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CHAPTER 51

HOSPITALS
[Prior to 12/14/88, see Health Department[470] Ch 51]
[Prior to 8/8/90, see Public Health[641] Ch 51]

481—51.1(135B) Definitions.As used in this chapter, unless the context otherwise requires, the fol-
lowing definitions apply:

“Critical access hospital’means any hospital located in a rural area and certified by the lowa de-
partment of public health as being a necessary provider of health care services to residents of the are
A “critical access hospital” makes available 24-hour emergency care, is a designated provider in a rura
healthnetwork, and meets the criteria specified pursuant to 481—51.53(135B). If swing-bed approval
has been granted, all 25 beds may be used interchangeably for acute or skilled nursing facility level o
care services.

“Department” means the lowa department of inspections and appeals.

“Governing board” means the board of trustees, the owner or the person or persons designated by
the owner as the governing authority who shall have supreme authority in the hospital and be responsi
ble for the management, control, and appointment of the medical staff.

“Governmentalunit” means the state, or any countynicipality, or other political subdivision, or
any department, division, board or other agency of any of the foregoing.

“Hospital” or“general hospital” means an institution, place, building, or agency represented and
heldout to the general public as ready, willing and able to furnish care, accommodations, facilities and
equipment for the diagnosis or treatment, over a period exceeding 24 hours, of two or more nonrelate
individuals suffering from illness, injury, infirmity or deformity, or other physical or mental condition
for which medical, surgical and obstetrical care services are provided. The term “hospital” does not
include the following:

1. Any institution for well children, day nursery and child care center, foster boarding homes or
houses, and homes for disabled children. However, such institutions that have a dual function, includ-
ing nursing and medical care, and care of the sick are required to be licensed.

2. Homes, houses or institutions for aged persons which limit their functions to room and board
and provide no medical or nursing care and house no bedridden person.

3. Dispensary or first-aid stations maintained for the care of employees, students, customers, an
members of any commercial or industrial plant, educational institution, or convent.

“Long-term acute care hospitaltneans any hospital that has an average inpatient length of stay
greater than 25 days, and that provides extended medical and rehabilitative care for patients who ar
clinically complex and who may suffer from multiple acute or chronic conditions. Services provided
by a long-term acute care hospital include but are not limited to comprehensive rehabilitation, respira-
tory therapyhead trauma treatment, and pain management. A long-term acute care hospital shall mee
the requirements for a general hospital including emergency services, except that obstetrical facilities
are not required, and, if the long-term acute care hospital is located within a separately licensed hospi
tal and does not provide its own emergency services, the long-term acute care hospital shall contract fc
emergency services with the host general hospital.

“Medical staff’ means an organized body that is composed of individuals appointed by the hospital
governing board, that operates under bylaws approved by the governing board and that is responsibl
for the quality of medical care provided to patients by the hospital. All members of the medical staff,
one of whom shall be a licensed physician, shall be licensed to practice in the state of lowa.

“Person” means any individual, firm, partnership, corporation, company, association, or joint
stock association and includes any trustee, receiver, assignee, or other similar representative.
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“Premises” means any or all designated portions of a building or structure, enclosures or places in
the building, or real estate when the distinct and clearly identifiable parts provide separate care and
services. The definition of “premises” shall not be construed to permit the existence of a separately
licensedspecialty hospital within the physical structure of a general hospital. A specialty hospital shall
be defined pursuant to 42 CFR Section 411.351 and any amendments thereto, or pursuant to any regu-
lations promulgated by the Secretary of Health and Human Services.

“Registered nurse’means a person who has graduated from an accredited school of nursing and
who is registered in the state of lowa.

“Specialized hospital’means any hospital devoted primarily to the specialized care and treatment
of persons with chronic or long-term illness, injury, or infirmifhediagnosis, treatment or care shall
be administered by or performed under the direction of persons especially qualified in the diagnosis
and treatment of the particular illness, injury, or infirmity. A specialized hospital shall meet the re-
quirementdor a general hospital. “Specialized hospital” as defined in this rule does not include a spe-
cialty hospital defined pursuant to 42 CFR Section 411.351.

481—51.2(135B) Classification, compliance and license.

51.2(1) Classification. For the purpose of administering the hospital licensing law, all institutions
subject to licensure shall be classified as a critical access hospital, general hospital, long-term acute
care hospital, or specialized hospital. The license issued by the department shall clearly identify the
classification of the hospital.

51.2(2) Compliance requirements for each classification. A hospital shall comply with all of the
general regulations for hospitals and shall comply with regulations pertaining to specialized services,
if specialized services are provided in the hospital.

51.2(3) Separate license required. A separate license shall be required for each hospital even
though more than one is operated under the same management. A separate license is not required for
separatéuildings of a hospital located on separate parcels of land, which are not adjoining but provide
elements ofhe hospital’s full range of services for the diagnosis, care, and treatment of human illness,
including convalescence and rehabilitation, and which are organized under a single owner or govern-
ing board with a single designated administrator and medical staff.

51.2(4) Posting of license. The license shall be conspicuously posted on the premises.

51.2(5) The department shall recognize, in lieu of its own licensure inspection, the comparable in-
spections and inspection findings of the Joint Commission on Accreditation of Healthcare Organiza-
tions (JCAHO) or the American Osteopathic Association (AOA), if the department is provided with
copies of all requested materials relating to the inspection process. In cases of the initial licensure, the
department may require its own inspection when needed in addition to comparable accreditations to
allow the hospital to begin operations. The department may also initiate its own inspection when it is
determinedhat the inspection findings of the Joint Commission on Accreditation of Healthcare Orga-
nizations (JCAHO) or the American Osteopathic Association are insufficient to address concerns
identified as possible licensure issues.

51.2(6) Hospitals not accredited by the JCAHO or the AOA shall be inspected by the department
utilizing the current Medicare conditions of participation found in Title XVIII of the federal Social
Security Act and 42 CFR Part 482, Subparts A, B, C, D, and E, or 42 CFR Part 485, Subpart F, as of
October 1, 2006. The department may promulgate additional standards. The department may recog-
nize, in lieu of its own licensure inspection, the comparable inspection and inspection findings of a
Medicare conditions of participation survey.

