 1208 unleas
ctheyrriee notad,

416180 Definitions.

Am nead in this subpart, the following
definitions apply:

Clases of new technology intraocular
leNges (IO Ls) means all of the I0Les, col-
leckively, that CHME determines meet
the definition of “‘new technology TOL"
nnder\the provisions of this subpart.

Imteregted parity means any individaal,
partneralip, corporation. association,
society, eclentific or academic estal-
lishment, professional or trade orgalii-
zation, or any other legal entity.

New fechnolegy IOL means an I0L
that CM=2 debtermines has been ap-
proved by the FODA for use in labeling
and advertisinge the I0OL e claime of spe-
cific clinical advantages and superi-
ority over exlsting MNOLs with regard to
reduced risk of intrasperative or post-
operative complication or tranmsa, ac-
celerated postoperative\ recovery, Ie-
duced induced astigmatism, improved
poptoperative vipnal aculty, more sta-
ble postoperative vision, or\pther com-
parable clinical advantages.

New fechnology subsei means\a group
of I0Le that CME determines meet the
criterion for belng treated as new tech-
nology I0OLes and that share a co il
feature or features that distingtish
them from other I0Les. For example, all
new technology I0Les that are made of
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a Yyarticular bicensineerad material
conld comprise one subset, while all
that pely on a particular optical inno-
vation would comprise another.

416,185 \Pavment review process.

(a) CM= \publishes o FEDERAL REG-
I2TER nobtice announcing the deadline
and requiremsnts for submitting a re-
gquest for CMS\Lo review payment for
an I0L.

(b CMS recelver o request to review
the appropriateness of the paFment
amonnt for an I0OL.

(o) CM2 compiles %W list of the re-
gqueste it recelves and identifies the
IOL manufacturer’s naie, the modesl
number of the I0OL to be Yeviewed, the
interested party or parties\that submit
requesta, and a summary ol the inter-
eatad party's groundes for requeatine re-
view of the appropriateness of\the I0OL
payment amonnt.

(dy CM= pablishes the list of requeata
in a FEDERAL EEGISTER hotice Wwith
comment period, giving the puablic\ 30
days to comimment on the I0OLes for whidh
review was requeated.

(&) CME reviewe the Information eub-
mitted with the reqguest to review, any
timely public comments that ape sualp-
mitted regarding the liat of I0OLe pdb-
lished in the FEDERAL REGISTER, /Aand
any other timely information /that
CM= deeme relevant to decide whether
to provide a payviment adjustifient as
gpecified in §418.200, CMS makes a de-
termination of whether the 10L meeta
the definition of a new teclhholocy I0OL
in §416.180.

(£ If O3 determines that a lens is a
new technology I0L, CME eatablishes a
paynment adjnstment ag followea:

(1) Before July 16, 3002—850.

(2 After July 12, 2002—%50 or the
amount announced through proposed

and final rule ing in connection
with ambulatorf sargical center serv-
ices.

(=) CMB désilecnates a predominant

characteriefdc of a new technology IOL
that both gets it apart from other I0OLea
and linky it with other eimilar I0OLe
with thg same characteristic to estab-
lish a ghecific subeet of new technology
withipt the “‘clapa of new technology
TOLg""

iy Within @ daye of the end of the
cgmment period following the FEDERAL

§416.195

Erd1sTer notice identified in para-
graph (d)y of this section, CME publishes
in the FeroERAL, BEBCISTER [t/ deter-
minations with regard to IOL# that 1t
has determined are “‘new teZhnology’”
lenees that gualify for a pglyrment ad-
netment.

iy Payment adjustmerts are effec-
tive beginning 30 daye dfter the publi-
cation of CMS's deterninations in the
FEDERAL REEGISTEE.

416190 Who may request a review.

Any party who/is able to furnieh the
information reguired in §416.105 may
reguest that AOME review the appro-
priateness of/the payment amount pro-
vided undey section 183312 A1l of
the Act with respect to an IOL that
meeta tle definition of a new tech-
nology YOL in §416.180.

416495 A reguest to review.

() Confent of a reguest. The reguest
gt inclade all of the following infor-
iation:

(1) The name of the manufacturer,
the model number, and the trade name
st the IO,

(27 A copy of the FDA's summary of
the\lOL'2 pafety and effectivenesssa.

(AN\A copy of the labeling claims of
gpecifie elinical advantages approved
by the KDM'A for the 101,

(47 A cxpy of the IOL s original FIMVA
approval notification.

(67 Repornne of modifications made
after the original FDA approval.

(6) Other infisrmation that CHMS finds
necessary for identification of the IOL.

by Confidentic information. To the
extent: that information received from
an IOL manufacturey can reasconably be
characterized as a tkade secret or as
privileged or confidential commercial
or financial informatioy, CM2 malin-
taine the confidentiality\of the infor-

mation and protects 1t frok disclosare
not otherwise authorized or reguired
by Federal law as allowed der Ex-

emption 4 of the Freedom of Mforma-
tion Act (5 TL&.C. B53(BN4N and, with
regpect to trade secrete, the Trade Be-
crets Act (18 T1.S3.0, 1905,
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SANG.20  Application of the pavment
adjustment.

{a)\CM2 recognizes the I0Li{s) that
define new technology subeet for puar-
poses of thls subpart az belonging to
the class\of new technology I0Ls for a
period of vears effective from the
date that CA2 recognizes the firet new
technology ISL for a payment adjust-
ment.

(b)) Any IOL that CMS subsequently
recognizes a2 belynging to o new tech-
nology subeet reckives the new tech-
nology payvment admetment for the re-
mainder of the b&-ya Period estab-
lished with CM='s redognition of the
firet IOL in the subaet.

ic) Beginning § Feara alier the effec-
tive date of CME"s initial\recognition
of o new technology eubeel, paFment
adjustmenta ceasse for all Lie that
CMS depignates as belonging \to that
aubset and payment reverta %o the
standard payment rate set nndek sec-
tion 1833010 20w A1) of the Act for\IOL
ingertion procedures performed \in
ARCe.

(d) A2Cs that furnish an I0L dee-
lenated by CME as belonging to the
class of new technology IOLe must sub-
mit claime ueing specific billing codes
to receive the new technology TOL payy
ment adjustment.

PART 417—HEALTH MAINTENANCE
ORGANIZATIONS, COMPENTIVE
MEDICAL PLANS, AND HEALTH
CARE PREPAYMENT PLANZ

Subpart A—General Provisions

Sez,
4171 Definiticns,
4172 Basis and scops,

Subpart B—&ualified Health Maintenance
Crganizatichs: Services

417101 Health hbepéfite plan: Basic health
BeTvices,

417102 Health bensfite plan: Bupplemental
health servites,

417108 Prowvigers of basic and supplemental
health sspwices,

417104 Payment for basic health ssrvices,

417108 Pofment for supplemental health
BETviZes,

417106 /Quality asearance program; Awvail-
ability, accessibility, and continnity of
baeic and suppleamental health sarvices,
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Subpart C—awalified Health Maintenans/e
Crganizations: Organization and Opergfion

41713 Fiscally sound operation apd ae-
sumption of financial rielk,

417,158 Protection of snrollees,

41713 Administration and managémeant.

41713 Recordkseping and reporting re-
guirsements,

Subpart D—Applicatien for Federal
eualificatic

417,140
417,143

Boops,
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iRthe recpening action was nundertalen
after May 27, 1072 (the effective date of
reziNations which, prior to the publica-
tlon &f this subpart B, governed the re-
opening of such determinations).

[38 FE. 34Mn, Sspt, 26, 1974 Beadesipnated at
42 FE. 028238\ Sept. 30, 1977, and amended at
20110, Ang, 1 \Z0E)

54051887 Notice of reopening.

(a) All parties to any reopeninge de-
scribed above shall be given written no-
tloe of the reopeline. When such re-
opening results in any revision in the
prior decision notice \of sald reviaion or
revisions will be mallsd to the parties
with a complete exzplanation of the
bagla for the revision or Yevisions., No-
tloea of reopenines by the\Board shall
al=so be sent to the Secretary

b In any such recpening, the parties
o the prior decilsion shall be allowed a
reasonable perlod of time in whkich to
present any additional evidence s ar-
gument in support of thelr positiomn

4 405.1 550

Wheare a revislon is made in a dator-
mination or decision on the amonnt of
program reimbursement after such de
termination or declslon has been pé-
opened as provided in §406.1885, such/Ae-
vislon shall be considered a sepadate
and distinct determination or degision
o which the provisions of §§405.1811,
405.1836, 405.18756 and 406.1877 aye appli-
cable. (See §405.1801(c) for Applicable
affective datea.)

Subparts 5-T [Reserved|

Subpart U—Conditions for Cowv-
erage of Suppliers of End-
Stage Renal/ Disease (ESRD)
Services

Effect of a revision.

AUTHORITY: Secé, 1102, 1133, 1861, 1883(a),
1871, 1874, and 1841 of the Social Becurity Act
(42 17,8 0 13032, (3008, 1505x, 13057 a), 12achh,
1300kl and 134501, unless otherwiss noted,

BoURCE: 4 FE 22811, June 3, 1974, unless
otherwise foted. Redesicnated at 43 FR 03826
Hept, 30, 1097,

2405240 Scope of subpart.

(ay The reculations in this subpart
pre@eribe the role which End-Stage
Bérnal DMesease (ESREDY networks have

§405.2101

in the EBRD program, establisly the
mechanism by which minimal 1liza-
tion rates are promulgated and gpplied,
under section 1881(L) 1) of the Act, and
describe the health and safetd require-
ments that facilities furnishine ESRI
care to beneficiaries must/meet. Thesa
regulations further presgribe the role
of ESED networks in pieeting the re-
gquirements of sectiop 18810c) of the
Act.

(i The general/cbjectives of the
ERRD program /are  contained in
§405.2101, and ggneral definitione are
contained in §405.2102, The provisions
of §§405.2110, A05.2112 and 4052113 die-
cugae the eastablishment and activitles
of ESRD ngtworks, networlk organiza-
tlone and membership reguirements
and reatfictions for members of the
medica review  hoards. Bactions
4056.2120 through 405.2124 discuss the es-
tabliFhment of minimal utilization
ratge and the regquirements for ap-
préval of facilities with respect to such
pates. Sections 405.2150 through 405.2140
discuss general reguirements for, and
description of, all facilities furnishing
EARD services. Sectiona  405.2180

hirough  406.2164 discuse sapecific re-
gquivements for facilities which fornish
E2RTL dialvsia services. Bactions
406,210 and 406.2171 discussa apecific re-
quiremsnts for facilities which furnish
ERRD transplantation services.

