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INTRODUCTION

These Rules and Regulations for Licensing of Hospitals (R23-17-HOSP) are promulgated pursuant to the
authority conferred under sections 23-17-10 and 23-17.14-31 of the General Laws of Rhode Island, as amended, and
are established for the purpose of adopting minimal standards for licensed hospitals in this state.

The Director of the Department of Health is authorized to establish as part of these regulations quality and
volume-related standards to be achieved and maintained for specific tertiary health care services offered by individua
licensed hedlth care facilities where peer reviewed medical and health literature establishes significant relationships
between desired quality related outcomes and volume of services provided. (See Rhode Island General Laws 823-17-
45). The peer reviewed medical and hedlth literature on neonata intensive care units reflects such avolume--outcome
relationship based upon examination of infant mortality rates and indicates that maternal referral yields lower mortality
than subsequent neonatal transport. The peer reviewed medical and hedlth literature on outcomes of coronary
angioplasty and coronary artery bypass graft surgery establishes the relationship between volume of services and
outcomes as measured by mortality rates. The peer reviewed medical and health literature on outcomes of heart
transplant contains studies of the relationship between volume of services and outcomes as measured by mortality rates
that show that the quality of care is greater in hospitals doing nine or more heart transplant procedures per year.
Increases in volume beyond this do not result in further decreasesin mortality rates. HCFA regulations require twelve or
more procedures per year for afacility to qualify for reimbursement under Medicare. The peer reviewed medical and
health literature on outcomes of liver transplant contains studies of the relationship between volume of services and
outcomes as measured by mortality rates that show that the quality of care is greater in hospitals doing twenty or more
liver transplant procedures per year. Increasesin volume beyond this do not result in further decreasesin mortality rates.

HCFA regulations require twelve or more procedures per year for a facility to quaify for reimbursement under
Medicare. Therefore, these regulations contain specific standards related to neonatal intensive care unit services,
coronary angioplasty services, coronary artery bypass graft services, and heart and/or liver transplants.

Pursuant to the provisions of section 42-35-3(c) of the General Laws of Rhode Island, as amended, the
following were given consideration in arriving at the regulations. (1) aternative approaches to the regulations; (2)
duplication or overlap with other state regulations; and (3) significant economic impact placed on facilities through these
amended regulations. No alternative approach, duplication or overlap, nor significant economic impact was identified.
Consequently, the regulations are adopted in the best interest of the public health, safety and welfare.

These regulations shall supersede all previous rules and regulations for the licensing of hospital s promulgated by
the Department of Health and filed with the Secretary of State.
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PART I

Section

LICENSING PROCEDURES AND DEFINITIONS

1.0 Definitions

Wherever used in these rules and regulations, the following terms shdl be construed as follows:
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1.2

1.3

14

" The bed complement” of ahospita refers to the number of bedsahospital hasin actua use, equa to
or less than the licensed capacity.

" Birth center service" meansadidinct and identifiable unit in a hospitd with an obgtetricd service,
staffed, equipped and operated to provide services to low risk mothers-to-be (as defined in section
39.2.1 herein), or mothers during pregnancy, labor, birth and puerperium.

" Change in operator" means atransfer by the governing body or operator of a hospital to any other
person (excluding delegations of authority to the medical or adminidrative saff of the facility) of the
governing body's authority to:

a) hire or fire the chief executive officer of the hospitd;

b) maintain and control the books and records of the hospitd;

C) dispose of assets and incur ligbilities on behdf of the hospitd; or

d) adopt and enforce policies regarding operation of the hospital.

This definition is not gpplicable to circumstances wherein the governing body of a hospitd retains the
immediate authority and jurisdiction over the activities enumerated in subsections (a) through (d) herein.

" Changein owner" means

a) in the case of a hospitd which isa partnership, the remova, addition or subgtitution of a partner
which resultsin anew partner acquiring a contralling interest in such partnership;

b) inthe case of ahospital whichisan unincorporated solo proprietorship, thetransfer of thetitleand
property to another person;

C) in the case of ahospital which isacorporation:

0] asde, lease, exchange or other dispostion of dl, or substantidly al, of the property and
assets of the corporation; or

@i amerger of the corporation into another corporation; or

(i) the consolidation of two or more corporations, resulting in the cregtion of a new
corporation; or



15

1.6

1.7

1.8

1.9

(iv) in the case of ahospitd which isabusiness corporation, any transfer of corporate stock
which results in a new person acquiring a controlling interest in such corporation; or

v) in the case of ahospita which is anon-bus ness corporation, any change in membership
which results in a new person acquiring a controlling vote in such corporation.

“Charity care” means hedth care services provided by a hospitd without charge to a patient and for
which the hospital doesnot and has not expected payment. Said hedlth care servicesshdl berendered to
patients determined to be uninsured, underinsured or otherwise deemed to be digible at the time of

delivery of services. Charity care services are those hedlth care servicesthat are not recognized as either
areceivable or asrevenuein the hospital’ sfinancia statements. Charity care shdl not include hedth care
services provided to individuas for the purpose of professona courtesy without charge or for reduced
charge. Under no circumstances sha | bad debt be deemed to be charity care. Charity care shall be cost-

adjusted by applying aratio of cost to chargesfrom the hospital’ s Medicare Cost Reportsto charity care
charges-foregone.

" Conscious sedation” means a drug-induced depresson of consciousness during which patients
respond purpossfully (reflex withdrawa from apainful simulusisnot consdered a purposeful response)
to verbd commands, ether done or accompanied by light tactile simulation. No interventions are
required to maintain a patent airway, and spontaneous ventilation is adequate. Cardiovascular function is
usudly mantained.

“Conversion” means any transfer by a person or persons of an ownership or membership interest or
authority in a hospital, or the assets thereof, whether by purchase, merger, consolidation, lease, gift, joint
venture, sae, or other digposition which results in a change of ownership or control or possession of
twenty percent (20%) or greater of the members or voting rights or interests of the hospita or of the
assats of the hospita or pursuant to which, by virtue of such trandfer, aperson, together with al persons
affiliated with such person, holds or owns, in the aggregate, twenty percent (20%) or greater of the
membership or voting rights or interests of the hospitd or of the assets of the hospitd, or the removd,
addition or subgtitution of apartner which resultsin anew partner gaining or acquiring acontrolling interest
in the hospitd, or any change in - membership which results in a new person gaining or acquiring a
controlling vote in the hospitdl.