This rule is intended to implement lowa Code chapter 135B.
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481—51.3(135B) Quality improvement program.There shall be an ongoing hospitalwide quality
improvement program. This program is to be designed to improve, as needed, the quality of patien
care by:

1. Assessing clinical patient care;

2. Assessing nonclinical and patient-related services within the hospital;

3. Developing remedial action as needed;

4.  Ongoing monitoring and evaluating of the progress of remedial action taken.

51.3(1) The governing body shall ensure there is fecéfe hospitalwide patient-oriented quality
improvement program.

51.3(2) The quality improvement program shall involve active participation of physician members
of the hospital’s medical staff and other health care professionals, as appropriate. Evidence of this pa
ticipation will include ongoing case review and assessment of other patient care problems which have
been identified through the quality improvement process.

51.3(3) There shall be a written plan for the quality improvement program that:

a. Describes the program’s objectives, organization, scope, and mechanisms for overseeing the
effectiveness of monitoring, evaluation, and problem-solving activities;

b. Ensures participation from all departments, services (including services provided both direct-
ly and under contract), and disciplines;

c. Provides for assessment of participation through a quality improvement committee meeting
on an established periodic basis;

d. Provides for coordination of quality improvement activities;

e. Ensures communication, reporting and documentation of all quality improvement activities
on a regular basis to the governing board, the medical staff, and the hospital administrator;

f.  Provides for an annual evaluation by the governing board of the effectiveness of the quality
improvement program; and

g. Addresses accessibility and confidentiality of materials relating to, generated by or part of the
quality improvement process.

This rule is intended to implement lowa Code chapter 135B.

481—51.4(135B) Long-term acute care hospital located within a general hospital.

51.4(1) If a long-term acute care hospital occupies the same building, premises or physical location
of a general hospital, all treatment facilities and administrative offices for each hospital shall be clearly
marked and separated from each other, and located within the licensed premises of each licensee.

a. Treatment facilities shall be sufficient to meet the medical needs of the patients.

b. Administrative dfices shall include, but not be limited to, record rooms and persofficelsof

c. There shall be clearly identifiable and distinguishable signs for each hospital.

51.4(2) If a long-term acute care hospital occupies the same building, premises or physical location
of a general hospital, each hospital shall have its own entrance. The separate entrance shall have &
propriate signs and shall be clearly identifiable as belonging to a particular hospital. Nothing shall
prohibit along-term acute care hospital that is occupying the same building, premises or physical loca-
tion as a general hospital from utilizing the entrance, hallway, stairs, elevators or escalators of the gen
eral hospital to provide access to the long-term acute care hospital’s separate entrance.

51.4(3) A long-term acute care hospital located within a general hospital shall have sufficient staff
to meet the patients’ needs. No nursing services staff of either the long-term acute care hospital or th
host general hospital shall be simultaneously assigned patient duties in both licensed hospitals.
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51.4(4) Each long-term acute care hospital located within a general hospital and the host general
hospital shall have a separate and distinct governing board, which shall be in control of the respective
hospital. Namore than one board member shall serve in a common capacity on the governing board of
each licensed hospital. For the purposes of this rule, control exists if an individual or an organization
has the power, directly or indirectly, to significantly influence or direct the actions or policies of an
organization or institution.

51.4(5) A long-term acute care hospital located within a general hospital may contract with the
host general hospital for the provision of services, including but not limited to pharmaceutical, radio-
logical, laboratory, food and dietetic, surgical, anesthesia, emergency, housekeeping, laundry and en-
vironmental, or other services necessary to maintain a clean and safe physical envircheeon-
tractshall be executed by the governing boards of the long-term acute care hospital and the host general
hospital. All contracts shall clearly delineate the responsibilities of and services provided by the long-
term acute care hospital and the host general hospital.

51.4(6) Any life safety code violation identified by the state fire marshal during an inspection of a li-
censee may be a life safety code violation for both the long-term acute care hospital and the general hospital.

481—51.5(135B) Medical staff

51.5(1) A roster of medical staff members shall be kept.

51.5(2) All hospitals shall have one or more licensed physicians designated for emergency call ser-
vice at all times.

51.5(3) A hospital shall not deny clinical privileges to physicians and surgeons, podiatrists, osteo-
paths or osteopathic surgeons, dentists, certified health service providers in psychology, physician as-
sistants or advanced registered nurse practitioners licensed under lowa Code chapter 148, 148C, 149,
150, 150A, 152, or 153 or section 154B.7 solely by reason of the license held by the practitioner or
solely by reasons of the school or institution in which the practitioner received medical schooling or
postgraduate training if the medical schooling or postgraduate training was accredited by an organiza-
tion recognized by the council on postsecondary accreditation or an accrediting group recognized by
the United States Department of Education.

51.5(4) A hospital shall establish and implement written criteria for the granting of clinical privi-
leges. The written criteria shall include, but not be limited to, consideration of the:

a. Ability of the applicant to provide patient care services independently or appropriately in the
hospital;

b. License held by the applicant to practice;

c. Training, experience, and competence of applicant;

d. Relationship between the applicant’s request for privileges and the hospital’s current scope of
patient care services;

e. Applicant’s ability to provide comprehensive, appropriate and cost-effective services.

481—51.6(135B) Patient rights and responsibilitiesThe hospital governing board shall adopt a
statement oprinciples relating to patient rights and responsibilities. In developing a statement of prin-
ciples, the hospital may use reference statements of patient rights and responsibilities developed by the
American Hospital Association, the Joint Commission on Accreditation of Healthcare Organizations
(JCAHO), American Osteopathic Association (AOA), and other appropriate sources.

51.6(1) The statement of principles shall be made available to patients of the hospital.