[71 FE 20851, Mug, 36, 1586]

4052101 Objectives of the end-stage
renal disease (ESRIY program.

The objectives \of the end-stage renal
disease program ang:

(a) To asslst benaflolaries who have
been diaghnosed as having end-stage
renal disease (ESREDN\to recelve the
care they need;

(b To encourage propek distribution
and effective ntlization of E2RD traat-
ment rescurces while malntaining or
improvinge the guality of care;

(¢ To provide the flexdbiliky nec-
agaaly for the efficlent delivery of ap-
propriate care by phyelcians arnd fecili-
ties; and
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dy To encouracse self-dlalvsia or
transplantation for the maximum prac-
tlecaknumber of patients who are medi-
cally \ soclally, and peychologleally
snltably candidates for such treatment.

[43 FR 48050, Ot 10, 1979]

24052102 efinitions.

Ar need in Yhis subpart, the following
definitions apily:

Agresment. A\written document exe-
cuted between apn E3RD facility and
ancther facility i which the other fa-
cllity agrees to assume responsibility
for furnlshing specified services to pa-
tlents and for obtaining reimburesment
for those services,

Arrangement. A written document ax-
acutad between an E2RIN facility and
ancther facility in which the other fa-
cllity agrees to furnish spedfled serv-
loes Lo patlenta but the ESREE facility
retains responsibility for thosa\services
and for obtaining reimbursemant for
theam.

Dialysiz. A process by which disscyved
snbstances are removed from a Ra-
tlent’a body by diffusion from one fluld
compartment to  another across a
samipermeabls membrane. The twyg
types of dialyalas that are currently
comimen use are hemodialysia and péri-
toneal dialysia,

End-Stage Renal DHsease (ESRELD)/That
stage of renal impalrment that Appearsa
lrrevergible and permanent, /And re-
guires a regsular courae of Jdalvsls or
kidner transplantation to/ maintain
life.

ESRD focility. A facility which s ap-
proved to furnish at leg&t one specific
EBRD service (see defipition of “ESRED
sarvice™ ). Buch facilides are:;

(a) Renal Transpigniation Cenger. A
hospital unit whicll is approved to fur-
nish directly tranéplantation and other
medical and sargleal apeclalty services
required for the care of the ESRD
transplant pdtienta, including inpa-
tlent dialvgda furndshed directly or
under arrghgement. A FRenal Trans-
Plantation Center may alzo be a Eenal

[alyels Cantar.
(b)) Bénal diclysis censer. A hoapital
nnit yhich is approved to furmndsh the

full /apectrum  of diaghostic, thera-
pegfic, and rehabilitative services re-
guired for the care of ERBRD dialvsis
patienta (including inpatient dialvais

42 CFR Ch. IV (10-1-05 Editiop

furnished directly or under arrafizre-
menti. A hospital neead not pyovide
renal transplantation to qualify as a
renal dialysils center.

(o) Renal dialysis focility/ A undt
which 1s approved to furnjdh dialyais
aorvicaeis) directly to ESRD/patienta.

(d) Self-dialysis unit. unit that is
part of an approved rehal transplan-
tation center, renal didlvels center. or
renal dialyals facilitd, and furndshes
self-dialyels services/

(a) Special purpoze renal dialysis foacil-
ify. A renal dialgsis facility which is
approved under A405.2164 to furnish di-
alvsle at spec locations on a short-
term basis tof o group of dialysis pa-
tients othedwise unable to obtain
treatment /in the geographical area.
The speclal locations must be elther
spacial rehabilitative (includine vaca-
tlon) lgcations serving ESRD patients
tempgzrarily residing there, or loca-
tiong in nead of ESED facilities nnder
aldregancy clreumeatances,

SRD service. The type of care or
arvices furnished to an ESRD patient.
Buch types of care are:

(a) Transplansation service. A procoss
by which (1) a kidney 1a exclead from a

ve or cadaverie donor, (2) that kKidnew
ia implanted in an ESRD patient, and
(ANaupportive care ls furnished to the
living donor and to the reciplent fol-
lowinyg implantaticn.

(L) DNalysis service—i1) Inpatient dialy-
iz, Dlalyals which, becanse of medical
nacasal t\ 12 furnished to an BESRD pa-
tlent on a Yemporary inpatient basls in
a hospital;

(2) Cuepasidpd: dialysis. Dlalyals fur-
nished on an\outpatient basia at a
renal dialysls oenter or facility. Ouat-
patient dlalvaels includes:

(1) Staff-assisted Ralysis. Dlalvela per-
formed by the staff Wi the center or fa-
cllity.

(11} Self-diclysiz. Dilalyails performed,
with little or no proféssional assiat-
ance, by an ESRED patdent who has
completed an appropriata conrse of
training.

(3) Home dialysisz. Dilalyels performed
by an appropriately trained patient at
home.

(o) Self-dialysis and home diglysis
fraining. A program that trains ESRD
patients to perform self-dialyvails \or
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homme dialyais with little or no profes-
slonal assistance, and trains other indi-
viduals to assist patienta in performing
salf-dlalv=ia or home dialyels,

FPurnishes directly. The ESRD facility
providea dthe service through ite own
staff and elployvess, or through indi-
viduals who\are under direct contract
to furnish sudh services peraonally for
the facility (1.2, not through “‘agres-
ments’ or “arrabgements’).

FPurnishes on sh\premises. The ESRD
facility furniehes agrvices on its main
premises; or on ita osher premisos that
are (a) contigunouns with or in imme-
diate proximity to the\maln premises,
and under the direction of the same
profesaional staff and goXerning body
as the main premises, or N approved
on a tme-limited basla as\a apacial
purpose renal dialyvels facility.

Histocompasibilisy testing. Laboratory
test procedures which determins conl-
patibility between a potential drgan
donor and a potential organ transplant
reciplent.

Medical care criteria. Predeterminey
alements against which aspects of the
guality of a medical service may he
comparad. They are developed by pros
fesalonals relyine on professional e&E-
pertise and on the profesaional /Ait-
arature.

Medical care norms. Numerical pr sta-
tlatical measures of nanal obaerfed par-
formance. Normas are derived Arom ag-
grecate information relatsd to the
health care provided to a lapdge number
of patienta over a period of time.

Medical care standards, Profesal onally
developed expressions df the range of
accaptable varlation from a norm or
criterion.

Medical care evalyafion sfudy (MOE).
Review of health ¢are services, nsually
performed retrospectively, in which an
indepth asscssment of the guality and’
or ntilization Af such services 1a mads.

Network, ESRD. All Medicare-ap-
proved ESBALY facilities in a desighated
geographly area specifled by CRE.

Networj organization. The adminiatra-
tlve governing body to the network and
lialsoy to the Federal governiment.,

Cirgan procurement. The process of ae-
guiing donor Eidneysz. (S2ee definition
of/ QOrgan  procurementd organizasion In
5AR5.302 of this chapter.)

405210

Gualified persemnel. Personnel Ahat

meet the reguirements apecified in this
paragtaph.
(a) Chief ecrecutive officer. & peraocn

who:

(1) Holds at least o baccalanreats de-
grea ob 1ts equivalent and /has at leaat
1 ywear of experience in ESED unit:
or

(21 Is a registerad n g or phyvelcian
director as defined in Ahis definition; or

(3) A= of Beptembgr 1, 1976, has dem-
onstrated capabilify by acting for at
least 2 vears as @ chief executive offi-
car in a dialygls unit or transplan-
tation prograry.

(b Dietigian/ A person who:

(1) Ia eligible for recistration by the
American MMetetlic Association under
its regquierments in effect on June 3,
1976, and has at least 1 yvear of experi-
ence iy clinlcal nutrition: or

(27 Hag a baccalanreate or advarnced
degyes with major studies in food and
nufrition or dietetica, and has at leaat
1/vear of experience in clinlcal nutri-

lon.

(o) Medical record praciitioner. A per-
aol who:

(1) Haa graduated from a program for

pdical Record Administrators accred-
ited by the Council on Medical Edu-

catidip of the American Meodical Asso-
clationn and the American DMedical
Becord\Asaoclation, and ie elicible for

cartification as a Reglstered Recond
Administpator (RREA) by the American
Medical Bacord Assoclation under its
requirementy in effect on June 3, 1076,
(2) Haa gradyated from a program for
Medical Record Techrdelans approwved
Jointly by the Chancil on Medical Edu-
cation of the Amvrican Medical Asso-
clatlon and the \American Medical
Becord Assoclation, d ia eligible for
cartification as an Ageredited Record
Tachnician (ART) by\ the American
Madical Record Associatlon under its
requirements in effect June 3, 1976, or
(3) Has sncceasfully commpleted and

recelved a satisfactory grade in the
American Madical Record \ Assocla-
tion's Correspondence Couras for Med-

ical Becord Personnel approved \by the
Accrediting Commission of the Na-
tional Home Study Council, and is\eli-
zible for certification as an Accrediked
Becord Technician by the America
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MedNoal Becord Association under ita
requirements in effect June 3, 1076

(d) Myurse responsible for nursing sery-
ice. A pyraon who ia lHeensed as a reg-
latered nyrse by the Btate in which
practicing\ ard (1) has at least 12
monthe of agperience in clinlcal nura-
ing. and an additional 6 montha of ex-
perience in nuysing care of the patient
with permanenk kEldnew fallure or un-
dergoinge kidner\ transplantation, in-
cluding training in and experience with
the dialvsis process\or

(2) Haa 18 months\ of experichce in
nuraing care of the padent on mainte-
nance dialvels, or in nukeinge care of the
patient with a kldney tansplant, in-
cluding training in and exgerience with
the dialvsis process;

(3 If the nurse responsibly for nuara-
ing service le in charge of sel-care di-
alysle training, at least 3 months of the
total required ERRD experiencs 1= in
training patienta in self-care.

(e} Physician-director. A physixian
who:

(13 Is board eligible or board certified
in internal medicine or padiatrics by a
profezaional board, and has had at leaat
12 months of experience or training i
the care of patients at ESED facill tieg;
ar

{2y During the 5-vear period prior to
September 1, 1078, served for at legst 12
months as director of a dlalysls or
transplantation prograin;

(3} In thoss areas where a physician
who meets the definition in/Aaragraph
(1) or (2) of this definition & not avail-
able to direct a participstine dialvais
facility, ancother phyeician may direct
the facility, subject to Ahe approval of
the Bacretary.

(f) Social worker. person who 1= 1i-
censed, 1If applicable, by the State in
which practicing, 2

(1) Hap completed a conrse of study
with epeclalizafion in clinical practice
at, and holds 4 masters degres from, a
eraduate achbol of soclal work accred-
ited by thg Council on Soclal Work
Education/ or

(2) Hag/sarved for at least 2 years as
a socla) worker, 1 yvear of which was in
a dialgsle unit or transplantation pro-
2T prior to September 1, 1976, and
has/@atablished a consultative ralation-
alfp with a soclal worker who gualifieas

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

nnder paragraph (fil) of this defini-
tion.