“Coronary angioplasty” , asused herein, shdl include not only conventiond baloon angioplasty but aso
non-balloon proceduresincluding, but not limited to, directiond antherectomy, excimer laser, trandumind
extraction catheter, rotablation, and coronary stenting.

“Coronary artery bypass graft”, as used herein, pertains to surgical operations for the purpose of
congtructing new pathways around stenosing or obstructing lesonsin segmentsof coronary arteriesfor the
purpose of bringing blood to the myocardium that is otherwise made ischemic by these lesons. These
grafted conduits shdl include autologous blood vessdls, dlograft vessas, and synthetic tubes.
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1.13

1.14

1.15

1.16

1.17

1.18

1.19

1.20

" Degradation (of performance)” meansan undesired departurein the operationa performance of any
equipment and/or system from its intended performance. "Degradation” can apply to temporary or
permanent failure.

" Director" shdl mean the Director of the Rhode Idand Department of Hedlth.

" Electromagnetic compatibility (EMC)" meanstheability of an equipment and/or syssemto function
satisfactorily in its e ectromagnetic environment without introducing intol erabl e € ectromagnetic disurbence
(EMD) to anything in that environment.

" Electromagnetic disturbance (EMD)" meansany dectromagnetic phenomenon that may degradethe
performance of an equipment and/or sysem. An EMD may be an eectromagnetic noise, an unwanted
sgnd, or achange in the propagation medium itsdlf.

" Electromagnetic interference (EMI)" means degradation of the performance of a piece of
equipment, transmisson channe, or system caused by an EMD.

“Equity” means non-debt funds contributed towards the capita costs related to a change in owner or
changein operator of ahospita which fundsarefreeand clear of any repayment or liensagaingt the assets
of the proposed owner and/or licensee and that result in alike reduction in the portion of thecapita cost
that is required to be financed or mortgaged.

“Health care provider” means any person licensed by this Sate to provide or otherwise lawfully
providing hedth care services, including, but not limited to, aphysician, hospitd, intermediae carefadility
or other hedlth care facility, dentist, nurse, optometrist, podiatrist, physica therapidt, psychiatric socid
worker, pharmacist, or psychologist, and any officer, employee or agent of that provider acting in the
course and scope of his or her employment or agency related to or supportive of health services.

" Health Services Council” shdl mean the advisory body to the Rhode Idand Department of Health
established in accordance with section 23-17-13 of the Generd Laws, appointed and empowered in
accordancewith section 23-15-7 of the Generd Lawsto serve astheadvisory body to the tateagency in
itsreview functions.

“Heart transplant”, as used here, shdl include the grafting of a replacement heart into aperson with a
heart obtained from another person. These standards do not apply to xenografts, nor to artificia or
mechanica replacement organs.

"High managerial agent” meansan officer of the hospitd, the chief executive officer, director of risk
management, director of nursing services, or any other agent designated by the hospita in a position of
comparable authority with respect to the formulation of hospital policies or the supervision of subordinate
employees.

"Home care services' shal mean aprogram which is currently administered, and through coordinated
planning, evaduation, and follow-up procedures, providesfor physician-directed medicdl, nursing, socid,
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1.22

1.23

1.24

1.25

1.26

1.27

1.28

1.29

1.30
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1.32

and related services made available either directly or through participating agencies to sdected patients
having a nexus with a hospitd at their place of resdence.

"Hospital" shdl mean afacility with agoverning body, an organized medicd saff and anurang service
providing equipment and services primarily for inpatient care to personswho require definitive diagnosis
and treatment for injury, illness or other disabilities or pregnancy. A hospitd shal provide psychiatric
and/or medica and/or surgica careand at least the following services: dietetic, infection control, medical
records, laboratory, pharmaceutica and radiology, except that a psychiatric facility need not provide
radiology services.

" Laboratory station” means a facility for the collection, processng and transmission of specimens
derived from the human body.

" Thelicensed capacity” of ahospitd refers to the number of beds a hospital is licensed to operate.
" Licensing agency" shadl mean the Rhode Idand Department of Hedlth.

“Liver transplant”, as used here, shdl include the grafting of areplacement liver into a person with a
liver obtained from another person. These standards do not apply to xenografts, nor to artificia or
mechanica replacement organs.

" Local anesthesia" meanstheinjection of aloca anesthetic agent (e.g., Lidocaine) into and around the
operative steto achieve numbnessin theareawhere apainful procedureisto be performed. Thistype of
anesthesia does not involve any systemic sedation.

“Neonatal intensive careunit (N1 CU)” meansaunit that providesacomprehensverange of oecidty
and subspecidty servicesto severdy ill infants, including infantswho have an devated risk of mortaity asa
consequence of very low birth weight (less than or equd to 1500 grams), surgica conditions, or other
forms of savereillnessin full-term newborns.

" Net operating revenue”’ means net patient revenue plus other operating revenue.

" Person” shdl mean any individud, trust or etate, partnership, corporation (including associations, joint
stock companies), limited ligbility companies, sate, or palitical subdivison or instrumentdity of adate.

"Physician" means any person licensed to practice dlopathic or osteopathic medicine pursuant to the
provisions of Chapter 5-37 of the Generd Laws of Rhode Idand, as amended.

"Premises’ means a tract of land and the buildings thereon where direct patient care services are
provided.

" Radiofrequency" meansafrequency inthe portion of the e ectromagnetic soectrumthat is between the
audio-frequency portion and the infrared portion. The present practica limits of radio frequency are
roughly 9 kHz to 3000 GHz.
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1.34

1.35

1.36

" Regional anesthesia” means the use of locd anesthetic agents to block nerves leading to the area
where apanful procedure isto bedone. There are many examplesof regiond anesthesia, indluding, but
not limited to, spind, interscadene, ankle, etc. Generdly, regiona anesthesa involves more of a
physiologicd reaction because of thelarger area bl ocked and/or the dose of local anesthesia. Thistypeof
anesthesiamay or may not involve sedation.

" Renovation" meansmovingawal or otherwise changing astructure such that life safety codes or other
gructurd requirements are affected. Norma maintenance of an existing structure is excluded from this
definition.