51.6(2) The statement of principles regarding patient rights shall, at a minimum, address:

a. Access to treatment regardless of race, creed, sex, national origin, diagnosis, or source of pay-
ment for care;

b. Preservation of individual dignity and protection of personal privacy in receipt of care;

c. Confidentiality of medical and other appropriate information;

d. Assurance of reasonable safety within the hospital;
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e. Knowledge of the identity of the physician or other practitioner primarily responsible for the
patient’scare as well as identity and professional status of others providing services to the patient while
in the hospital;

f.  Nature ofpatient’s right to information regarding the patient's medical condition unless medi-
cally contraindicated, to consult with a specialist at the patient’s request and expense, and to refus
treatment to the extent authorized by law;

g. Access to and explanation of patient billings; and

h. Process for patient pursuit of grievances.

51.6(3) The statement of principles regarding patient responsibilities shall, at a minimum, address:

a. Need of patient to provide accurate and complete information regarding the patient’s health
status;

b. Need of patient to follow recommended treatment plans;

c. Requirementhat patient abide by hospital rules and regulations affecting patient care and con-
duct and be considerate of the rights of other patients and hospital personnel; and

d. Obligation tofulfill the patient’s financial obligations as soon as possible following discharge.

This rule is intended to implement lowa Code chapter 135B.

481—51.7(135B) Abuse.

51.7(1) Definitions.

a. Mental abuse includes, but is not limited to, humiliation, harassment, and threats of punish-
ment or deprivation.

b. Physical abuse includes, but is not limited to, corporal punishment and the use of restraints as
punishment.

c. Sexualabuse includes, but is not limited to, the exposing of pubes to a patient, and the exposure
of a patient’s genitals, pubes, breasts or buttocks, fondling or touching the inner thigh, groin, buttocks,
anus, obreast of a patient or the clothing covering these areas for sexual satisfaction, sexually sugges
tive comments or remarks made to a patient, a genital-to-genital or oral-to-genital contact or the com-
mission of a sexual offense under lowa Code chapter 709 or lowa Code section 726.2.

d. Domestic abuse, as defined in lowa Code section 236.2, means the commission of assault un
der either of the following circumstances:

(1) The assault is between family or household members who resided together at the time of the
assault; or

(2) The assault is between separated spouses or persons divorced from each other and not residi
together at the time of the assault.

e. Family or household members, as defined in lowa Code section 236.2, are spouses, person
cohabiting parents, or other persons related by consanguinitfinitafexcept children under the age
of 18.

51.7(2) Abuse prohibited Each patient shall receive kind and considerate care at all times and shalll
be free from mental, physical, and sexual abuse.

a. Restraints shall be applied only when they are necessary to prevent injury to the patient or to
othersand shall be used only when alternative measures are not sufficient to accomplish their purposes

b. Theremust be a written order signed by the attending physician approving the use of restraints
either at the time they are applied or as soon thereafter as possible.

c. Careful consideration shall be given to the methods by which the restraints can be speedily
removed in case of fire or other emergency.
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51.7(3) Domesticabuse. Each hospital shall establish and implement protocols with respect to vic-
tims of domestic abuse.

a. The policies and procedures shall at a minimum provide for:

(1) Aninterview with the victim in a place that ensures privacy;

(2) Confidentiality of the person’s treatment and information;

(3) Sharing of information regarding the domestic abuse hotline and programs; and

(4) Education of appropriate emergency department staff to assist in the identification of victims
of domestic abuse.

b. The treatment records of victims of domestic abuse shall include:

(1) An assessment of the extent of abuse to the victim specifically describing the location and ex-
tent of the injury and reported pain;

(2) Evidence that the victim was informed of the telephone numbers for the domestic abuse hot-
line and domestic abuse programs, and the victim’s response;

(3) A record of the treatment and intervention by health care provider personnel;

(4) Arecord of the need for follow-up care and specification of the follow-up care to be given (e.g.,
X-rays, surgery, consultation, similar care); and

(5) The victim’s statement of how the injury occurred.

51.7(4) Child abuse and dependent adult abuEach hospital shall ensure that written policies
and procedures cover all requirements for the mandatory reporting of abuse pursuant to the lowa Code.
Each hospital shall provide that the treatment records of victims of child abuse or dependent adult
abuse include a statement that the department of human services protective services was contacted.

481—51.8(135B) Organ and tissue—requests and procurement.

51.8(1) Each hospital licensed in accordance with lowa Code chapter 135B shall have in place
written policies and protocols for organ and tissue donation. Hospital policies and protocols for organ
and tissue donation shall require that the patient, or appropriate person able to consent on behalf of the
patient, banade aware of the option to donate as well as the option to refuse donation and the ability, if
any, to revoke consent once given.

a. Hospitalsshall be familiar with the uniform anatomical gift law, lowa Code chapter 142C, and
shall develop policies and protocols for consent gamiand tissue donation by either the patient or an
appropriate person to consent on the patient’s behalf consistent with that law’s provisions.

b. Hospitalpolicies and protocols for organ and tissue donation shall set forth the responsibilities
of the attending physician or physicians, nursing staff, and other appropriate hospital staff persons in
the organ and tissue donation process. At a minimum, the policies shall set forth who in particular is
authorized to make an organ or tissue donor request and that all such requests shall be made only in
accordance with clearly delineated written protocol approved by the hospital’s medical staff and gov-
erning board.

c. Hospital policies and protocols for organ and tissue donation shall provide that the attending
physician inform appropriate family members or others of impending death or that death has occurred
prior to an organ or tissue donor request.

d. Hospital policies and protocols for organ and tissue donation shall set forth those situations in
which donation shall not be made including, but not necessarily limited to, the following:

(1) Where the patient is not medically suitable, as determined by the organ or tissue procurement
organization;

(2) Where the hospital lacks the appropriate facilities or equipment for maintaining the patient or
the organs for the time and in the manner necessary to facilitate appropriate procurement of the or-
gan(s);
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(3) Where the medical examiner has refused to release the body, except a donor request may &
made where the medical examiner indicates that the body will be available at a time where the patien
remains medically suitable for organ or tissue donation;

(4) Where the hospital has appropriate documentation that the patient or the appropriate person f
consent on behalf of the patient does not want to consider the donation option;

(5) Rescinded IAB 8/6/03, effective 9/10/03.

e. Hospital policies and protocols for organ and tissue donation shall require documentation in
the patient’'s medical record of the fact that a donor request was made and either accepted or refuse
stating to whom the request was made and who accepted or refused; or that a donor request was n
made stating the reason why no request was made; or that a consent previously given was subsequer
ly revoked.

f.  Methodand manner of consent, where consent to organ or tissue donation has been given, sha
be noted in the patient’s medical record. Where revocation of consent, if applicable, occurs, the man
ner and method of revocation shall also be noted in the patient’s medical record.

g. Wherethe patient has validly executed a donation prior to death, attempt will be made to notify
appropriate family members, if reasonably available, of the donation before the procurement proces:
begins.

h. Hospital policies and protocols for organ and tissue donation shall provide for ongoing com-
municationwith the patient’s family or other appropriate representatives regarding the donation proc-
ess, the present status of that process and unexpected delays in the process, and family rights and
sponsibilities following organ or tissue donation.