(g Transplantation surgeon. A person
whi

(1) Is board aligible or board Certified
in general surgery or urology/by a pro-
faasional board: and

(2) Has at least 12 monthyé training or
axperience in the performpance of renal
transplantation and th® care of pa-
tlents with renal transpylanta.

[41 FE 2311, Juns 3, 1994 Radesmgnatsd at 423
FE nd82e. Sapt. 30, 1897Y as amended at 42 FRE
4am0, Oct, 19, 1073; FE 30251, Ang. 26, 1985,
nd FR end7, Mar, 1, 1958, oo FE 4575, Mar, 14,
184000]

405.2110 Degignation of ESRD net-

works.

CMS degdgnated ESED networks in
which thé approved E2RD facilities
collectiyely provide the necessary care
for ESRD patients,

(a) Effect on patient choice of facility.
The /dezignation of networks doss not
regiire an ESRD patient to sselk care
opily through the facilitiea in the dea-
enated network where the patient re-
aldes, nor does the deslgnation of net-
works limit patient cholce of phiyail-

ans or facilities, or precluds patient
referral by phyvalcians to a facility in
another desienated network.

(b Redestgnasion of nefworks, CMS
will redesignate networks, as needed,
to ensNre that the desighations are
conslstelnt with EBRD program experi-
ance, conwelatent with ESRD program
olyjectives \specified 1n §405.2101, and

compatible Wwith efficient program ad-
ministration.

[¢1 FE 308681, Ang @6, 1965)

405.2111  [Reserked]

$405.2112 ESRD  idetwork organiza-

ticns.

CMS will designate\an administra-
tive governing body (network organiza-
tion) for sach networlk. a functions
of a network organization\include bat
are not lmited to the follownge:

(a) Developlng networlk Yoals for
placing patients in settings Yor seli-
care and transplantation.

(L) BEncouraging the use of medNcally
appropriate treatment sattings Nioat
compatible with patient rehabilitation
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vl the participation of patienta, pro-
videra of services, and renal disease fa-
cilities Iin  vocational rehabilitation
ProgTalns.

() Developing criteria and standarda
relating\ to the guality and appro-
priatensss of patient care and, with re-
gpect to warking with patients, facili-
flea, and progidera of services, for en-
conraging pakicipation in vocational
rehabilitation programe.

(d) Evaluating \the procedures nsad by
facilities in the ketwork in asscssihg
patienta for placement in appropriate
treatment modalities,

() Makine recolmendations o
member facilities as needed to achieve
network goala.

(fi On or before July 1%f each year,
snbmitting to CMB an amqual report
that contains the followinX infortma-
tion:

1) A statement of the networl coals.

2y The comparative performance of
facilitiea regarding the placement of
patienta in appropriate settings for

(1) Balf-care;

(11} Tranaplants; and

(11ly Vocational rehablilitation pro-
ETAINE.

(3 Identification of those facllitieg
that consistently fall to cooperate wigh
the goals aspecified under paragrapl
(fi(1y of this ssction or to follow/ the
recommendations of the medicdl re-
view board.

4y Identification of facilifles and
providers that are not providhge appro-
priate medical care.

(5 RBecommendations with respect to
the nead for additional o alternative
sarvices in the network/Including salf-
dialyals training, trapdplantation ard
organ procurament.

() Evaluating and resolving patient
grievancea,

hy Appointing g/ network council and
a medical review board (each includinge
at least one patdent representative) and
snpporting and coordinating the activi-
tlas of sach.

1) Conduttinge on-gite reviews of fa-
cllities apd providers as necessary. as
determinéd by the medical review
board of CMMS, uslng standards of care
as apadified under paragraph (c) of thia
sactidn.

(1) Collecting, wvalldating, and ana-
lvdne auch dabta as necessary to pre-

£405.212

pare the reporta reguired under pAra-
graph (fi of this section and the/Bec-
retary’'s report to Congress ofi the
ESRD program and to assure thé main-
tenance of the rezistry espablished
nnder asction 18810 e)(7T) of the/Act.

[23 FE 1630, Jan_ 21, 1068)

405.211F Medical review board.

(a) General. The medigal review boand
must: be composed/ of phyailclans,
nnraes, and social workers engaged in
treatment relating o ESRD and gquali-
fled to evaluate the gquality and appro-
priateness of care delivered to ESRD
patients, and af least one patlent rep-
resentative,

(b Restricéyons on meadical review board
members. (1) A medical review boand
member m/diat not review or provide ad-
vice witly reapect to any case in which
he or sle has, or had, any professional
involvdment, recelved relmburssment
or aupplisd sooda.

(2 A medical review board member
must not review the ESRD sarvices of
a/facility in which he or she has a di-

act or indirect financlal intersst (as
described in sectlon 1136{ail) of the
Act).

[(1 FE 30361, Aug. 36, 1086, as amsndsd at 53
FRENAZ0, Jan, 31, 16388]

405.8114 [Heserved]

4052120 Minimum utilization rates:

genenal.

Section M881iLNW 1) of the Soclal Becn-
rity Act (42\U.5.C. 1305rm bl anthor-
izes the Becraary to lmit payment for
ERRED care to those facilities that meet
the requiremernts that the Becretary
may prescribe, ingludinge mindmum uti-
lization ratas for covared
tranaplantations. The minimnom utili-
zation rates, which Are explained arnd
specified in §§405.2121 Yhroush 405.2130,
may be changed from time to time in
accordance with progra experience.
Changes will be published as amend-
ments to these regulations.

[55 FR 23440, June 8, 1900]
4405.2121 Basis for determining
imum utilization rates.

In developing minimum utilizaNon
rates, the Becretary takes Into account
the performance of ESRD facilities, the

miin-
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avillability of care, the quality of care,
and\the efficient ntilization of eguip-
meni\and perasonnel, based on the fol-
lowing\evidence:

(a) Information on the geocgraphic
distributdon of E2RED patiente and fa-
cilities;

(b Information on quality of cape:
ani

(2) Inmformation on operational and
managenment efficlency.

[41 FE 22011, Juns 3 \1876, Rsdesipnatsd at 43
FE n2Ed, Bept 3, 157\ as amended at 51 FR
2BET, Auz, 36, 1986 50 FR 33440, Juns 8, 1960]

2405.2122 Tyvpes and duration of clas-
sification according\ to utilization
rates.

A rehnal transplantation \center that
meets all the other conditioxs for cov-
arare of ESRD services will ke clasai-
fled according to its utilization rate(a)
as followsa: Tneonditional etatua\eondl-

tlonal status, exception status, oy not
allgible for relmbursement for Yhat
E2RD servica. Such classification will

be hased on previonsly reportad ntllizh-
tlon data (ses §405.2124, excapt as apecl-
fled in paragraph (a) of this section),
and will be effective until notificatiop
of asubsequent clasasification ocouys
(Seo 540652123 for reporting require-
ments; §405.2124 for method of cflcu-
lating rates: §406.2130 for specific
standarda.)

(a) IMmital classificagion. (1) /A renal
transplantation center that/ has not
previously participatad in/the ESRED
program will be granted/ conditional
statue 1f it snbmite a written plan, de-
talling how 1t will achigve the utiliza-
tlon rates for conditiopal status by the
and of the socond calendar yvear of ita
operation under the ESRD prograim,
and the ratea required for unecondl-
tional atatus by Ahe end of its fourth
calendar year of/operation.

(21 The renal/transplantation center's
performance Avill be evaluated at the
and of the first calendar vear to ascer-
taln whether 1t 1s properly imple-
menting fhe plan.

() Extepsion sfatus. (1) A renal trans-
plantation center that doea not meet
the piinimum utilization rate for un-
conditional or conditional status may
be/ approved by the Secretary for a

na limited exception atatus if:

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

1y It meets all other conditions Aor
covearacs nnder this subpart:

(1) It is nnable to meet the mirdmum
ntilization rate becanse 1t lacks/A enffi-
clent number of patienta and 14 located
in an area withount a suafficjent popu-
lation base to support a center or facil-
ity which wonld meet the yate; and

{111y Ita absenice wonld/ adversely af-
fect the achlevement of/ E2RD prograin
objectives.

(27 A hospital that furnishes renal
transplantation seyvices primarily to
pediatric patients/and s approved as a
renal dialysls cénter under this sub-
part. but doess Hot meet the utilization
atandards préscriled 1n §405.21300a).
may be apppdvaed by the Secretary for a
time limidted exception statnsa 1f:

1y It mreets all other conditions for
coveracd as a renal ftransplantation
caentar;

(11} /The surgery 1z performed under
the /direct supervision of a gualified
trgneplantation surgeon (§405.2102) who
1 also performing renal {ransplan-

ation surgery at an approved renal
transplantation center that 1= pri-
narily oriented to adult nephrology:

(111} It has an agrecment, with the
othier hospltal serviced by the aurceon.
for eharing limited resources that are
neadad for kidney transplantation; ard

(1v) There are pediatric patients who
nead the surgery and who cannot ob-
tain 1t fgm any other hospital located
within a reasonable distance.

[43 FE. 43051, Set, 19, 1978, as amended at 45
FE 68134, Bept \&, 1880; 51 FE 3036, Aug, 26,
15846, 55 FE 23440, Yune &, 108)]

405.2123 Reporing of utilization

rates for classification.

Each hospital fu hing renal trans-
plantation servicea muyst submit an an-
nual report to CME oh its utilization
ratea. The report must include both the
number of transplanta pevtormed dor-
ing the most recent year & operation
and the number performed dgring each
of the precedinge 2 calendar vears

[0 FR 53441 June 5, 1950]
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2406.2124 Caleulation  of oatilization

ates for comparison with minimal

ukilization rate(s) and notification
of status.

For purposes of classification the
SBecretari\ will uss elither the utiliza-
tion rate fior the preceding 12 montha
or the average utilization rate of the
preceding 2 dalendar years, whichewver
iz higher. Thea Secretary will inform
each ESRD facllity and the network
coordinating cougcil of the network
area in which the WaRED facility 1s lo-
cated of the results of this clasaifica-
tion.

405.2130 Condition: NNmimom vtiliza-
tion rates.

Tnlesa a renal transplantation center

2 granted an exceptdbon  under
E405.2122(0). the center must\meet the
following minimum utilizatiok rataia)

for nnconditional or conditional\statns:
{a) Uneonditional atatne: 15 o\inore
transplanta parformed annually.
() Conditional status: 7 to 14 trapns
planta parformed annually.