" Reportable event” means

a)

b)

o)

h)

fireor internd disaster in thefacility which disruptsthe provision of patient care servicesor causes
harm to patients or personnd;

poisoning involving patient(s) of the fadlity;

infection outbreak as may be defined by and in accordance with reference 21;

kidnapping;

elopements from inpatient psychiatric units and eopements by minors who are inpatients,
(reportable to the Department of Hedlth at the time the locd municipa police are informed);

elopementsof psychiatric patientsfrom outpatient or emergency departmentswho are reasonably
thought to be a danger to themsdlves or to others;

grikes, officia strike notices, or other personnel actions thet may disrupt services,

dissstersor other emergency situaionsexternd to the hospita environment which adversdy affect
facility operations, and

unscheduled termination of any hedth care service or utilitiesvita to the continued safe operation
of thefacility or to the hedth and safety of its patients and personnd (including any unanticipated
interruptionin power to afacility, aswel asany event that triggersthe use of abackup generator).

" Reportable incidents’ are those which result in patient injury as defined in @) though j) or which
involve maiters described in k) through n):

a)
b)
c)

d)

braninjury;
menta imparment;
paraplegia

quadriplegia;
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f) loss of use of limb or organ;

0 any seriousor unforeseen complication, that isnot expected or probable, resulting in an extended
hospita stay or desth of the patient;

h) birth injury;

i) imparment of Sght or hearing;

) surgery on the wrong patient;

k) subjecting a patient to a procedure/treatment not ordered or intended by the patient's attending
physician, excluding procedures not requiring a physcian's order, medication errors, and

collection of specimen, for laboratory study, obtained by non-invasve means or routine
phlebotomy;

)] auicide of a patient during trestment or within five (5) days of discharge from inpatient or
outpatient units (if known);

m) medication error that necessitates a clinical intervention other than monitoring; or
n) any other incident reported to the mal practice insurance carrier or sdf insurance program.

1.37 " Stateagency" shdl mean the Rhode Idand Department of Hedlth.

1.38 “Tertiary care” means services provided by highly specidized providers (eg.,neonaologists,
neurosurgeons, thoracic surgeons). Such servicesfrequently require highly sophisticated equipment and
support facilities. As used herein, this care is defined as including, but is not limited to, those services
provided in aneonata intensve care unit.

Section 2.0 General Requirementsfor Licensure

2.1  Nopersonacting severdly or jointly with any other person, shal establish, conduct or maintain ahospita
in this state without alicense in accordance with the requirements of section 23-17-4 of reference 22.

2.2 A cetificate of need isrequired as a precondition to the establishment of anew hospital, and such other
activities in accordance with reference 34.

2.3  Each premises and the related operations of alicensed hospital shdl be approved by the Department of
Hedth prior to the inclusion of that premises on the hospita license and commencement of operations at
that location.
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2.3.1 Thehospita shdl haveawritten lease, contract, or other legal document in placefor use of space
on premises not owned by the hospitdl.

The hospitd shdl maintain current Joint Commission on the Accreditation of Hedth Care Organizations
(JCAHO) accreditation.

Section 3.0 Application for License or Changesin the Owner, Operator, or Lessee

31

3.2

Application for alicense to conduct, maintain or operate ahospital shal be made to thelicensing agency
upon forms provided by it one month prior to expiration date of licenseand shal contain such information
as the licensing agency reasonably requires which may include affirmative evidence of ability to comply
with the provisions of reference 22 and of the rules and regulations herein.

3.1.1 Each application shdl be accompanied by an application fee of three thousand dollars ($3,000)
per facility plusan additiond fee of fifteen dollars ($15.00) per licensed bed, made payableto the
Rhode Idand Generd Treasurer.

Application for changesinthe owner, operator, or lessee of ahospital shal be made on forms provided by
the licensing agency and shdl contain but not be limited to: information pertinent to the Satutory purpose
expressed in section 23-17-3 of Chapter 23-17 or to the cong derations enumerated in section 4.5 herein.
An gpplication for aproposed conversion pursuant to the provisions of Chapter 23-17.14 shdl containdl
information required pursuant to Chapter 23-17.14 as may be determined by the state agency. Further,
when review of a proposed change in owner, operator or lessee of ahospital and review of a proposed
converson are both required pursuant to the provisons of Chapter 23-17 and Chapter 23-17.14,
respectively, a converson agpplication shal be filed with the Department of Hedlth which contains all
information required pursuant to Chapter 23-17.14 as may be determined by the state agency; and a
separate application for achangein effective control shall befiled containing al information required under
the provisions of Chapter 23-17 and section 3.0 herein. Twenty-five (25) copies of the changein effective
control application are required to be provided.

3.21 Each application filed pursuant the provisons of this section shal be accompanied by an
gpplication fee, made payableto the Rhode Idand Generd Treasurer, asfollows. gpplicantsshdl
submit afee equal to onetenth of one percent (0.1%0) of the projected annual facility net operating
revenue contained in the gpplication; provided, however, that the minimum fee shdl be five
hundred dollars ($500) and the maximum fee shal not exceed ten thousand dollars ($10,000).

Section 4.0 Issuance & Renewal of License

4.1

Upon receipt of an gpplication for alicense, thelicensing agency shdl issuealicenseor renewa thereof for
aperiod of no morethan one (1) year if the gpplicant meets the requirements of reference 22 and therules
and regulaionsherein. Said license, unless sooner suspended or revoked, shal expire by limitation onthe
314 day of December following itsissuance and may be renewed from year to year after ingpection and
approva by the licensing agency.



4.2

4.3

4.4

4.5

4.1.1 All renewd applications shal be accompanied by a renewa fee of three thousand dollars
($3,000) per facility plusan additiona fee of fifteen dollars ($15) per licensed bed, made payable
to the Rhode Idand General Treasurer.

A license shdl be issued to a specific licensee for agpecific location(s) and shdl not betransferable. The

license shdl be issued only for the premises and the individua owner, operator or lessee, or to the

corporate entity responsible for its governance, asidentified in the application

4.2.1 Any change in owner, operator, or lessee of a licensed hospitd  shdl require prior advisory
review by the Hedlth Services Council and approva of the licenang agency as provided in
sections 4.4 and 4.5 as a condition precedent to the transfer, assgnment or issuance of anew
license.

4.2.2 Any converson of alicensed hospitd  shdl require prior gpprovad of the licensng agency as
provided in the Rules and Regulations Pertaining to Hospital Conversions (R23-17.14-HCA).

4.2.3 Any change or additionin premisesshal require prior review and gpprova by the Department of
Hedlth and amendment of the hospita license.

A licenseissued hereunder shall be the property of the state and |oaned to such licensee and it shdl be
kept posted in a conspicuous place on the licensed premises.