51.8(2) Determination of death.

a. No organ or tissue shall be removed from a donor until death has been determined according t
the requirements of lowa law and generally acceptable standards of medical practice.

b. Death is defined by lowa Code section 702.8 as a condition determined by the following stan-
dards:

A person will be considered dead if in the announced opinion of a physician licensed pursuant to
lowa Code chapter 148, 150, or 150A, a physician assistant licensed pursuant to lowa Code chapte
148C, or a registered nurse or a licensed practical nurse licensed pursuant to lowa Code chapter 15
based on ordinary standards of medical practice, that person has experienced an irreversible cessati
of spontaneous respiratory and circulatory functions. In the event that artificial means of support pre-
clude a determination that these functions have ceased, a person will be considered dead if in the al
nounced opinion of two physicians, based on ordinary standards of medical practice, that person ha
experienced an irreversible cessation of spontaneous brain functions. Death will have occurred at th
time when the relevant functions ceased.

c. The surgeon performing the organ removal shall not participate in the determination of brain
death.

d. The patient’s medical record shall include documentation of the date and time of death and
identification of the practitioner or practitioners who determined death, as provided in ‘H1"8(2)

51.8(3) Determination of medical suitability.

a. Ator near the time of the patient’s death or when death has occurred, no organ and tissue dona
request shall be made until the patient has been determined by the designated organ or tissue procul
ment organization to be medically suitable for organ or tissue donation.

b. Each hospital shall consult with a recognized organ and tissue procurement program or pro-
grams inestablishing medical requirements for organ and tissue donation and in evaluating a particular
patient’s suitability for donation. Where required by federal law, hospitals shallowiyrkvith organ
or tissue procurement organizations designated by the Department of Health and Human Service
(DHHS). Organ and tissue procurement programs maintain guidelines for determining medical suit-
ability and generally will provide a hospital with a copy of those guidelines which may be incorporated
into the hospital’s own policies and protocol for organ and tissue donation.
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51.8(4) Organ and tissue procurement.

a. Hospital policies and protocol for organ and tissue donation shall set forth the process to be
used for contacting an organ procurement organization (OPO).

b. Hospitals with an agreement with the designated OPO shall take into account the terms and
conditions othe agreement in developing their policies and protocols. Hospitals shall contact only the
OPO designated by the federal Department of Health and Human Services.

c. Generally an OPO will assume the costs of procuring medically suitable organs and tissues,
including costs borne by the donating hospital in maintaining the patient until organ retrieval can occur
as well as in the retrieval process itself. A hospital shall be familiar with its financial obligations, if any,
in the procurement process and with cost accounting/reporting responsibilities it bears, if any, under
Medicareand Medicaid. In situations, if any, where the patient or the patient’s family may be liable for
certain costs associated with organ donation or procurement, the patient or person able to consent for
the patient shall be fully informed of the potential financial obligations at the time of request and before
consent is either given or refused.

d. When an organ or tissue is retrieved for transplantation purposes, the hospital shall ensure that
the medical records of the donor and, if applicable, the recipient fulfill the requirements for any surgi-
cal inpatient medical record. Medical record documentation shall include the method of maintenance
of the patient while awaiting organ or tissue retrieval and operative report documentation (including an
autopsy if an autopsy has been performed) regarding the removal of the organ or tissue.

e. The procurement process shall not occur until necessary consent by the patient or appropriate
person to consent on behalf of the patient is received and documented. Also, in cases requiring the
involvement of the medical examiner, releasthefbody must be authorized by the medical examiner
and documented.

f.  Where adonor specifies to whom the organ or tissue donation is to be made, the hospital shall
first contact the named donee to determine whether the donee accepts the donation. Where the donee
refuses the donation or is unable for other reasons to accept, then the hospital shall document in the
medicalrecord the fact that the donation was not accepted. The hospital shall then notify the appropri-
ate consenting party that the donation was not accepted and determine whether the consenting party
desires to make further donation. A hospital shall make good faith effort to cooperate in the donation/
procurement process where a specific donee has been named but shall not be required to participate in
the donation process where procurement for a specific donee would result in undue burden or unrea-
sonablecost to the hospital; in such situations, the hospital shall notify the appropriate consenting party
and determine whether the consenting party desires to make further donation.

g. Where consent has been given for organ or tissue donation, revocation of prior consent, if ap-
plicable,shall not be ééctive once surgical procedures have begun on either the donor or the recipient.

51.8(5) Informed consent. Hospital policies and protocols for organ and tissue donation shall be
consistent with informed consent provisions provided by the organ or tissue procurement organiza-
tion.

51.8(6) Confidentiality. Hospital policies and protocols for organ and tissue donation shall pro-
vide that donor and recipient patient-identifying information shall be kept confidential except and only
to the extent necessary to assist and complete the procurement and transplant process.

51.8(7) Training of hospital personneHospital policies and protocols for organ and tissue dona-
tion shall include provisions for initial and ongoing training of hospital medical, nursing, and other
appropriate staff persons regarding the various aspects of the organ and tissue donation and procure-
ment processThe type and extent of training will vary from hospital to hospital, based on factors such
as likelihood of medically suitable donors, capabilities for maintaining organ donors/patients, referral
sources for potential organ and tissue donor candidates, and overall participation in organ and tissue
procurement and transplants.

This rule is intended to implement lowa Code section 135B.7.
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481—51.9(135B) Nursing services.