[55 FE 22441 June 8, 1600]

54052181 Condition: Provider status:

Renal transplantation center o
renal dialysis center.

A renal tranesplantation center of a
renal dialyais center (§405.2102(a) id) or
(21 operated by a hospital may alifw
for approval and be relmbursed under
the ESRD program only if the /hospital
la otherwise an approved pyovider in
the Medicare program.

2405.2132

[Reserved]

2405.2133 Condition: rmishing data
and information fof ESRID program
administration.

The E2RD faciliry. laboratory per-
forming histocopipatibility  teating,
and organ procdrement organization
furnishes data dAnd information in the
manner ard the intervals specified
by the Secpétary. pertalninge to 1ta
E2RD patiedt care activities and coats,
for inclusign in a national ESED med-
leal infopmation aystem and in com-
pllationg relevant to program adminis-
tratioyw, including clalms processing
and rélmburasment. Such information
la tyeated as confidential when it per-
taifs to individual patients and 1= not

£405.2134

disclosed exzcept as aunthorized by Ade-
partment regulations on conffden-
tlality and disclosure (seo 45 CFE parts
5, 5b, and part 401 of this chaptey).

[53 FR 648, Mar. 1, 1088]
4052134 Condition:
network activities.

Each facility must parficipats in net-
work activitles and pursue network
cronls.

[1 FR 20253, Aug. 26, 106E]

Partfcipation in

54052135 Condippon: Comphance with
Federal, Stafe and local laws and
regulations

The E2RD Aacility 1= in compliance
with appligabla Faderal, State and
local lawsa, And regulations.

(o) Stapdard: Hcensure., Where State
o applizable local law provides for the
licenaine of ERRD facilities, the facil-
ity 1s

i1y Licen=sed pursunant to such law: or

P2y Approved by the agency of such
ate or locality responsible for such
lcenainge as meeting the standards es-
tablizhed for such licensing.

(L) Standard. Heoenmsure or regisfration
ol personnel. Each staff member is cur-
rently llcensad or reglstered in accord-
anceawith applicable law.

(o) \Standard: conformity with ofher
lgws. a facility 1s in conformity with
applicalNe laws and regulations per-
taining ti fire safety, eguipment. and
other relewant health and safety re-
quirements.

4052136 Condition: Governing body
and management.

The E2RD faciNty 1s under the con-
trol of an identifiable governing body.
o deslgnated persciNe) so functioning,
with full legal anthoXty and resporsi-
bility for the governarnse and operation
of the facility. The governing body
adopta and enforcea rulekx and recula-
tions relative to ita owhn\governance
and to the health care and sxfety of pa-
tlents, to the protection o the pa-
tlents’ peractal and propert\ righta,
and to the general operation of\the fa-
cllity. The governing body recelveas and
acts npon recommendations from\ the
network organization. The governiu
body appolnta a chief executive offick
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whals responsible for the overall man-
acament of the facility.

ia) Sondaord; disclosure of cwnership.
The ESRD facility supplies full and
complete\information to the State aur-
vey agencX (§ 40518904 a)) as to the iden-
ity of:

(1) Each pekxson who has any direct or
indirect ownekship interest of 10 per
centum or mora in the facility, or who
ia the owner (in\whole or in part) of
any mortgage, desd of trust, nota, or
other obligation sedgred (in whole or in
part) by the facllity & any of the prop-
arty or assets of the faxility:

(2} Each officer and irector of the
corporation, 1f the facility le crganized
as a corporation; and

(3) BEach partner, if the faxility is or-
ganized as a partnership:; and\ promptly
reports to the State survey agkney any
changes which would affect the \current
accuracy of the information Mo re-
gquired to be sapplied.

(b Stondard: Operafional  objectes.
The oparational objectives of the ERRD
facility, including the services that
provides, are eatablished by the gov-
arning bady and delinesated in writing.
The governing body adopta effectivé
administrative rules and reculatig
that are designed to safecuard /the
health and safety of patients apid to
govarnl the general operations of fhe fa-
cility., in accordance with lsgal re-
gquirementa. 2uch rales and regulations
are in writlhe and dated. /The gov-
arning body ensures that théx are opar-
ational, and that they ary reviewed at
least annually and refised as nec-
asgalry. If the ESRED facflity 1s engaged
in the practice of hepiodialvzer reuss,
the governing body gnsures that there
are written policlés and procedures
with respect to péduse, to assure that
recommended atghdards and conditions
are being followed, and requires that
patienta be inférmed of the policies and
rrocadurea.

(1) The oljectives of the facility are
formulated in writine and clearly atat-
ad in dotumenta appropriate for die-
tributic to patlients, facility per-
sontel/ and the public.

(2) /A description of the services pro-
vided by the facility. together with a
catecorical lsting of the tFpes of diag-

oztle and therapeutic procedures that

42 CFR Ch. IV {10-1-05 Editic

may be performed, 1s readily available
npon regueast to all concernad.

(3 Admission criteria that insgre aq-
nitable access to services are Adopted
by the facility and are readifly avail-
able to the public. Accesa to Athe self-di-
alvaie nnit 1s available only to patlents
for whom the facility pdaintains pa-
tient care plana (see §405/3137).

(4) The operational oljectivea and ad-
minigtrative rnles amnd regulations of
the facility are revigfrad at least annua-
ally and revised as Accessary by the ad-
minigtrative staff, medical director,
and other appropriate perscnnel of the
facility, and e adopted when ap-
proved by the foverning body.

(o) Standgfd: chisf execufive officer.
The goverging body appointa a guali-
fied chief/ezecutive officer who, as the
ERRD ffcility's administrator: Is re-
sponailde for the overall management
of the facility; enforces the rules and
regylations relative to the level of
heglth care and safety of patients, and
Lo/ the protection of thelir personal and
property rights; and plans, organizes,
and directa those responsibilities dele-
gated to him by the governing body.
Through mestings and periodic reporta,

e chief ezecutive offlcer maintains
ondgoing lialeon among the governing
body, medical and noreing personnel.
and other professicnal and superviacry
ataff of the facility, and acta upon rec-
cmmendations made by the medical
ataff and\the governinge body. In the ab-
sence of the chief executive officer, a
gqualified peyson iz authorized in writ-
Ing to act on the officer'a behalf.

i1 The governing body delineates in
writing the responsibilities of the chief
execntive officer\ and ensures that hel
she iz sufflclentlv\free from other dua-
tles to provide effective direction amnd
manacarment of the sperations and fla-
cal affairs of the facllity.

(2) The chief executive officer serves
cn a full-time or part-time basis, in ac-
cordance with the scope wf the facili-
ty's operations and adininistrative
needs, and devotes sufflelent time to
the conduct of such responsibiNtiss,

i3 The responsibilities of the chief
execntive officer include but ake not
lHmited to:

(1) Implemantine the policles of \the
facility and coordinating the proviasbon
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of wervicea, in accordance with delega-
tlonms by the governing body.

(i\Organizing and coocrdinating the
adminhtrative functions of the facil-
ity. redelegating dutlies as authorized,
and estaklishinge formal means of ac-
conntability for those involved in pa-
tient care.

(111y) Authokizing expenditures in ac-
cordance with\established policles and
proceduresa,

(1v) Familiarizine the staff with the
focility's policles\ rules, and regula-
tlons, and with Applicable Federal,
State, and local lawa\and regulations.

(v) Maintaining and\submitting such
records and reports, induding a chron-
ological record of services provided to
patienta, as may be reguided by the fa-

cility’'es internal committess and gov-
arning body, or as required By the Sec-
retary.

(vl) Participating 1in the Wevelop-

ment, negotiation, and implementation
of agrecmenta or contracts into wWhich
the facility may enter, sublect to\ap-
proval by the governing body of such
agresments of contracts,

(vil) Participating 1n the develop-
ment of the organizational plan and en
suring the development and impleney-
tation of an accounting and reporting
syvatem, including annnal developpient
of a detailed budge tary prograim, main-
tenance of flacal reconds, and gquarterly
submission to the governing body of re-
porta of expensez and revepnes gen-
aerated through the facility’s/operation.

(viily Ensaring that the facility em-
ploya the number of qualiffed perschnel
neadad: that all employeés have apprao-
priate orientation to fhe facility and
their work responsibilities upon em-
ployment: and that/they have an op-
portumnity for contipuing education and
ralated developmefit activities.

(dy Standard: fersonnel policles and
proceduras. it roverning  body,
through the chief executive officer of
the ESRD facility, le responsible for
maintaining and implementinge written
personnel folicies and procedures that
support Aound patlent care and pro-
mote gbod personnel practices. These
policigt and procedures ensure that:

i1y All members of the facility’s staff
arefualified to perform the duties and
regponeibilities assieshed to them and

peat such PFederal, State, and local

£405.21%6

professzional
apply.

(27 A gafe and sanitary envirgnment
for patienta and personnel exfeta, ard
reports of incldenta and acddents to
patients and personnel are Yeviewed to
ldentify health and safgty hazarde.
Haealth supervision of peysonnel is pro-
vidaed. and they are referred for peri-
odle health examinafons and treat-
ments as necessaly Ar as regquired by
Federal, State, and/local laws., Proce-
dures are established for rountine teat-
ing to ensure detgotion of hepatitie and
other infectiony/ diseasas,

(3) If the sepflceea of tralnees are nti-
lized in providing ESRD services, such
frainees aré under the direct super-
vislon of/ gqualified professional per-
sonnel.

(4) Cypmplete perscnnel records ale
maintained on all personnel. These in-
cludg health status reports, resumes of
r ng and experlience, and current
106 descriptions that reflect the em-
plovess” responsibilities and work as-
slonments.

(5) Peraonnel policies are written and
made avallable to all personnel in the
acility. The policles provide for an ef-
fextive mechanism to handle personnel
erigvances,

(GN\All personnel of the facility par-
tlelpate 1n educational programs on a
regnlar\ bagla. These programe cover
initial oxientation, and continning in-
service training, including procedures
for infection control. Records are
maintainad showing the content of
training sessiops and the attendance at
such sesslons.

(71 Persommel \manuals are main-
tained. periodically npdated, and made
avallable to all peksonnel involved in
patient care.

(e} Sftondard. wse of Qutside resources.
If the ESRDy facility akes arranse-
ments for the provialon\of a apecific
service as anthorized in this subpart.
the responsibilities, functions, oblec-
tives, and the terms of each arrange-
ment, inclunding financial provisions
and charges, are delineated in % docu-
ment signed by an aunthorized, rep-
resentative of the facility and the\per-
son o agency providing the service.

requirements as aAv
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he\ chief executive officer when uti-
lizing outelde resource, as a consult-
ant, axsures that he ia apprised of rec-
ommernlations, plans for implementa-
tlon, and  continuning  assessment
through dated. sighed reports, which
are retained by the chief executive offi-
car for follow-up action and evaluaticn
of performancsa.