Reviews of gpplications for changes in the owner, operator, or lessee of licensed hospitas shdl be
conducted according to the following procedures:

a) Within ten (10) working days of receipt, in acceptable form, of an gpplication for alicensein
connection with a change in the owner, operator or lessee of an existing hospitd, the licensang
agency will notify and afford the public thirty (30) days to comment on such application.

b) The decison of thelicensing agency will be rendered within ninety (90) days from acceptance of
the gpplication.

C) TheHedth Services Council shdl tranamit itsadvisory to the sate agency inwriting. Thedecision
of the licenang agency shdl be based upon the findings and recommendetions of the Hedlth
Services Council unless the licensng agency shdl afford written judtification for variance
therefrom.

d) All gpplications reviewed by the licensing agency and al written materias pertinent to licensang
agency review, including minutesof al Hedlth Services Council meetings, shdl beaccessbletothe
public upon request.

Except as otherwise provided herein, areview by the Hedlth Services Council of an gpplication for a
license, in the case of a proposed change in the owner, operator, or lessee of alicensed hospitd, shdl
specifically consder and it shdl be the gpplicant’ s burden of proof to demondirate:



45.1 thecharacter, commitment, competence and standing in the community of the proposed owners,
operators or directors of the hospital as evidenced by:

4.5.2

(A)

(B)
(©)

In cases where the proposed owners, operators, or directors of the health care facility
currently own, operate, or direct a heath care facility, or in the past five years owned,
operated or directed ahedth care facility, whether within or outsde Rhode Idand, the
demonstrated commitment and record of that (those) person(s):

@ in providing safe and adequate treatment to the individuals receiving the hedlth
care facility's services,

@i in encouraging, promoting and effecting qudity improvement in al agpects of
hedlth care facility services, and

@iii)  inproviding appropriate accessto hedth care facility services,
A complete disclosure of dl individuas and entities comprising the gpplicant; and

The gpplicant’s proposed and demongrated financiad commitment to the hedlth care
fadlity.

the extent to which the facility will continue, without materid effect on its viability a the time of
change of owner, operator, or lessee, to provide safe and adequate treatment for individua's
recalving the facility's services as evidenced by:

(A) Theimmediate and long term financid feasibility of the proposed financing plan;

() The proposed amount and sources of owner's equity to be provided by
the gpplicant;

(i) The proposed financia plan for operating and capitd expenses and
income for the period immediately prior to, during and after the
implementation of the change in owner, operator or lessee of the hedlth
caefadlity;

(i) The rdative availability of funds for capitd and operating needs,

(iv)  The gpplicant's demondtrated financid capability;

v) Such other financid indicators as may be requested by the State agency;

45.3 theextent towhichthefadility will continueto provide safe and adequate treatment for individuas
recaiving the fadility's services and the extent to which the facility will encourage qudlity
improvement in al agpects of the operation of the hedth care facility as evidenced by:



4.6

4.7

4.8

454

455

4.5.6

(A)  The gpplicant’s demonstrated record in providing safe and adequate trestment to
individuals receiving services at facilities owned, operated, or directed by the gpplicant;
and

(B)  thecredibility and demonstrated or potentid effectiveness of the gpplicant’s proposed
quality assurance programs.

the extent to which the facility will continue to provide gppropriate access with respect to
traditionally underserved populations as evidenced by:

(A)  In cases where the proposed owners, operators, or directors of the hedth care facility
currently own, operate, or direct a hedth care facility, or in the past five years owned,
operated or directed a hedth care facility, both within and outside of Rhode Idand, the
demonstrated record of that person(s) with respect to access of traditiondly under served
populationsto its hedth care facilities; and

(B)  The proposed immediate and long term plans of the applicant to ensure adequate and
appropriate accessto the programs and health care servicesto be provided by thehedth
care facility.

in consideration of the proposed continuation or termination of emergency, primary care and/or
other core hedlth care services by the facility:

(A)  Theeffect(s) of such continuation or termination on accessto safe and adequate trestment
of individuds, including but not limited to traditionally underserved populations.

And in caseswherethe gpplication involvesamerger, consolidation or otherwiselegd affiliation of
two or more hedlth carefacilities, the proposed immediate and long term plans of such hedlth care
facilities with respect to the health care programs to be offered and hedth care services to be
provided by such hedlth care facilities as aresult of the merger, consolidation or otherwise legal
afiliation.

Subsequent to reviews conducted under sections4.4 and 4.5 of theseregulations, theissuance of alicense
by the licensng agency may be made subject to any condition, provided that no condition may be made
unless it directly relates to the datutory purpose expressed in section 23-17-3 of the Rhode Idand
Generd Laws, asamended, or to the review criteriaset forth in section 4.5 herein. Thisshdl not limit the
authority of the licensing agency to require correction of conditions or defectswhich existed prior to the
proposed change of owner, operator, or lessee and of which notice had been given to the facility by the
licenang agency.

Any new hospitd licensee shdl meet the statewide community standard for the provision of charity careas
acondition of initia and continued licensure, pursuant to sections 8.7 and 8.8 herein.

Those entities engaged in a hospita converson shal be subject to the provisons of the Rules and
Regulations Pertaining to Hospital Conversions (R23-17.14-HCA) promulgated by the Department.

10



Nothing in the rules and regulations herein should be consirued to be incongstent with the Rules and
Regulations Pertaining to Hospital Conversions (R23-17.14-HCA).

Section 5.0 Capacity & Classification

5.1

Each license shdl beissued for the specified licensed bed capacity of the hospital. No hospitd shdl have
more inpatients than the number of beds for which it islicensed, except in cases of short term seasond
fluctuations, locd epidemics, or multiple casudty emergencies.

5.1.1 Thenumber of womenin activelabor admitted a any point in timeto the birth center service shal
be no greater than the number of birth rooms in the center.

Section 6.0 Inspections

6.1

6.2

6.3

The licenang agency shdl make, or cause to be made, such ingpections and investigations as it deems
necessary in accordance with section 23-17-10 of reference 22 and the regulations herein.

Every hospital shdl be given prompt notice by the licenang agency of dl deficiencies reported asaresult
of an ingpection or investigation.

Written reports and recommendations of ingpections shdl be maintained on file in each hospitd for a
period of no less than three (3) years.

Section7.0  Denial, Suspension, Revocation of License, Curtailment of Activities or Cessation of

7.1

7.2

7.3

Operation

The licenang agency is authorized to deny, suspend or revoke the license or curtall activities of any
hospitd which: (1) hasfailed to comply with the rules and regulations pertaining to licenang of hospitas;
and (2) hasfailed to comply with the provisons of reference 22.