51.9(1) The hospital shall have an organized nursing service which shall provide complete and ef-
ficient nursing care to each patient. The authority, responsibility and function of each nurse shall be
clearly defined.

51.9(2) Registeredurse(s) shall utilize the nursing process in the provision of nursing care to each
patient. The nursing process includes:

a. Nursingassessment about the health status of the patient, analysis of the data, and formation o
a nursing diagnosis;

b. Planning ofnursing care which includes determining goals and priorities for actions which are
based on the nursing diagnosis;

c. Nursing interventions implementing the plan of care;

d. Evaluation of patient status in relation to established goals and the plan of care.

51.9(3) Licensed practical nurse(s) shall participate in the nursing process as described in subrule
51.9(2) consistent with accepted practice by assisting the registered nurse or physician.

51.9(4) All nurses employed in a hospital who practice nursing as a registered nurse or licensed
practical nurse shall be licensed in lowa.

51.9(5) There shall be a director of nursing service with administrative and executive competency
who shall be a registered nurse licensed in the state of lowa.

51.9(6) Supervisors and head nurses shall have had preparation courses and experience in acco
dance with hospital policy commensurate with the responsibility of the specific assignment.

51.9(7) All nonprofessional workers performing patient-care service shall be under the supervi-
sion of a registered nurse. Their duties shall be defined in writing by the hospital and they shall be
instructed in all duties assigned to them.

51.9(8) The nursing service shall have adequate numbers of licensed registered nurses, license
practical nurses, and other personnel to provide nursing care essential for the proper treatment, well
being, and recovery of the patient.

51.9(9) Written policies and procedures shall be established for the administrative and technical
guidance othe personnel in the hospital. Each employee shall be familiar with these policies and pro-
cedures.

51.9(10) Each hospital shall have a minimum of one registered nurse on duty at all times.

481—51.10(135B) Water supply.Rescinded IAB 12/22/93, effective 1/26/94.

481—51.11(135B) Sewage disposdRescinded IAB 12/22/93, effective 1/26/94.
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481—51.12(135B) Records and reports.

51.12(1) Medical records.Accurate and complete medical records shall be written for all patients
and signed by the attending physician. These records shall be filed and stored in an accessible manner
in the hospital and in accordance with the statute of limitations as specified in lowa Code chapter 614.

51.12(2) Hospital records.

a. Admission recordsA register of all admissions to the hospital shall be maintained.

b. Death records.A record of all deaths in the hospital shall be kept, including all information
required on a standard death certificate as specified in lowa Code chapter 144.

c. Birth records. A record of all births in the hospital shall be kept, including all information re-
quired on a standard birth certificate as specified in lowa Code chapter 144.

d. Controlled substance record<Controlled substance records shall be maintained in accor-
dance with state and federal laws, rules and regulations.

51.12(3) Annual reports. Annual reports shall be filed with the lowa department of public health
within three months after termination of each fiscal year in accordance with lowa Code section 135.75.

481—51.13(135B) Sterilizing equipment. Rescinded IAB 12/22/93, effective 1/26/94; see
481—51.50(135B).
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481—51.14(135B) Pharmaceutical service.

51.14(1) General requirementsHospital pharmaceutical services shall be licensed in accordance
with lowa board of pharmacy examiners rules in 657—Chapter 7.

51.14(2) Medication administration All drugs and biologicals must be administered by, or under
the supervision of, nursing or other trained personnel in accordance with hospital policies and proce-
dures. The person assigned the responsibility of medication administration must complete the entire
procedure byersonally preparing the dose from a multiple-dose container or using a prepackaged unit
dose, personally administering it to the patient, and observing the act of the medication being taken

51.14(3) Medication orders.All orders for drugs and biologicals must be in writing and signed by
the prescribing practitioner within a period not to exceed 30 days following a patient’s discharge.

When telephone, oral or electronic mechanisms are used to transmit medication orders, they mus
be accepted only by personnel that are authorized to do so by hospital policies and procedures in a ma
ner consistent with federal and state law.

51.14(4) Standing orders.Standing orders for drugs may be used for specified patients when au-
thorized by the prescribing practition8ihese standing orders shall be in accordance with policies and
procedures established by the appropriate committee within each hospital. At a minimum, the stand
ing orders shall:

a. Specify the circumstances under which the drug is to be administered;

b. Specify the types of medical conditions of the patients for whom the standing orders are in-
tended,;

c. Be reviewed and revised by the prescribing practitioner on a regular basis as specified by hos-
pital policies and procedures;

d. Be specific as to the drug, dosage, route, and frequency of administration; and

e. Be dated, signed by the prescribing practitioner within a period not to exceed 30 days follow-
ing a patient’s discharge, and included in the patient's medical record. This paragraph expires June 3(
2007.

51.14(5) Self-administration of medicationgatients shall only be permitted to self-administer
medications when specifically ordered by the prescribing practitioner and the prescribing practitioner
has determined this practice is safe for the specific patient. The hospital shall develop policies anc
procedures regarding storage and documentation of the administration of drugs.
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481—51.15(135B) ScreensRescinded IAB 12/22/93, effective 1/26/94; see 481—51.50(135B).
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481—51.16(135B) Radiological services.

51.16(1) The hospital must maintain, or have available, radiological services to meet the needs of
the patients.

51.16(2) All radiological services including diagnostic, fluoroscopy, mammography, therapeutic,
and nuclear medicine furnished by the hospital or its agent shall be furnished in compliance with 641
IAC Chapters 38 to 42.

481—51.17(135B) Laundry.Rescinded IAB 12/22/93, effective 1/26/94; see 481—51.50(135B).

481—51.18(135B) Laboratory service.

51.18(1) The hospital must maintain, or have available, adequate laboratory and pathology ser-
vicesand facilities to meet the needs of its patients. The medical staff shall determine which laboratory
tests are necessary to be performed on site to meet the needs of the patients.

51.18(2) Emergency laboratory services must be available 24 hours a day.

51.18(3) The hospital must ensure that all laboratory services provided to its patients are per-
formed in a laboratory certified in accordance with the Code of Federal Regulations in 42 CFR Part
493, October 1, 2004.