(fy Stondard: oasiend care policies. The
BERRD facility hys written policies, ap-
proved by the geverning body, con-
carning the proviajon of dalyels and
other ERRD serviceg to patlents. The
governing body revivws implementa-
tlon of policies periodeally to ensure
that the intent of the policles is car-
riad out. These policies are developed
by the phyeician responsible for super-
vising and directing the provislon of
EARD aservices, or the facllNy's orga-
nized medical staff (if there\ila onej,
with the advice of {and with provision
for review of such policles from time to
time, but at least annually, by a droup
of professional personnel associated
with the facility, including. but Dot
limited to, one or more phyaiciansa
one or more registered nurses experi-
enced in rendering ESEIY care.

i1y The patient care policles cove
the following:

{1y Scope of servicea provided by/the
facility (either directly or undet ar-
ranganient).

(1) Admission and discharge/policies
{in relation to both in-facility/care and
home care).

111y Medical supervision/ and phyai-
clan sarvices.

(iv) Patient long te
tlent care plans and
mentation.

(w1 Care of patia
ather emergancies,

(vl Pharmacentdeal services,

(vil) Medical rgeords (including those
malintained in vhe ESRED facility and in
the patiente’/homes, to ensure oor-
tinuity of care).

iviily Adpdinistrative recorda.

(1x) TseAnd malntenance of the phya-
ical plapft and equipment.

(z) Consultant gualifications, fanc-
tlons,/Aand responsibilities.,

iz The provision of home dialvaia
support services, 1f offered (ses
§405.21630e ).

1/ Prosralns, po-
gthods of imple-

s 1n medical and

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

(2% The physician-director of thy fa-
cility le designated in writine to e re-
aponaible for the execution of patient
care policies. If the responsibflity for
day-to-day execution of patfent care
policiea  has been delegaped by a
physican director to (or, iy the case of
a self-dlalysls unit, to Sther llcenaad
health practitioner) a reflstered nurse,
the physlcan-director ptovides medical
guldance in such matiérs.

(3 The facility polley provides that.
whenever feasible, /hours for dialyais
are scheduled for/patient convenience
and that arrangsefmenta are made to ac-
commodate employved patlents who
wish to be didlvzed during thelr non-
working houys.

(4) The gdverning body adopts poli-
cles to enslre thers i evaluation of the
prograss dach patient is making towand
the goals stated in the patient’'s longs
term prograim and patlent’'s care plan
(Bee ¥405.2137(a)). Such evalunations are
caryvled out through regularly sched-
nlegdl conferences, with participation by

e ataff involved in the patient’s care.

(g Standard: madical superpision and
emergency coverage. The governing body
of the E2RD dialysis andior tranaplant
acility ensures that the health care of
avery patlient ls under the continunine
sugervision of a physician and that a
physician 1s avallable in emergency
altnations.

(1) The physician responsible for the
patientig medical supervision evaluates
the patidnt's immediate and long-term
neads and on this basis prescribes a
planned reximen of care which covers
Indicated dialy=ls and other ESRD
treatments, sarvices, medications, dist,
apacial proce e lecommended for
the health and \safety of the patient.
and plans for comntinuing care arnd dia-
charge. Such plans\are made with input
from other professional personnel in-
volved in the care of the patient.

(2} The governing body ensures that
there 18 always avallable medical care
for emergenciea, 24 houraa day, 7 days
a weelk, There ia posted at\the nureine’
monitoring station a rostey with the
names of the physiclans to \be called.
when they are avallable o emer-
gerielea, and how they can be Neached.

(hy Ssandard: medical staff. The zov-
arning body of the EBRRD facility\ des-
lgnatea a gualified phyeician \gee
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§406.2102) as director of the ESRD serv-
lces\the appointment is mads upon the
recomynendation of the facility's orga-
nizad medical ataff, if there is one. The
govarnitye body  establishes written
policies regarding the development. ne-
gotlation, \consununation, evaluation,
and terminsxtion of appointments to
the medical sbaff.

[41 FE 2011, Juna\ 3, 1876, Radesipnatad at 43
FR 02828, Sept. 30\1077. and amendsd at 43
FE 48002, Oct, 19, 1Q8; 81 FR 30862, Aug. 26,
1286, 03 FR 36934, Oct, § 1987]

2405.2137 Condition:
term  program s
plan.

Bach facility maintains for each pa-
tient a written lone-term Rrogram ard
a written patient care plaml to ensure
that each patient receivea the appro-
priate modality of care and the appro-
priate care within that modality. The
patient. or where appropriate, parent
ar legal guardian is involved with\ the
health team in the planning of care\ A
copy of the current programm and pla
accompany the patient on interfacility
transfer.

ia) Standard: patient long-ferm pro-
gram. There 1s a written long-term pyo-
gram representing the sslection of a
snltable treatment modality (l.e/, di-
alysls or transplantation) and Jfalyals
sotbing (e.s., home, self-care) for each
patiant.

(13 The program 1= develgped by a
profesalonal team which ingludes but 1a
not limited to the phyaicign director of
the dialyvsla facility or/center where
the patient is currently belhg treated,
a phvalclan director of a center or fa-
cility which offers /self-care dialvals
training (if not avdilable at the loca-
tion where the patient is being treat-
adl, a transplanty surgeon, a gualified
nurae respongible for nursing services,
a qualified digfitian and a qualified so-
clal worker.

(2} The ppéeram 1 formally reviewead
and revised in writine as necesaary by
a team ich includes bat is not lm-
itad to he physlcian director of the di-
alysis Aacility or center where the pa-
tlent/is pressntly belng treated. in ad-
ditisn to the other personnel listed in
pafacraph (anl) of this section at leaat
ofery 12 monthsa or more often as indi-

ated by the patient's response to

Patient

long-
patient

caro

5405.2137
treatment i(see  §405.2161L5(1) /and
§406.2170¢a.)).

(3 The patient. parent, of legal

ruardiarn, as appropriate, is inyolved in
the development of the patight'a long-
term progral, and due consfderation 1s
ziven to his preferences.

4y A copy of the patiext’s long-tarmm
prograim accompanies the patient on
interfacility tranafer of is sent within 1
waorking daw.

(b Standord: pasight care plan. There
la a written patiep® care plan for sach
patient of an ESED facility (including
home dialysie pattlenta under the super-
viglon of thé E2RBD facility; see
§406.2163(e)), Yased npon the nature of
the patient/s 1llnesa, the freatment
prescribed / and an assesgment of the
patient s fieads.

(1) Th¢ patient care plan ia porsonal-
ized foy the individual, reflecta the pey-
cholggieal, social, and fuhctional needs
of the patient, and indicates the ESRD
atyd other care reguired as well as the
ipdividunalized modifications 1in  ap-
froach necesaary to achleve the long-
termm and short-term coals.

(2y The plan is developad by a profes-
ional team consistinge of at least the
physlcian responsible for the patient's
EARD care, a qgualified nnrse respori-
alble for nursing services, a gualified
aocial worker, and a gqualified dietitian.

(%) The patlent. parent. or legal
suardiay, as appropriate, 1s involvad in
the development of the care plan, and
due conelderation is given to his pref-
arances,

(4) The care plan for patients whose
medical condikion has not bacome sta-
bilized i reviewed at least monthly by
the professional patient care tearmn de-
scribad in paragraph (L2 of this sec-
tion. For patients wWhoss condition has
become stabllized, the care plan s re-
viewad every 6 monthe. The care plan
ia reviead as necessary So insure that it
provides for the patdents ongolhes
neada,

(61 If the patient is transterred to an-
other facility, the care plan ia sent
with the patient or within N\working
daw.

(6) For a home-dialyeia patient\whose
care la under the supervision o the
EBRD facility, the care plan provides
for periodic monitoring of the patient's
home adaptation, including provisiomns
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for\ visita to the home by gualified fa-
cllity personnel to the extent appro-
priate, ( Ses §405.21683(a).)

(7) Baglonning July 1. 1801, for a home
dialyeis\patient, and beginning Janu-
ary 1. 1894, for any dialysla patient,
who uses EPO in the home, the plan
must provide for monltorine home use
of EPO that igeludes the following:

(1) Review of\dlet and fluld intalke for
indiscretions indicated by hyper-
kalemia and elegvated blood pressure
sacondary to volume overload.

(11} Review of melications to enaure
adeguate provision \of supplemental
iron.

111y Ongoing evalua
orit and iron stores.

iv) A reevaluation of \the dlalvais
prescription taking into count the

one of hemato-

patient’s increased appetite and red
blood cell volume.
(w1 A method for physiclian tsllowuap

ofn blood testa and a mecharism\i{such
az a patlent log) for keeping the phrai-
clan informed of the resulta.

(v} Training of the patient to ideg-
tity the silens and symptomsz of hypo
tenslon and hypertansal on.

(vil) The decrease or discontinuance
of EPD if hypertension 1s uncontrol-
labla.

[41 FE 22811, June 2. 1876, Radesignatsd/at 45
FE 52326, 2epo, 3, 1877, a2 amended af/43 FR
43003, Ok, 19, 1974, ob FE 1234, Jan. A0, 1894
9 FE 25055, May 35, 1984)

4405.2138 Condition: Patiets’
and responsibilities.

The governing body of the ESED fa-
cility adopts written polfcies regarding
the righta and respongibilities of pa-
tients and, throuch thé chief executive
officer, 1z responsiblé for development
of, and adherence td, procaedures imple-
menting such policies. Thess policies
and procedures gre made avallable to
patienta and afiy guardians, next of
kin, sponsoringé agencyilea), represant-
ative pavees Aselected pursnant to sec-
tion 20611 ¢f the Soclal Security Act
and subpayt @ of 20 CFER part 404). and
to the public. The ataff of the facility
ia trainéd and involved in the execn-
tlon of such policlea and procedures.
The patients” righte policles and proce-
durets ensure at least the following:

ra) Standord: imformed pagients. All pa-

énts in the facility:

rights

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

(1) Are fully informed of thess rights
and responsibilities, and of all/rules
anid reculations governinge patiefit con-
duct and responsibilities;

(27 Are fully informed of services
avallable in the facility and of related
charges including any chapyfes for sarv-
lees not covered under ptle EVIIL of
the Social Security Act;

(3 Are fully informed by o phyaician
of their medical condytion nnless meadi-
cally contraindicated (as documented
in thelr medical redords);

(4) Are fully informed regarding the
facility's reuse of dialyels supplies, in-
cluding hemadldlyzera. If printed mate-
riale such as Srochurss are utilized to
dezcribe a facility and 1te services,
they must Zontaln a statement with re-
spect to rease: and

(51 Areg/fully informed regarding their
sultabity for transplantation and
home Adlalysis.