7.1.1 Ligsof deficienciesnoted iningpections conducted in accordance with section 6.0 herein shall be
maintained on file in the licenang agency and shdl be conddered by the licenang agency in
rendering determinationsto deny, suspend or revoke thelicense or curtail activities of ahospitd.

Where the licensing agency deems that operation of a hospital results in undue hardship to patientsas a
result of deficiencies, the licenang agency is authorized to deny licensure to facilities not previoudy

licensed, or to suspend for astipulated period of time or revoke the license of ahospita aready licensed
or curtall activities of the hospitd.

Whenever an action sl be proposed to deny, suspend or revoke a hospita license, or curtal its
activities, the licenang agency shdl notify the hospita by certified mail, setting forth reasons for the
proposed action, and the gpplicant or licensee shall be given an opportunity for aprompt and fair hearing
in accordance with section 23-17-8 of reference 22 and section 42-35-9 of reference 1.
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7.4

7.5

7.3.1 Howeve, if thelicensng agency findsthat public hedth, safety, or welfare imperatively requires
emergency action and incorporates afinding to that effect in its order, the licensing agency may
order summary suspension of license or curtalment of activities pending proceedings for
revocation or other action in accordance with section 23-1-21 of the Genera Laws of Rhode
Idand, as amended, and in accordance with section 42-35-14(c) of reference 1.

The appropriate Sate and federd placement and reimbursement agencies shall be notified of any action
taken by thelicensing agency pertaining to either denia, sugpension, or revocation of license or curtallment
of activities.

A license shdl immediatdy become void and shdl be returned to the licensng agency whenever the
hospital ceases delivering patient care.
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PART I ORGANIZATION & MANAGEMENT

Section 8.0 Governing Body

8.1

8.2

8.3

8.4

8.5

Each hospitd shdl have an organized governing body or other legd authority, respongible for: (1) the
management and control of the operation of the hospital; and (2) the conformity of the hospitd with dl
federal, state and loca laws and regulations relating to fire, safety, sanitation, communicable and
reportable diseases; and (3) other rdlevant hedlth and safety requirementsand with dl rulesand regulations
herein.

Thegoverning body shal define the population and communitiesto be served and the scope of servicesto
be provided.

8.2.1 Thegoverning body, through the chief executive officer, shdl provide for indtitutiond planning to
meet the hedlth needs of the community, in accordance with section 23-17-10 of reference 22.

The governing body, through its chief executive officer, shdl provide appropriate resources and personnd,
and shdl determine the qudifications of personnd as required herein, consdering such factors as
education, training, experience, board certification, eigibility to St for examination of specidty board,
evidence of current professona practice and licensure asmay berequired by law or regulation and such
other relevant factor(s) asmay be deemed necessary to meet the needs of the patientsaswdl| asthe hedth
needs of the community.

The governing body shdl adopt and maintain written by-laws, rules and regulations in accordance with
legd requirements and with its defined community responghility, identifying the purpose of the hospitd and
the means of fulfilling them. A copy of sad by-laws, rules and regulations including amendments or
revisons thereto, shdl be filed with the licensing agency.

The by-laws, rules and regulations shdl include:

a) a statement of purpose;

b) agtatement of qudifications for membership and method of selecting members of the governing
body;

C) provisonsfor the establishment, sdection and term of office of committee membersand officers;
d) adescription of the functions and duties of the governing body, officers, and committees;

e) specificationsfor the frequency of meetings, attendance requirements, provisionsfor the order of
business and the maintenance of written minutes;

f) astatement of the authority and responsibility delegated to the chief executive officer and to the
medicd qaff;

13



o)

h)

)

K)

provison for the selection and appointment of medica saff and the granting of clinical privileges,

Physician Contracts

)

i

iv)

Pursuant to section 23-17-53 of the Rhode Idand Genera Laws, as amended, a
hospital, by contract or otherwise, may not refuse or fail to grant or renew medicd staff
membership or, staff privileges, or condition or otherwiselimit or redtrict staff privileges,
based in whole or in part on the fact that the physician or a partner, associate, or
employee of the physcian is providing medica or hedth care services at a different
hospital, hospita system or on behdf of ahedth plan; provided, however, that ahospita
may condition or otherwise limit or redrict saff privileges for reasons related to the
avallability of limited resources as determined in advance by the hospitd's governing
body. Nor shdl ahospita by contract, or otherwise limit a physician's participation or
gaff privileges or the participationor staff privileges of apartner, associate, or employee
of the physician at a different hospita, hospital system or hedlth plan.

This section does not prevent a hospital from entering into contracts with physicians to
ensure physcan avalability and coverage at the hospital or to comply with regulatory
requirements or quaity of care sandards established by the governing body of the
hospital, if contracts, requirements or standards do not require that a physcian join,
participatein or contract with aphyscian-hospita organization or Smilar organizationasa
condition of the grant or continuation of gaff privileges at the hospitd.

Thissection doesnot prevent the governing body of ahospital from limiting the number of
physicians granted medical staff membership or privileges at the hospital based on a
medicd staff development plan that is unrelated to aphysician or a partner, associate, or
employeeof aphyscian having medica staff membership or privilegesat another hospital
or hospitd system; or

A contract provision that violates this section shall be void and of no force and effect.

provison for the gpprovd of the medica staff by-laws, rules and regulations,

provigon of guiddinesfor the rdationshipsamong the governing body, the chief executive officer,
the medica gaff and the community;

apolicy statement concerning the devel opment and implementation of short and long range plans
in accordance with reference 22;

a policy statement concerning the publication of an annud report, induding a certified financid
Satement;

apolicy statement relating to conflict of interest on the part of members of the governing body,
medical staff and employees who may influence corporate decisons,
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8.6

m) provision that contracts with outside providers of services be restricted to those which comply
with federd, state and local laws and the regulations herein; and

n) apolicy statement relating to the protection of any physician or any other person or employee for
non-participation in abortion or sterilization proceduresin accordance with section 23-17-11 of
reference 22.

The governing body or other gppropriate authority of ahospita isauthorized to suspend, deny, revoke or
curtall saff privileges of any staff member for good cause in accordance with section 23-17-21 of
reference 22.

Statewide Standard for the Provision of Charity Care Services

8.7

8.8

For any new hospitd licenseewhich attainslicensure through achange in owner, the statewide community
gtandard shdl bethe annua average amount of charity care provided by the previoudy licensed hospitd in
the most recent five (5) years, as determined by the Director, expressed as a proportion of net patient
revenues. Charity care shal be cost-adjusted by applying aratio of cost to charges from the hospital’s
Medicare Cost Reports to charity care charges-foregone.