51.18(4) All laboratory services shall be under the supervision of a physician, preferably a clinical
pathologist.

481—51.19 Reserved.

481—51.20(135B) Food and nutrition services.

51.20(1) Food and nutrition service definitior-ood service means providing safe, satisfying, and
nutritionally adequate food for patients through the provision of appropriate staff, space, equipment,
and supplies. Nutrition service means providing assessment and education to ensure the nutritionz
needs of the patients are met.
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51.20(2) General requirements.

a. The food service shall provide food of the quality and quantity to meet the patient’s needs in
accordance with physician’s orders and, to the extent medically possible, to meet the current Recom-
mended Daily Dietary Allowances, 1989 Edition, adopted by the Food and Nutrition Btfzed\ai
tional Research Council, National Academy of Sciences and the following:

(1) Not less than three meals shall be served daily unless contraindicated.

(2) Not more than 14 hours shall elapse between the evening meal and breakfast of the following

day.
(3) Nourishment between meals shall be available to all patients unless contraindicated by the
physician.

(4) Patienfood preferences shall be respected as much as possible and substitutes $hadtbe of
through use of appropriate food groups.

(5) When food is provided by a contract food service, all applicable requirements herein set forth
shall be met. The hospital shall maintain adequate space, equipment, and staple food supplies to pro-
vide patient food service in emergencies.
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b. Policies and procedures shall be developed and maintained in consultation with representa-
tives ofthe medical staff, nursing staff, food and nutrition service staff, pharmacy staff, and administra-
tion to govern the provision of food and nutrition services. Policies and procedures shall be approved
by the medical staff, administration, and governing body.

c. A current diet manual approved by the dietitian and the medical staff shall be used as the basis
for diet orders and for planning therapeutic diets. The diet manual shall be reviewed, revised and up:
dated ateast every five years. Copies of the diet manual shall be readily available to all medical, nurs-
ing, and food service personnel.

d. Therapeutic diets shall be provided as prescribed by the attending physician and shall be
planned, prepared, and served with supervision or consultation from the licensed dietitian. Person:
responsibldor therapeutic diets shall have sufficient knowledge of food to make appropriate substitu-
tions when necessary.

e. The patient’s diet card shall state likes, dislikes, food allergies, and other pertinent informa-
tion.

f.  Menus.

(1) Menus for regular and therapeutic diets shall be written, approved, dated and available in the
food service area at least one week in advance.

(2) If meals served vary from the planned menu, the change shall be noted in writing as part of the
available menu. A copy of the menu as served shall be kept on file for at least 30 days.

(3) Menus should be planned with consideration for cultural and religious background and food
habits of patients.

(4) Standardized recipes with nutritional analysis adjusted to number of portions shall be main-
tained and used in food preparation.

g. Foodshall be prepared by methods that conserve nutritive value, flavor, and appearance. Fooc
shall be served attractively at appropriate and safe temperatures and in a form to meet individual need:;

h. Nutritional care.

(1) Nutrition screening shall be conducted by qualified hospital staff to determine the patient’s
need for a comprehensive nutrition assessment by the licensed dietitian.

(2) Nutritional care shall be integrated in the patient care plan, as appropriate, based upon the pa
tient's diagnosis and length of stay.

(3) The licensed dietitian shall record, in the patient’s medical record, any observations and infor-
mation pertinent to medical nutrition therapy.

(4) Pertinent dietary records shall be included in the patient’s transfer discharge record to ensure
continuity of nutritional care.

(5) Discharge nutrition counseling and education shall be provided to the patient and family as
ordered by the physician, requested by the patient or deemed appropriate by the licensed dietitian.
i. In-service training, in accordance with hospital policies, shall be provided for all food and
nutrition service personnel. A record of subject areas covered, date, and duration of each session ar

attendance lists shall be maintained. In-service records shall be kept for a minimum of one year.

j.  Food storage.

(1) Food storage areas shall be clean at all times.

(2) Dry or staple items shall be stored at least six inches (15 cm) above the floor in a ventilated
room, not subject to sewage or wastewater backflow, contamination by condensation, leakage, rodent:
or vermin in accordance with the Food Code, 2001 Edition and 2003 Supplement, U.S. Department o
Health and Human Services, Public Health Service, Food and Drug Administration, Washington, DC
20204.
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(3) All readily perishable foods or beverages capable of supporting rapid and progressive growth
of microorganisms that can cause food infections or food intoxication shall be maintained at tempera-
tures of 40F or below or at 14 or above, at all times, except during necessary periods of preparation
and service. Frozen food shall be stored’Btdr below.

(4) There shall be a reliable thermometer in each refrigerator, freezer, and in storerooms used for
food.

(5) Pesticidespther toxic substances, and drugs shall not be stored in the food preparation or stor-
age areas used for food or food preparation equipment and utensils. Soaps, detergents;ateaning
pounds, or similar substances shall not be stored in food storage rooms or areas.

(6) On the nursing unit, a separate patient food storage area shall be maintained that ensures proper
temperature control.

(7) All patient food shall be covered, labeled, and dated in all food storage areas throughout the
hospital.

k. Sanitation. Unless otherwise indicated, the sanitary provisions of the Food Code, 2001 Edi-
tion and 2003 Supplement, shall apply.

(1) All food service areas shall be kept clean; free from litter and rubbish; and protected from ro-
dents, animals, roaches, flies and other insects.

(2) All utensils, counters, shelves, and equipment shall be kept clean; maintained in good repair;
and shall be free from breaks, corrosion, open seams, cracks, and chipped areas.

(3) Plasticwarechina, and glassware that are unsightly, unsanitary, or hazardous because of chips,
cracks, or loss of glaze shall be discarded.

(4) Ice thatis used in connection with food and drinks shall be from a sanitary source and shall be
handled and dispensed in a sanitary manner.

(5) Wastes from the food service that are not disposed of by mechanical means shall be kept in
leakproof, nonabsorbent, tightly closeshtainers when not in immediate use and shall be disposed of
frequently.

I.  All utensils used for eating, drinking, and the preparation and serving of food and drink shall be
cleaned and disinfected or discarded after each usage.