(by/Srandard: pardicipasion in planning.
All patients treated in the facility:

/1) Are afforded the opportunity to
participate in the planning of thelr

nedical treatment and to refuse to par-
tlelpate in experimental research;

(2) Are transferred or diecharged only
o medical reasons or for the patient's

alfare or that of other patients, or for
chipayiment of fees (except as prohib-
1ted\by title EVIII of the Soclal Becn-
rity Act), and are given advance notice
to enste orderly transfer or diacharge.

(o) Stnderd: respect and dignity. All
patients ¢ treated with consider-
atlon, respect, and full recognition of
thelr individuality and personal neads,
including the\need for privacy in treat-
ment. Provision 1s made for translators
where a sipnificsnt number of patients
exhibit lanenagze karriers.

(dy Standard: confidensialisy. All pa-
tlents are ensured confldential treat-
ment of thelr personal and medical
records, and may approeve or refuse re-
lease of such records to\any individoal
outside the facility. ezcapt in casa of
their transfer to another\health care
inatitution or as required k¥ PFederal.
Btate, or local law and the \Secretary
for proper administration of the pro-
2Talmn.

(e Standard: gricvance mechanisg. All
patlents are encouraged and asalstyd to
nnderstand and exercise thelr rights.
Grievances and recommendsd changes
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in\policles and services may be ad-
dresged to facility staff, admindatra-
tlon, \the network organization., and
agenciss or reculatory bodies with ju-
rladiction over the facility, through
any reprwsentative of the patient's
cholee, wiMhout restraint or inter-
ference, and\ without fear of discrimi-
nation or repisal.

[41 FE 22211, June\}, 1976, Bedesignated at 45
FE 5%336, Sept, 3, 3877, as amended at 51 FR
36T, Aug. 36, 1986 52 FE 36034, Oct. 3, 1087]

24052139 Conditio

The EBRD facility \Inaintains com-
plete medical records wn all patienta
{(including self-dialvals pytienta within
the salf-dialv=ie unit and home dialvaia
patienta whose care s undek the super-
vislon of the facility) in agcordance
with accepted professional atandards
and practices. A member of tha facili-
tw's staff 1s designated to serve \as an-
perviecr of medical records serwoces,
and ensures that all records are phop-
erly documented, completed, and phe-
sarved. The medical records are oo
pletely and accurately documented,
readily avalilable, and syatematically
organized to facilitate the compilatisn
and retriaeval of information.

(a) Standard: medical record. Bach pa-
tlent’s medical record contad s ffi-
clent informaticn to identifv /Ahe pa-
tlent clearly, to justify the Adlaghosis
and treatment, and to dogiment the
reanlts accurately. All meMcal records
contaln  the following Aeneral oat-
epories of information/ Documentad
evidence of assespment/ of the needs of
the patient. whethey the patient i=
treatad with a reprocasasd
hemodialyzer. of getablishment of an
appropriate plan Af treatment. and of
the care and gervices provided (see
540521587 (a) and (b)); evidence that the
patient was Aformed of the results of
the asagsTnent described in
B405.2138(a ¥ 5); 1dentification and soclal
data: slewed consent forme referral in-
formatign with authentication of dlag-
nosls; fnedical and nursinge history of
patient: reportie) of physician exam-
inationis); diagnostic and therapeutic
ordera; observatlons, and progress

Gtes; reports of treatments and clin-
cal findings; reports of laboratory and
other diagnoatic teste and procedures;

Medieal records.

§405.2139

anid dischargs summary including al
diagnoals and prognoais,

(b Standard: profection of iical
record imformation. The ESRD Aacility
safegnards medical record intgrmation
acalnst loss, destruction. or anthor-
lzed nee. The EBRRD facility as written
policiea and procedures which govern
the nse and releass of information oorn-
tained in medical records. Written con-
sent of the patient, or/of an anthorized
person acting in boebAlf of the patient,
la reguired for relgase of information
not provided by Yaw., Medical records
are made avallalbde nnder stipulation of
confidentiality/ for inspection by au-
thorized agents of the Secretary, as re-
guired for agministration of the ESRKD
program uiler Medicare.

(o) Stowdard: medical records super-
wsor. A member of the EERD facility's
ataff 1/ designated to serve as auper-
vigor Af the facility's medical records
sarvica, The functions of the medical
recirds supervisor include, but are not
lirnited to, the following: Ensurihe
rhat the records are docuomented, com-
pleted, and maintained in accordance
with accepted professional standards
atid practices; safegnarding the con-
{dentiality of the records in accord-
ate with established policy and legal
reguirements; ensuring that  the
reco contaln pertinent medical in-
formation and are filed for easy re-
trieval\ When hecessary, consultation
1la securkd from a gunalified medical
record practitionear.

iy Sqandgrd: Completion of meadical
records and Senéfralizafion of clinical in-
formadion. Current medical records and
those of diechavged patients are colm-
pleted promptly\ All clindcal informa-
tion pertaining to\a patient ia central-
ized in the patient's medical record.
Provision 1a made foX collecting and in-
cluding in the medicdl record medical
information generated\by self-dialyais
patients. Entries concerning the daily
dialyails procese may either be com-
pleted by staff, or be completed by
tradned self-dalvels patienye, trained
home dlalyals patients or trained as-
alstants and countersiened by shaff.

(2) Standard: refention and pNeserva-
tHon of records. Medleal records ake re-
tained for a peried of time not \ess
than that determined by the State
atatute governing records retention o
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statute of limitations; or b the ab-
sance of a State statute, 5 years from
the date of dischargs; or, in the case of
a mindy, 3 years after the patient be-
comes of age nnder State law, which-
avar la lokgest.

(i Standard: locasion ond facilities.
The facilitA\malntains adeguate facili-
tles, equipment, and space conven-
lently located, to provide efficient
procesalne of madical records (e, re-
viewlng, filling, and prompt retrieval)
and statistical edical information
(e.o.. reguired aba ta, reports, ete).

(o) Standord: fransfer of medical infor-
mafion. The facility provides for the
intarchangs of medical\and other infor-
mation necessary or uae¥ul in the care
and treatment of patiente transferred
between treating facilities\or in deter-
mining whether such patielts can be
adeguately cared for otherwise than in
alther of such facilitises.

[41 FE 224811, Juns 3, 1976, Redesignatad at 43
FE 52826, Bept, 3, 1977, as amendsd at\d3 FR
43003, Oct, 19, 1978, 52 FR 30084, Oct, I, 196]

24052140 Condition: Physical envirog-
ment.

The phyeical environment in which
EBRD services are furnished affords/a
functional, eanitary, safe, and cgm-
fortable setting for patienta, staff/ and
the pullic.

(a) Standard: building ond egyipment.
The phyeical structure in whizdh ESRD
sarvices are furnished 1s cofetruacted,
aquipped. and maintained te/ insure the
safety of patiente, staff, 1 the public.

1y Fire extinsuishers/ are conven-
lently located on each floor of the fa-
cllity and in areas of/special hazard.
Fire regulations and Aire management
procedures are proodnently posted and
properly followad.

(2 All electrical and other equipment
naad in the facidty is maintained free
of defecta whiZh could be a potential
hazard to patifents or peracnnel. There
la established a planned program of
preventive /Amaintenance of eqguipment
naad in dlalvsis and related procedures
in the fagility.

(3 THe areas used by patients are
malntained in good repalr and kept
free gf hazards such as thoss created by
damaged or defective parts of the

Alding.

(4 [Resarved]

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

(531 The ESED facility must emgploy
the water guality regunirementsa/listed
in paragraph (ad5iil) of this Asction
developed by the Assoclation for the
Advancement. of Medical Ins e ta-
tlion (AAMT) and published An “Hemo-
dialyals Bystems,” secg adition.
which is incorporated by Yeference.

(11} Reguired water ghality reqguire-
ments are those liated An sectlons 3.2.1,
Water PBacteriology:;/ 3.2.2, Maximum
Level of Chemical Zontaminants; and
in Appendiz B: guldeline for Moni-
toring Purity of Water Usad for Hemo-
dialyals as Bl through BS.

(111} Incorpordation by reference of the
AAMIa “Hempodlalysis Bystems,” seo-
and edition, /1902, was approved by the
Director of/the Federal Reglster in ac-
cordanee @with 5 TLS.C. 6562(a) and 1 CFR
part 51.Y If any changes in “Hemo-
dialyvaly Syetemsa.” second edition, are
also t% be lncorporated by reference, a
notige to that effect will be published
in the FEDERAL REGIETER.

/b Srandard: favorable environment for

afienfz. The facllity 1s maintained and
aoulpped to provide a functional sanid-
tary, and comfortable snvironment
with an adequate amount of well-light-
ad epace for the service provided.

(1) There are written policies and
procaedures in effect for preventing and
coNtrolling hepatitis and other infeo-
tlome. These policlies include, ot are
not Nmitad to, appropriate procedures
for sulvelllance and reportinge of infec-
tione, housekeaping, handling and dis-
pozal of \wazate and contaminants, and
aterilizativn and disinfection, includ-
ing the steyilization and maintenance
of eguipmeny, where dialyvals supplies
are reused, thers are written policles
and procedurex covering the rinsing,
cleaning, disinfection, preparation and

1The publication entitled “Hemodialyeis
Syeema,” second sdithon, 1883 is awvailable
for inspsction at the CMS Information Re-
sourcs Centar, 7400 Sacur Boulsvard, Bal-
timore, MDD 212441800 and\ at the National
Archives and Records Administration
(HARA), For information on bhe availakility
of this material at NARA, cal 202-741-6020,
or =] Lo hitp:twunngrehives gow
Federal  registerscode  of federal Yegulafionsz'
ibr  locafions.fitmi.. Copise may bs yurchassad
from the Association for the Advancement of
Medical nstrumsntation, 230 Waskhinston
Boulewvard, Suite 400, Arlington. VA \JEMI-
4nag,
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stovage of reused items which conform
to raguirements for rense in § 4052150,

(2) Yreatment areas are dealened and
aquippsd to provide adeguate and safe
dialyals\therapy. as wall aa privacy and
comfort or patients. The space for
treating exch patient ls sufficient to
accomodate\ medically needed emer-
goncy equipment and ataff and to en-
snre that asuch\equipment arnd staff can
reach the patlent in an emergency.
There 12 sufficiexnt apace in units for
safe storage of selidialyels supplies.