For any new hospital licensee other than one subject to section 8.7 (above), the statewide community
standard shdl bethe annua average amount of charity care provided by thelicensed hospitas of the state
in the most recent five (5) years, as determined by the Director, expressed as a proportion of net patient
revenues. Charity care shal be cost-adjusted by applying aratio of cost to charges from the hospital’s
Medicare Cost Reports to charity care charges-foregone.

Section 9.0 Quality | mprovement

9.1

9.2

The governing body shall ensure that there is an effective, ongoing, hospital-wide qudity improvement
program to evauate the provison of patient care.

The organized hospita-wide quality improvement program shal be ongoing and shall have awritten plan
of implementation. The written qudity improvement plan shdl include a least the following:

a) program objectives,

b) organization(s) involved,

C) overdgght responsibility (e.g., reportsto the governing body);
d) hospital-wide scope;

e) program adminigtration and coordination;

f) involvement of dl patient care disciplines/sarvices,
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9.3

94

9.5

9.6

0 methodology for monitoring and evauating quality of care;

h) priority setting and problem resolution;

i) determination of the effectiveness of action(s) taken;

) documentation of the quadity improvement plan review.

All patient care services, including services rendered by a contractor, shal be evauated.

Nosocomid infections and medication therapy shdl be evauated.

All medicd and surgical services performed in the hospitdl shall be evaluated for gppropriateness in
diagnosis and treatment. The evaduation shall include peer review of individud cases. The hospitd shdll
maintain records of peer reviews, documenting the case(s) reviewed, focus of each review, findings,

conclusions, any actions taken, and any follow-up on actions taken.

The hospitd shall take and document appropriate remedia action to address problemsidentified through
the qudity improvement program. The outcome(s) of the remedid action shdl be documented.

Section 10.0  Chief Executive Officer

10.1

The chief executive officer shal be directly responsible to the governing body for the management and
operation of the hospitd and shdl provide liaison between the governing body and the medica staff.

Section11.0 Medical Staff

111

11.2

11.3

114

Each hospitd shal have an organized medicd staff respongible for the quality of medica services and
accountable to the governing body of the hospitdl.

The medicad gaff shal be responsible for its organized governance and for al medica care provided to
patients.

The medicd gaff shal maintain standards of professond performance through staff gppointment criteria,
delinestion of saff privileges, continuing peer review and other appropriate mechanisms.

The medicd daff, subject to the gpprova of the governing body of the hospital, shal adopt by-laws
incorporating details of its genera powers, duties, and responghilities including:

a) methods of sdection, dection or gppointment of al officers and other executive committee
members and officers;

b) provisions for the selection and gppointment of officers of departments or services specifying
required qudifications,
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115

C) the type, purpose, composition and organization of standing committees;

d) frequency and requirements for attendance at staff departmental meetings,

e) an gppedl mechanism for denid of gaff appointments, regppointments and privileges,

f) delinestion of dlinicd privileges of nonphysician practitioners;

0 designation of personnel qualified to prescribe or administer drugs,

h) requirements regarding medical records,

i) amechanism for utilization and medica care review;

) such provisions as shdl be required by hospita or governmenta rules and regulations, and

k) provisonsfor a program permitting sdected individuas other than physicians or other licensed,
registered or certified personnel to perform extended, defined patient care functions. Said
functions shal not otherwise require a license, certification or regidration by state law. Such
program shdl include written syssems of credentidsreview, sdection, training, forma authorization

of specific functions and maintenance of a current register.

A copy of gpproved medica staff by-lawsand regulationsand revisionsthereto, shal be submitted to the
licenang agency.

Section 120  Organization

121

12.2

12.3

124

Each hospitd shdl maintain dearly written definitions of its organization, authority, responshbility and
relationships.

Each hospitd department and service shdl maintain:

a) clearly written definitions of its organization, authority, responshbility and reationships;

b) written patient care policies and procedures; and

C) written provison for systematic evaluation of programs and services.

Every licensed hospitd and itsinsurance carrier shal cooperatively, as part of their adminigtrative function,
establish aninterna risk management program in accordance with the requirements of section 23-17-220of

reference 22.

All hospitals shall comply with the requirements of Chapter 23-18.6 of the Generd Laws and Rhode
Idand Hedth Department Rul es and Regul ations Rel ating to Procurement of Anatomical Giftsfrom
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Personswith Unknown Intent (R23-18.6 ANGFT) by establishing protocol srelated to anatomicd gifts
and dl other rlevant requirements.

Section 13.0  Personnd

131

13.2

13.3

134

135

13.6

13.7

13.8

The hospitd shdl maintain asufficient number of qudified personnd to provide effective patient care and
al other related services.

There shdl be written personne policies and procedures which shal be made available to personnel.

Provisonsshdl be madefor orientation and ongoing education programsfor dl personnel. Thereshdl be
written evidence that staff demonstrate competencies necessary to work in specific areas and/or with

Specific patient populations.

There shal be ajob description for each position which delinestesthe qudifications, duties, authority and
respongbilities inherent in each position.

a) For those authorized to perform defined functions in accordance with section 11.4(k) herein, a
job description delineating qudifications, duties, authority and respongibilities shall be provided.

b) For every individua within the hospital who is licensed, certified or registered by the date of
Rhode Idand, a mechanism will bein place to verify currency of licensure.

There shdl be work performance evauation programs with appropriate records maintained.

Non-employee staff (including but not limited to volunteers, per diem staff and contractees) who are
working in the hospitd must adhereto policiesand procedures of the hospita. The hospital must provide
for adequate orientation, supervison and evauation of the activities of non-employee steff.

If the hospital does not employ personne to render required services, or obtains servicesfrom an outsde
source, arrangements for such services shal be made through written agreements or contracts.

a) Theresponghilities, functions, objectives, termsof agreement, financia arrangements, chargesand
other pertinent requirementsshall be clearly delineated inthe terms of any contract negotiated by
the hospitd.

b) All contracts or agreements negotiated by the hospital shal be consstent with the provisons
established in accordance with sections 8.5 (1) (m) herein.

Pursuant to section 23-17-52 of the Rhode Idand Generd Laws, as anended, any hospita licensed
pursuant to Chapter 23-17 of the Rhode Idand Generd Laws, as amended, shal provideto al patients
and gaff, through posted notices in conspicuous places throughout the hospitd, the current Division of
Facilities Regulation telegphone number to cal with concerns.