(1) If utensils are washed and rinsed in a three-compartment sink, the utensils shall be thoroughly
washed irhot water at a minimum temperature of I @ising soap or detergent, rinsed in hot water to
remove soap or detergent, and sanitized by one of the following methods:

1. Immersion for at least 30 seconds in clean water &F180

2. Immersion in water containing bactericidal chemical at a minimum concentration as recom-
mended by the manufacturer.

(2) If utensils are washed and rinsed in an automatic dishmachine, one of the following methods
shall be used:

1. When a conventional dishmachine is utilized, the utensils shall be washed in a minimum of
140-160F using soap or detergent and sanitized in a hot water rinse of not less than °F0-180

2.  When a chemical dishmachine is utilized, the utensils shall be washed in a minimufiiFof 120
using soap or detergent and sanitized using a chemical sanitizer that is automatically dispensed by the
machine and is in a concentration equivalent to 50 parts per million (ppm) available chloride.

(3) After sanitization, the utensils shall be allowed to drain and dry in racks or baskets on nonab-
sorbent surfaces. Drying cloths shall not be used.
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51.20(3) Food and nutrition service staff.

a. Alicensed dietitian shall be employed on a full-time, part-time or consulting basis. Part-time
or consultant services shall be provided on the premises at appropriate times on a regularly schedule
basis. These services shall be of sufficient duration and frequency to provide continuing liaison with
medical and nursing staffs, advice to the administrator, patient counseling, guidance to the superviso
and staff of the food and nutrition service, approval of all menus, and patrticipation in the development
or revision of departmental policies and procedures and in planning and conducting in-service educa
tion programs.

b. If alicensed dietitian is not employed full-time, then one must be employed on a part-time or
consultation basis with an additional full-time person who has completed a 250-hour dietary managet
course and who shall be employed to be responsible for the operation of the food service.

c. Sufficientfood service personnel shall be employed, oriented, trained, and their working hours
scheduled to provide for the nutritional needs of the patients and to maintain the food service areas. |
food service employees are assigned duties in other service areas, those duties shall not interfere wi
the sanitation, safety, or time required for food service work assignments.

d. Hygiene of food service staff.

(1) Food service personnel shall be trained in basic food sanitation techniques; shall be clean; an
wear clean clothing, including a cap or a hair net sufficient to contain and restrain the shedding of hair.
Beards and mustaches that are not closely cropped and neatly trimmed shall be covered.

(2) Food service personnel shall be excluded from duty when affected by skin infection or com-
municable diseases in accordance with the hospital’'s infection-control policies.

(3) Employees’ street clothing stored in the food service area shall be in a closed area.

(4) Kitchensinks shall not be used for hand washing. Separate hand-washing facilities with soap,
running water, and single-use towels shall be properly and conveniently located.

(5) Persons other than food service personnel shall not be allowed in the food preparation arec
unless required to do so in the performance of their duties.

51.20(4) Food service equipment and supplies.

a. Equipment of the type and in the amount necessary for the proper preparation, serving and
storing of food and for proper dishwashing shall be provided and maintained in good working order.

(1) The food service area shall be ventilated in a manner that will maintain comfortable working
conditions, remove objectionable odors and fumes, and prevent excessive condensation.

(2) Equipment necessary for preparation and maintenance of menus, records, and references sh:
be provided.

(3) Fixed and mobile equipment in the food service area shall meet the American Institute of Ar-
chitects Guidelines for Construction and Equipment of Hospital and Medical Facilities, 2001 Edition,
and the Food Code, 2001 Edition and 2003 Supplement. Equipment shall be located to ensure sanita
and safe operation and shall be of sufficient size to handle the needs of the hospital.

b. Food supplies.

(1) Atleast one week’s supply of staple foods and a reasonable supply of perishable foods shall be
maintained on the premises. Supplies shall be appropriate to meet the requirements of the menu.

(2) All food and beverages shall be of good quality and procured from sources approved or consid-
eredsatisfactory by federal, state, and local authorities. Food or beverages in unlabeled, rusty, leaking
broken, or damaged containers shall not be accepted or retained.
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(3) Milk and milk products shall be processed or manufactured in milk product plants meeting the
requirements of the lowa department of agriculture and land stewardship.

(4) Milk may be served in individual, single-use containers. Homogenized milk may be served
from a dispensing device that has been approved for such use. Milk served from an approved device
shall be dispensed directly into the glass or other container from which the patient drinks.

(5) Catered foods and beverages from a source outside the hospital shall be prepared, packed,
properly identified, stored and transported in compliance with these regulations and other applicable
federal, state, and local codes.

(6) Foodsheld in refrigerated or other storage areas shall be appropriately covered. Food that was
prepared and not served shall be stored appropriately, clearly identifiable, and dated.

51.20(5) Food service space.

a. Adequate space for the preparation and serving of food shall be provided. Equipment shall be
placed to provide aisles of sufficient width to permit easy movement of personnel, mobile equipment,
and supplies.

b. Well-ventilated food storage areas of adequate size shall be provided.

c. Adequate usable refrigerated space shall be maintained for the storage of frozen and chilled
foods.

d. Adequate space shall be maintained to accommodate equipment, personnel, and procedures
necessary for proper cleaning and sanitizing of dishes and other utensils.

481—51.21 Reserved.

481—51.22(135B) Equipment for patient careHospital equipment shall be selected, maintained
and utilized in accordance with the needs of the patients.

51.22(1) Furnishings, supplies and equipmemescinded I1AB 12/1/99, effective 1/5/00.

51.22(2) Hot water bags.Rescinded IAB 12/1/99, effective 1/5/00.

51.22(3) Restraints. Rescinded IAB 3/30/94, effective 5/4/94. See rule 51.7(135B).

51.22(4) Signals. Rescinded IAB 12/1/99, effective 1/5/00.

51.22(5) Screens.Rescinded I1AB 12/1/99, effective 1/5/00.

51.22(6) Storage spaceRescinded IAB 12/1/99, effective 1/5/00.
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481—51.23 Reserved.