(3) There ia a nuralngmonitoring sta-
tlon from which adeyuate survelllance
of patiente recelvinge \llalysis servicea
can be made.

(4) Heating and ventilgtion systemsa
are capable of maintalniie adeguate
and comfortable temperatukes.

(5] BEach ESRD facility utilizing a
cantral-batceh delivery ayatem\provideas,
glither on the premises or thrdush af-
fillatlon agreement or arrancement
(gaa §405.2160) enfficient individual de-
livery aystemsa for the treatment of\any
patlent requiring special dialyals solu-
tlons.

() Standard confaminadion prevention.
The facility emplove appropriate techs
nigues to prevent crosa-contaminatign
between the umit and adjacent hoapital
or public areas inecluding, but not/lim-
itad to, food service areas, lanndyy, dis-
posal of solid waste and blood-cgntani-
nated egquipment, and disposad of con-
taminante into sewage systems. Waate
storage and disposal are cayried out in
accordance with applicable local lawa
and acceptad public health proceduraa.
The written patient cafe policiea (see
B405.2135(1(1))  apeci the functions
that are carried oup by facility per-
sonnel and by the sglf-dialyals patienta
with respect to cofitamination preven-
tlon. Where dialy=ils supplies are re-
nead, records aye maintained that can
be used to defermine whether estalb-
lished proceddres covering the rinsing,
cleaning, diginfection, preparaticn ard
storage of feusad items, conformm to re-
gquirementa for reuse in §405.2150.

(d) Stgndard: emergency preparednass.
Writtenl policies and procedures spacifi-
cally/ define the handling of emer-
renZlea which may threaten the health
or Aafety of patients. Buch emergencies

yould exist during a fire or natnral dia-
ster or daringe functional fallures in

£405.2150

ajquipment. Specific emergency /pre-
paradness procedures exist for different
kinds of emergencies. Thess Are re-
viewead and tested at least annwally and
revisad as necessary by, or Ander the
direction of, the chief execuplve officer.
All personnel are kEknowledgeable and
trained in thelr respecfive roles in
emergency altunations.

i1y There iz an estdblizhed written
plan for dealing with fire and other
amergencies which, /when necessary, 1s
developed in coopgration with fire amnd
other expert porsgnnel.

(27 All personpel are trained, as part
of thelr emploment orlentation, in all
aspacta of préparedness for any emer-
goncey or digaster. The emergency pre-
paradness plan provides for orlentation
ani rezu training and periodic drills
for all personnel in all proceduores ac
that ¢ach person promptly and cor-
rectly carrlies out a specified role in
casg/of an emergency.

41 There 1s avallable at all times on
e prenudses a fully equipped emer-
oney tray, including emercency druoga,

medical supplies, and eguipment, and
ataff are tralned in its nas,

(4) The staff ia familiar with the use
nf all dialysls eguipment and proce-
diyres to handle medical emergencies.

iR Patlients are trained to handle
medical and nonmedical emergencisa.
Patlehta muet be fully informed re-
zardil what to do, where to go, and
whom tiy contact if a medical or non-
meidical eXnergency oocurs.

{Eeca 1103, 18§1, 1881(1), Bocial Beourity Act;
42 T7 20 1303, 3305hh, 13nrrihy)

[41 FE 3211, June &, 1078 Radessipnatsd at 43
FE 53826, Sapt 30\1977, as amended at 43 FE
48002, Oot, 19, 1078 M0 FE 24830, Apr, 10, 1080;
02 PR 3034, Oct, 2, 15a7; 60 FR 48043, Sept. 18,
180n: 60 FR 18303, Ape 9, 3004]

Reuse of
other dialysis

$405.2150 Condition:
hemodialyzers and
supplies.

An  ESRDy  facility hat  revses
hemodialyzers and other dialvals sup-
pliss meeta the reguirements of this
soction. Fallure to meet anss of para-
graphs (a) through (o) of this\ section
constitntes sroundes for denilal Wi pay-
ment for the dialysis treatment af-
fectad and termination from partisipa-
tion in the Medicare program.
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a)l Stonderd: Hemodiclyzers., If the
ESRD facility reuses hemodialyzers, it
conterms to the following:

(1) Reuse guidelines. Voluntary guide-
lines adopted by the AAMI (“Reuse of
Hemodidlyzers,” aecond edition). Incor-
poration \by reference of the AAMIa
“Heuse of Hemodlalyzers,” ascond adi-
tion, 1983, Wae approved by the Direc-
tor of the Foderal Regleter in accord-
ance with 5 2.0, B5%a) and 1 CFR
part 51.1 If any\changes in “‘RHeuse of
Hemodialyzers,” \gacond edition. are
also Lo be Incorpolated by reference, a
notice to that effect will be published
in the FEDERAL REGIETER.

(2 Procadure for chimical germicides.
To prevent any risk of\dialyzer mem-
brane leaks due to the coxnbined action
of different chemical \ germicides,
dialyzers are exposed to onlX one chein-
leal germicide durine the rejrocessing
procedore. If a dlalyser 1s expiged to a
sacond germiclde, the dialvzer must be
discarded.

(3 Burveillance of patient reactions. In
order to detect bacteremia and\ to
malintain patient esafety when unag-
plained eventa ocour, the facility—

{1y Takes appropriate blood cultures
at the time of a febrile response in
patient: and

(ii) If prrogenic reactions,
bacteremia, or unsxplained reactions
azsocliated with ineffective reprgcesa-
ing are ldentified, terminates rease of
hemodialyzera in that setiting ghd does
nat continne renss nntil the gntires re-
procesainge aystem has boon efaluated.

(b Standard: Transducer/ filters. To
control the spread of hepdtitis, trans-
ducer filters are changed/after each di-
alysia treatiment and ary not renssd.

(o) Standard: Bloodligles. If the ESRED
facility reuses bloodl fies, 1t muat—

'The publication / entitled ““FReause of
Hemodialymers,” sgcond  edition, 18083, is
available for inspegtion at the CME2 Informa-
tion Resources Cénter, T8I0 Sscurity Boule-
wvard, Baltitnors/ MID@ 21344-1850 and at the
Hational Archites and Bscords Administra-
tion (MARA) /For infermetion on ths avail-
ability of this material at NARA, call 202
TH-H0E0, of go oo Rigpcduwwne.archives. gow
Federal  we@istericode  of  federal  regulationa’

ibr _lscafionzhimi. Copies meay be purchased
from thye Association for the Advancemsnt of
Madic Instrumentation, 3306 Washington
Boulévard, Suite 400, Arlington, VA 2E01-
4500

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

(1) Limit the reuse of bloodlings to
the same patient:

(27 Mot reuse bloodlines labeled for
“alngle use only:

(3) Reuse only bloodlines for which
the manunfacturers protocol for rense
has been accepted by théd Food and
Drug Administration (FPA) pursuant
to the premarket notifization (ssction
E10(k)) proviaion of the /Food, Druag, and
Cosmetic Act: and

(4) Follow the FlA-accepted manu-
facturer's protoco) for reunss of that
bloodline.

[o2 FR 888380, Ot X 1987, as armended at 04 FR.
183385, May I, 15200¢ €0 FR 48044, Sept, 18, 189600;
A0 FE. 183803, Apr/ &, 2004]

§405. 2160
ment g

Condition: Affiliation agree-
arrangenent.

(a) A /renal dialyels facility and a
reral dialysia center (sae
B405. 2022 2)) have in effect an affili-
atlo agresement or arrangement with
aach other. in writing, for the provi-
alpn of inpatient care and other hos-
pAtal sarvices.

i) The affiliation agresment or ar-
rangement provides the basls for effec-
tive working relationships under which
tpatient hoapital care or other hos-
plital services are avallable promptly to
the\ dialyals facility'a patientas when
neadsd. The dialyels facility has in its
files dgenmentation from the renal di-
alvsla denter to the effect that patients
from the dialysis facllity will be ac-
cepted and treated 1n emergencies.
There are Msasonable assnrances that:

(1) Transfar or referral of patients
will be effectsd betwesn the renal di-
alyele center axd the dalwals facility
whenever such Wwansfer or referral is
determined as mdedically appropriate
by the attending physician. with time-
1y acceptance and admisalon;

(2) There will be inberchange, within
1 working day, of the patient long-term
prograim and patient cade plan. and of
medical and other infoNpation nec-
agaaly o useful in the cary and treat-
ment of patients transferred s referred
betweenn the facilities, or deter-
mining whether such patients\can be
adeguately cared for otherwise than in
alther of anch facilities; and

(3) Security and accountability \for
patients’ peraocnal effecte are assured)
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405.2161 Condition: IDhrector of =a
wnal dialvsis facility or renal dialy-
NE conter

Treatment is under the general au-
pervieion of a Director who i= a phyel-
clan. Thy physzician-director need not
devote fall time as DMrector but 1s re-
spongible for plannine, organizing, con-
ducting, an recting the professional
ERED porvicex and must devote suffi-
clent time to arrving out thess re-
spongibilities. The director may also
sarve as the Chilef\Ezecutive Officer of
the facility.

(a) Standard: gualiffcations. The direc-
tor of a dialyvels facilhéy s a gualified
phyalcian-director. (Sea\§ 405.2102.)

(b Standord: responsib\itics. The re-
sponeibilities of the phyaivilan-director
include but are not limited to the fol-
lowing:

i1y Participating in the seledtion of a
enitable ftreatment modalitXx, i.e.,
transplantation or dialyels, and\dialy-
gla satting, for all patlents;

(27 Apgsuring adequate training\ of
nurasz and technicians in dialyais tedh-
niogues;

(3} Assuring adeguate monitoringe o
the patient and the dialysis processa, in
cluding, for self-dlalyala patienta,
suring periodic assesament of patight
performance of dialvsia tasks;

(4) Assuring the development/ and
avallability of a patient care /policy
and procedurss manual and it imple-
mentation. As a minimum, thé manual
deacribes the types of dialygls used in
the facility and the progedures fol-
lowead in performance of gnch dialysis;
hepatitis prevention procedures for
handling an individual/with hepatitis;
and a disaster preparédness plan (e.g.,
patient emergency. fire, flood): and

(57 When self-dalvaia tralning or
home dialysis tralfiing 1= offerad, assur-
ing that patient feaching materials are
avallable for thé use of all trainess dur-
ing training j at times other than
during the djalysis procedure.

[41 FER 2511/ Juns 3, 1876, Redesignatsd at 45
FE 52326, Sept. 30, 1977, as amendesd at 43 FR
43003, Oot/ 19, 1998 51 FE. 20382, Ang. 36, 1084]

34052162 Condition: Staff of a renal

alvsis facility or renal dialvsis
center.