Health Screening
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13.9

Each hospital shall devel op policiesand proceduresfor employee, non-employee saff and active medica
daff screening for the infectious diseases described below. Members of the active medicd staff may
satisy these requirements through signed documentation, at thetime of initid credentiding and subsequent
regppointments, or more frequently, if recommended by hospita policy. These hedth screening
requirements do not gpply to ether transent employees not involved in direct patient care or outside
contractors not involved in direct patient care.

Upon hire and prior to delivering services, employment hedth examinations shal be required for each
employee involved in direct patient care and shall include a physician's certification (i.e., documented
evidence) that shdl include but not be limited to the diseases listed below. |f documented evidence is
provided by the enployee that said hedth examination, including the required screenings, has been
performed during the maost recent S (6) months prior to hire, the requirements of thissection shal be met.

13.9.1 Tuberculosis (TB): Evidencethat the employeeisfree of active tuberculoss based upon the
results of a negative two-step tuberculin skin test shal be required.

a) If the Mantoux (i.e., tuberculin/PPD) test is positive, or aprevious oneisknown to have
been postive, the physician's certification shdl be based on documentation of adequate
chemotherapy for TB or on achest x-ray taken not morethan six (6) monthsprior tothe
physician's certification.

b) Any poditive reaction must be recorded in millimetersin the personnel record.

13.9.2 Rubella: In accordance with the current guiddines of The Red Book: Report on the
Committee for Infectious Diseases and the Advisory Council on Immunization Practices
(ACIP), evidence of immunity is required (with the exception of individuas who are not fit
subjects for immunization for documented medica reasons) of dl hedth care workers through:

a) Documented record of rubellaimmunization; or
b) Serologic evidence of naturdly acquired immunity.

13.9.3 Meades. In accordance with the current guidelines of The Red Book: Report on the
Committee for Infectious Diseases and the Advisory Council on Immunization Practices
(ACIP), evidence of immunity is required (with the exception of individuds who are not fit
subjects for immunization for documented medicd reasons) of dl hedth care workers through:

a) Proof of physician-documented illness; or
b) Positive serologic test for antibody; or

C) Documented receipt of either one (1) dose of mead es-containing vaccine (for persons
born on or before 31 December 1956) or two (2) doses of live-virus meadesvaccine
(for personsbornon or after 01 January 1957). All documented receipt of vaccines must
have occurred after the first birthday.
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13.9.4 Influenza: Eachfadlity shdl offer annud vaccination againg influenzato dl personsinvolved
indirect patient care, including employeesand volunteers. Thefacility shall beresponsible for
documenting and reporting to the Department annualy (by July 1% of each year): 1) the number
of persons who are digible for said vaccination; and 2) the number of persons who accept
sad vaccination. Further, the facility shal be responsiblefor providing, on an annud basis, to
those persons having direct patient contact, staff education on the nature of influenzaand the
role of vaccination in controlling its Soread.

13.95  Such other appropriate test(s) to control communicable diseases asmay be prescribed by the
Director of Hedth.

13.9.6  Blood Borne pathogens:

Hedlth carefacilitiesmust abide by the OSHA Blood borne Pathogens Standard (29 CFR 1910-
1030), including the offering of hepditis B vaccination dong with dl recommendations for
infection control training and provision of protective equipment to those employees a risk.

Anexposure control plan shal bein placeindl hedth carefadilitieslicensad by the Department of
Hedlth, pursuant to the provisions of Chapter 23-17 of the General Laws.

13.9.7 Thenecessity of employee hedth screenings shdl be determined by the hospital to document thet
employees are physicaly able to perform their duties and show no evidence of communicable
disease.

13.10 In accordance with section 23-17-47 of the Rhode Idand General Laws, as amended, a hedlth care
fadility shdl require dl persons, including students, who examine, observe or trest apatient or resident of
such facility to wear a photo identification badge which gstates, in a reasonably legible manner, the first
name, licensure regidration satus, if any, and aff position of such person. Thisbadge shal bewornina
manner that makes the badge easily seen and read by the patient or vistor.

Section 14.0 Professional Library

14.1 Thehospitd shal provide appropriate library servicesfor the professiona and technicd needs of hospital
personnd induding:

a) current books, periodicals and other pertinent materids;
b) adequate facilities;, and
C) adequate personnel to maintain the library service.

Section 15.0  Rights of Patients
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151

152

Every hospitd shdl observe the following standards with respect to each patient who is admitted to its
facility as enumerated in section 23-17-19.1, "Rights of Patients' and section 40.1-5-5, "Admission of
Patients Generdly--Rights of Patients’ of the Generd Laws of Rhode Idand, as amended.

15.1.1 The hospitd shdl inform the patient of the right to include a written durable power of atorney
and/or living will into hisher medical record.

A copy of the Rights of Petientsshal be given to each patient or his/her representative upon admission ad
shdl be posted in a congpicuous place on the premises.

Patient Visitation Rights

153

154

155

15.6

All hedlth care providers, aslicensed under the provisons of Chapter 29 or 37 of Title 5 and dl hedth
carefacilities, as defined in section 23-17-2(5) of the Rhode Idand Genera Laws, asamended, shal be
required to notein their patients' permanent medicd records, the name of individua (s) not legdlly related
by blood or marriage to the patient, who the patient wishes to be considered as immediate family

member(s), for the purpose of granting extended visitation rightsto said individud (s), so said individua(s)
may vigt the patient while he or sheis receiving inpatient hedth care sarvicesin ahedth care fadility.

15.3.1 The pdient vigtatiion provisons st forth in this section shal not prohibit a hospitd from
establishing reasonable policiesreated to the number of vistorseach patient may have at any one
time.

A patient choosing to designate said individud(s) as immediate family members for the purpose of

extending vigtation rights may choose up tofive (5) individuasand do so either verbdly or inwriting. This
designation shal be made only by the patient and can beinitiated and/or rescinded by the patient at any
time, ether prior to, during, or subsequent to an inpatient stay at the hedth care facility.

Thefull namesof individua () S0 designated, dong with their relaionship to the patient, shdl berecorded
in the patient’ s permanent medical records, both at the inpatient hedlth carefacility and with the patient’s
primary care physician.