481—51.24(135B) Infection control.There shall be proper policies and procedures for the preven-
tion and control of communicable diseases. The hospital shall provide for compliance with the rules
for the control of communicable disease as provided by the state department of public health in
641—Chapter 1, 1987 and 1988 Centers for Disease Control (CDC) guidelines on universal precau
tions and 1985 CDC guidelines for hand washing.

51.24(1) Segregation.There shall be proper arrangement of areas, rooms and patients’ beds to pro-
vide for the prevention of cross-infections and the control of communicable diseases.

a. There shall be proper procedures for the cleansing of rooms and surgeries, immediately fol-
lowing the care of a communicable case.

b. Segregation of communicable cases shall include policies for the medical, nursing and lay
staffs, providing for proper isolation technique in order to prevent cross-infection.

51.24(2) Visitors. The governing authority of the hospital shall establish proper policies for the
control of visitors to all services in the hospital in accordance with hospital practice. In the maternity
area, each hospital should develop its own criteria, control measures, and protocols to ensure again
introduction of infection in this critical area. These criteria should be reviewed and approved by the
committee of the hospital.

51.24(3) Health examinationsHealth examinations for all personnel shall be required at the com-
mencement oémployment and thereafter at least every four years. The examination shall include, at a
minimum, the health and tuberculosis status of the employee. Consideration shall be given to requiring
health examinations at shorter intervals for those employees working in high-risk areas.

51.24(4) Notification. Prior to removal of a deceased resident/patient from a facility, the funeral
director or person responsible for transporting the body shall be notified by the facility staff of any
special precautions that were followed by the facility having to do with the mode of transmission of a
known or suspected communicable disease.

This rule is intended to implement lowa Code section 135B.7.

481—51.25 Reserved.

481—51.26(135B) Surgical services\ll hospitals providing surgical services shall be properly or-
ganized and equipped to provide for the safe and aseptic treatment of surgical patients.

51.26(1) Written policies and procedures shall be implemented governing surgical services that
are consistent with the needs of the patient and the resources of the hospital. Policies and procedur
shall bedeveloped in consultation with and the approval of the hospital's medical staff. At a minimum,
the policies and procedures shall provide for:

a. Surgical services under the direction of a qualified doctor of medicine or osteopathy.
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b. Delineation of the privileges and qualifications of individuals authorized to provide surgical
services aset forth in the hospital's medical staff bylaws and in accordance with subrule 51.5(4). The
surgical service must maintain a roster of these individuals specifying the surgical privileges of each.
Surgical privileges shall be reviewed and updated at least once every two years.

c. Immediateavailability of at least one registered nurse for the operating room suites to respond
to emergencies.

d. The qualifications and job descriptions of nursing personnel, surgical technicians, and other
support personnel and continuing education required.

e. Appropriate staffing for surgical services including physician and anesthesia coverage and
other support personnel.

f.  Availability of ancillary services for surgical patients including, but not limited to: blood
banking, laboratory, radiology, and anesthesia.

g. Infection control and disease prevention, including aseptic surveillance and practice, identifi-
cation of infected and noninfected cases, sterilization and disinfection procedures, and ongoing moni-
toring of infections and infection rates.

h. Housekeeping requirements.

i. Safety practices.

j- Ongoing quality assessment, performance improvement, and process improvement.

k. Provisionsfor the pathological examination of tissue specimens either directly or through con-
tractual arrangements.

I.  Appropriate preoperative teaching and discharge planning.

Referencesources to guide hospitals in the development of policies and procedures are: “Statement
of Principles,” March 1994 Edition, American College of Surgeons; and “Standards and Recom-
mended Practices,” 1995 Edition, Association of Operating Room Nurses.

51.26(2) Policies and proceduresay be adjusted as appropriate to reflect the provisiongitalir
services in inpatient, outpatient or one-day surgical settings.

51.26(3) There must be an appropriate history and physical workup documented and a properly
executectonsent form in the chart of each patient prior tgexty;except in the event of an ergency.

51.26(4) An operative report must be written or dictated promptly following surgery and signed by
the individual conducting the surgery.

51.26(5) Equipment available in the operating room, recovery room, outpatient surgical areas, and
for postsurgical care, must be consistent with the needs of the patient.

51.26(6) The surgical facilities shall be constructed in accordance with 481—51.50(135B).

481—51.27 Reserved.

481—51.28(135B) Anesthesia services.

51.28(1) There shall be written policies and procedures governing anesthesia services which are
consistent with the needs and resources of the hospital.

a. Policies and procedures shall be developed in consultation with and with the approval of the
hospital’'s medical staff.

b. At a minimum, the policies and procedures shall provide:

(1) Anesthesia services shall be provided under the direction of a qualified doctor of medicine or
osteopathy.
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(2) Delineation othe qualifications of individuals authorized to administer anesthesia as set out in
the hospital’s medical staff bylaws or medical staff rules and regulations.

(3) For preanesthesia evaluation, appraisal of a patient’s current condition, preparation of an in-
traoperative anesthesia record, and discharge criteria for patients.

(4) For equipment functioning and safety, including ensuring that a qualified medical doctor, os-
teopathic physician and surgeon or anesthetist checks, prior to the administration of anesthesia, th
readiness, availability, cleanliness, and working condition of all equipment to be used in the adminis-
tration of anesthetic agents.

(5) For minimizing electrical hazards in all anesthetizing areas.

(6) Quality assurance which shall at least include infection control procedures; integration of
anesthesia services into various areas of the hospital; and ongoing monitoring, review, and evaluatio
of anesthesia services, processes, and procedures.

51.28(2) Policies and procedures may be adjusted as appropriate to reflect provision of anesthesic
services in inpatient, outpatient, or one-day surgery settings.

This rule is intended to implement lowa Code section 135B.7.

481—51.29 Reserved.

481—51.30(135B) Emergency servicedll hospitals shall provide for emergency service which
offers reasonable care within the medical capabilities of the facility in determining whether an emer-
gency exists, renders care appropriate to the facility and at a minimum renders lifesaving first aid and
makes appropriate referral to a facility that is capable of providing needed services.

51.30(1) The hospital has written policies and procedures specifying the scope and conduct of 