Properly trained  personnel  are

present 1n adeguate numbers o meet

§405.216

the needs of the patients, including

those arisine from medical and fon-
medical emergencies.
(a) Standard: Registered nurse. /The di-

alwvsie facility employs at leasy one full
time gqualified nmrse respordsible for
nuraing service. (Bee §405 21902

(b Stondard:  On-dugy personnel.
Whenever patients are dergoing di-

alwvala:
(1) One currently licéns=ed health pro-
feszional (e.g., phyalcian, registered

nurae, or licensed practical nurse) ex-
perienced in rendsfine ESRED care 1z on
duty to overase BRED patient care:

(27 An adegugte mumber of peracnnel
are present go that the patient'staff
ratio la appyopriate to the level of di-
alvsle care/being given and meets the
neads of patlenta: and

(% An/adequate mumber of peracnnel
are reglily avallable to meest medical
and nénmedical nesde.

(o) Standard: Selj-care dialysis fraiming
paysannel. If the facility offers self-care

falyals training, a gnalified norsa 1s in

harge of such training (oo § 4062102,

[41 FE 23011, Juns &, 1976 Redesignated at 43
E 02826, Sept, 20, 1977, as amended at 42 FE
Mond, Oock, 19, 1978; 51 FR 30662, Aug, 36, 1985]

§405.2163 Condition: Minimal service
requirements for a renal dialyvsis fa-
ciliy or renal dialvsis center.

The ility muet provide dialyais
services, \as well as adequate labora-
tory, =ocisl, and dietetic services to
meat the newda of the E2RD patiant.

(a) Standar, Ouwipatient dialysis serw-
ices—(1) Staff-wssisted dialysis services.
The facility must provide all necessary
inatitntional dialysls services and staff
regquired in performing the dialvals.

(2 Selj-dialysis serioes. If the facility
offera self-dialyals aervices, 1t musat
provide all medicallvy\necessary sup-
plies and equipment agd any other
sorvice apecified in the Yacility¥'a pa-
tlent care policies,

(b Standard: Laboratory
dialyals facility malkes avalbable
oratory services (other than the
clalty of tisaue  pathology arl
histocompatibility teating), to \meet
the neads of the EBRD patient. AllNah-
oratory services must be performed Yoy
an appropriately certified laboratory

Nwices. The
lak-
Bpe-
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5 405.2163
acaordance with part 493 of this chap-

tar.\If the renal dialyels facility fur-
nishey ita own laboratory services, it
must meet the applicable reguirementa

established for certification of labora-
tories found in part 492 of this chapter.
If the faciNty does not provide labora-
tory servicee, 1t must male arrange-
ments to obtiin these services from a
laboratory cerffied in the appropriate
gpeclalties and sybspacialties of sarvice
in accordance with the requirements of
part 493 of this chaxter.

ey Siandard: Sechgl services. Soclal
sarvices are provided\ to patilents and
thelr families and are \Urected at sup-
rorting and maximizing the soclal
functioning and adjustment of the pa-
tlent. Roclal services are fuymnished by a
gqualified social worker (§405.2102% whao
has an employment or contractnal re-
lationship with the facility. The guali-
flad social worker 1s responsikle for
cofducting pevchozoclal evaluasons,
participating in team review of patient
progress and recommendinge chaness\in
treatment based on the patlent’s cuk-
rent. peychosocial needs, providing
casawork and groupworl servicea to
patienta and thelr families in dealiry
with the special problems assoclaped
with EBRD, and ldentifyine comfnu-
nity soclal agencies and othey re-
sonrces and asslsting patients apd fam-
iliea to ntilize them.

(dy Standard: Dhiefedic serviges. Bach
patient. 1s evaluated as to /his nutri-
tlonal neaeds by the attendiye physician
and by a gualified dietic (54052102
who has an employment/or contractual
relationship with the facility. The di-
etician, in consultatfon with the at-
tending phyeaician, ie/responeible for as-
sapainge the nutriflonal and dietetic
neads of each patient, recommending
therapeutic diets, counseling patienta
and thelr familles on prescribed diets,
and monitoritde adherencs and response
to diets.

(a) Standgrd: Seli-dialysis suppor: sore-
iceg. The renal dialvsis facility or cen-
ter furgishing self-dialvals training
upon campletion of the patient’s train-
ing, farndshes i(either drectly, under
asredment or by arrangement with an-
ather ESRD facility) the following
aotvlces:

42 CFR Ch. IV {10-1-05 Editiop

(1) Survelllance of the patient’s héme
adaptation. including provisiong for
visita to the home or the facilits/

(27 Conenltation for the patignt with
a gualified social worker and a guali-
fied dietitian;

(37 A recordlkeeping syvgtem which
assnures continnity of care

(47 Installation and maintenarnce of
aquipment:;

(61 Testing and appropriate treat-
ment of the water; apgd

(6 Ordering of snpplies on an ongoing
hagis.

() Standard: Pgréicipadion i recipient
registry. The diglyels facility or center
participates i a patlent registry pro-
gramn with ay OPO designated or redes-
lgnated under part 485 subpart G of

this chapter, for patients who are
awalting/ cadaveric donor transplat-
tation.

(g) ee of EPO af home: Pofient selec-
#on. The dialyseis facility, or the phyei-
clay responaible for all dialysia-related
sepirices furnished to the patient, must

pake a comprehansive aspapament. that
neludes the following:

(1) Pre-selection monitoring. The pa-
tient's hematocrit (or hemoglobing,
eoraim lron,.  transferrin saturation,
i 1 ferritin. and blood pressure must
beNneasurad.

(2\ Cenditions the patiend musé meet.
The agsessment must find that the pa-
tient myeets the following conditions:

(1) Omn\or after July 1, 1991, is a home
dialyeis patient or, on or after January
1. 1984, ia a\dialyeia patiant:

(11) Has a\hematocrit (or comparable
hemoglobin Ixvel ) that 1s as followa:

(A) For a patient who 12 initiating
EPC treatment)\ no higher than 30 per-
cent unlesa theye iz medical docu-
mentation showing the need for EPO
despite a hematocklt {or comparable
hemoglobin level) higher than 20 per-
cent. (Patlents with severe angina, se-
vera pulmonary distress. or severe hy-
pertension may reguire BPO to prevent
adverse symptoms even If they have
higher hematocrit or hemiglobin lev-
ala.)

(B} For a patient who haa\been re-
celving EPO from the facilit® or the
physician, betwesn 30 and 32 paroent.

(111} Is nnder the care of—

(A) A physician who 1s responsibla for
all dialvais-related services and e
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prégeribes the EPO and follows the
druX labeling instructions when mord-
toring the EPO home therapy; ard

(B} A renal dialysis facility that es-
tablishey the plan of care and morn tors
the progpesa of the home EPO therapy.

(3} Condigions the patient or fhe pa-
fHend's caregiver must meef. The assosa-
ment musat find that the patlient or a
careciver who\ asslste the patient in
performing salfadialysis mesta the fol-
lowing conditions

(13 Is trained by the facility to inject
EFP0O and ia capable\of carrying out the
procednre.

(il Is capable of redydine and under-
standing the drug labaline.

{111y Is trained in. and capable of ob-
sarving, aseptic technigues

4y Care and storage of dryg. The aa-
popament mnat find that ERO can be
gtored in the patlent's residence under
refriceration and that the pakient 1=
aware of the potential haza of a
child's having accesa to the drmx and
avringes.

(h) Use aof EPO af home: Responsibilities
of the physician or the dialysiz focili
The patient's phyaician or dialysia fa-
cllity must—

1y Develop a protocol that followa
the drug label instructions:

2y Make the protocol avallablé to
the patient to ensure safe and efféctive
home nae of EPO; and

(2} Through the amounts préscribed,
ensure that the drug “on hard'™ at any
time does not exceed a 2-moath supply.

[43 FE. 48002, Oct 10, 1978 as /Amended at 51
PR 20363 Aug. %, 1986, 57 PR 7134, Feb, 28
1992 50 FE 1384, Jan 10, 2094 19 FR 26058,
May 0, 1904; 59 FR 46013, Zept. 8, 1904; 61 FE
19743, May 3. 1005]

2405.2164 Conditighs for coverage of
special purposé renal dialysis facili-
t1es.

(a) A aspecial/ purpose renal dialvals
facility must/comply with all condi-
tlons for covérage for renal dialvals fa-
cllitles apedified in §§405.2130 through
4052164, /with  the  exception of
B8 4052134, and 405.2137 that relate to
participation in the network activities
and pedlent long-tarm progralns,

(b)/ A special purpose renal dialvals
faclity must conenlt with a patient's
phfvelcian to assure that care provided
n the special purpose dialyvsie facility

§405.2171

la conailstent with the patient's Morge-
tertm progralmn and patient care plan re-
quirad nunder § 405.2157.

(o) The period of approval fg1r a ape-
clal purpose renal dialyals fadlity may
not excesd 2 calendar mopthe in any
calendar year.

(dy A special purpose fenal dialysis
facility may provide agtvices only to
those patienta who woild otherwise be
unable to obtaln treapiments in the gao-
eraphical areas servgd by the facility.

[43 FE. 21332, May 11/ 1983, as ammsndsd at 5l
FE 20362, Aug, 26 1984]

4052170 Copdition: Ihrector of a
renal trapéGplantation center.

The renal transplantation center is
under the' general supervision of a
qualifiad transplantation SUrgech
(540521087 or a qualified phyaician-di-
rector/i§405.2102), who need not serve
full tdme. This physician ia responeible
for /planning, organizing, conduocting,
aryl directing the renal transplantation
cgnter and devotes suafflclent time to
Carry out thess responsibilities, which
include but are not lUmited to the fol-
lowring:

(a) Participating in the sslection of a
uitable treatment modality for each
Al e .

(N Assuring adeqguate training, of
nurasg in the care of transplant pa-
tilerte)

(o) Assuring that tiesue typing and
organ ppocurement services are avall-

able eitheyr directly or under arrance-
mert.
(dy  Assurltyr that transplantation

surgery la peMormed under the direct
supervision of\a qgualified transplarn-
tation aurgeon.

[41 FE 2311, Juns &,
FE ol8df, Sapt 30, 19
B0GED, Aug. 36, 10846, o

076, Radasignatsd at 42
as amendsd at 0l FR

E 46014, Bept. 8, 1904]

inimal service
xnal transplan-

54052171 Condition:
JTquimmcntE for a
tation center.

Kidney transplantation d furnished
directly by a hospital that \Ms partici-
pating as a provider of services in the
Medicare program and ls approved by
CMB as a renal transplantation senter.
The renal transplantation center is
under the overall direction of a hQoa-
pital administrator and medical stafgf:
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