Inthe event the patient has not had the opportunity to have said designation recorded in hisor her medicd
records, a sgned datement in the patient's own handwriting attesting to the desgnation of sad
individud(s) as an immediate family member for the purpose of extending vistation right during the
provison of hedth care servicesin an inpatient hedth care facility, dong with their relationship to sad
individua(s) shal meet dl the requirements of thissection. The patient’ sSgnature on said Sgned Satement
shdl be witnessed by two individuas, neither of whom can be the designated individud(s). In the event
such dgned statement is not available, those designated as agents on a durable power of attorney for
hedth care form shdl be dlowed vidtation privileges.
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15.7 Thissection shdl not be construed to prohibit legaly recognized members of the patient’s family from
vigting the patient if they have not been so designated through the provisions of this section. No patient
shdl be required to designate individua (s) under the provisons of this section.

15.8 Pursuant to section 23-17-52 of the Rhode Idand General Laws, as amended, any hospital licensed
pursuant to Chapter 23-17 of the Rhode Idand Generd Laws, as amended, shdl provideto dl patients
and gaff, through posted notices in conspicuous places throughout the hospitd, the current Division of
Facilities Regulation telephone number to cal with concerns.

Section 16.0 Research Involving Human Subjects

16.1 A hogpitd that conducts research involving human subjects shdl comply with al gpplicable state and
federd laws, rulesand regulations, including any required review and gpprova by an | nditutiond Review
Board (IRB). The hospital shdl have written polices and procedures governing research activities.

16.2 If the hospita conducts research involving human subjects who are not otherwise patients of the hospita
(i.e, not recelving inpatient, outpatient, or emergency services) the following requirements shdl be met:

a)

b)

d)

There shdl be a written protocol for each research study which, a a minimum, describes the
nature and purpose of the study, the procedures to be utilized, the extent and type of
assessment/testing of subjects, the risks of participation, the content of and subject's access to
records to be maintained, and provisons regarding confidentidity and disclosure of information.

Each subject shdl be advised of the items listed in section 16.2(a) (above), as well as hisher
rights and responsibilities, and shal agreeto participate in the research sudy. The use of written
consent shadl apply to dl research participants, except those identified in the federa regulaions
that guide IRBs in the protection of human subjects (45 CFR 46.116-46.117) (for example,
minima-risk survey studies), and where the requirement for written consent has been explicitly
waived by the hospita's IRB. Also, written consent shal not be required for studies that are
exempt from IRB review (45 CFR 46.101). Studiesconducted using information abstracted from
exiging recordsin anonymousform shal not have arequirement of directly contacting individuas
involved in the research.

Hospitd standards and procedures shdl be observed in dl clinicd activities involving research
subjects (e.g., phlebotomy or other specimen collection, EKG, etc.) unless deviation from
gtandard proceduresisintegra to theresearch, inwhich casethisshall be described in thewritten
study protocol.

Thereshdl bewritten procedures pertaining to the control, accountability, security, adminidration,
and maintenance of records of receipt and dispostion of al drugsand biologicas utilized in each
research sudy.

If research dtaff become aware of any clinica condition/concern which may warrant further
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9)

h)

assessment or treetment, he/she shal promptly notify the subject and advise follow-up with a
hedlth care provider.

Records regarding a subject are exempt from the requirements of section 26.0 herein (medica
records) but shall be maintained in conformance to the written study protocol. Subject records,
ether origind or accurate reproduction, shdl be maintained for aminimum of five (5) years.

In addition to the requirements of section 13.0 herein (personndl), there shall be evidencethat all
d&ff participating in aresearch study have received training in the specific protocol sto be applied.

Research activitiesinvolving human subjectswho are not otherwise patients of the hospita shdl be
exempt from the requirements of section 9.0 herein (qudity improvement). However, thereshal
be a quality assurance program in effect to ensure conformance to the written sudy protocols.
Quadlity assurance activities may be documented in the study protocol.

Section 17.0 Uniform Reporting System

17.1 Each hospitd shdl establish and maintain records and data in such a manner as to make uniform the
system of periodic reporting. Themanner inwhichthe requirements of thisregulation may bemet shal be
prescribed from time to time in directives promulgated by the Director with the advice of the Hedth

Services Council.

17.2

17.3

17.4

Each hospitd shdl report to the licenang agency detaled financid and datidticd data pertaining to its
operations, services, and facilities. Such reports shal be made a such intervals and by such dates as
determined by the Director and shdl include but not be limited to the following:

a)
b)
c)
d)

€)

utilization of inpatient and outpatient hospita facility and services,

unit cost of hospital services,

charges for rooms and services,

audited financia statements for both hospital and any parent corporation/foundation; and

quality of hospitd care.

Thelicensing agency isauthorized to makethe reported dataavailable to any state agency concerned with
or exercisng jurisdiction over the reimbursement or utilization of hospitas.

The directives promulgated by the Director pursuant to these regulations shall be sent to each hospitd to
whichthey gpply. Suchdirectivesshdl prescribetheform and manner inwhich thefinancia and Satistical
data required shall be furnished to the licenaing agency.
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17.5 Alllicensed hospitdsin thisstate shdl be subject to the uniform reporting of financid and satigtical dataon
hospitd inpatient services as set forth in Appendix “A” of the regulations.

17.5.1 Data submitted in accordance with section 17.5 above shdl contain only the medica record

number or the hospital assigned number and no other identifying informetion to ensure anonymity
of the reported data.

17.5.2 Hospitdsfaling to comply with the provisonsof Appendix “A” shdl be subject to the provisons
of section 7.0 herein.
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PART Il

PATIENT CARE SERVICES

Section 18.0 Admission, Transfer & Discharge

18.1 Eachhospital shdl havewritten admission, transfer and discharge policiesand procedures pertaining to at

18.2

leest the following:

a) types of clinicd conditions acceptable for admisson to specific levels of care and appropriate
clinical departments or services,

b) informing and offering advance directives to dl patients upon admisson;

C) condraintsimposed by limitations of services, physicd facilities or saff coverage;

d) emergency admissons,

e) requirements for informed consent Sgned by patient or lega representatives for diagnostic and
treatment procedures,

f) internd trandfer of patients from one levd or type of care to another;

0 discharge and termination of services, ad

h) provisonsfor amechanism for recording, tranamitting patient- specific information to other hedth

care providers and receiving information essentia to the continuity of patient care.

In addition to the above policiesin section 18.1 each hospital shall adopt the following:

a)

b)

no person shal be denied admission to the hospital because of race, color, reigion, ancestry,
sexud orientation, or nationa origin;

every patient admitted to the hospitd shdl be and remain under the care of a member of the
medica saff as specified under the by-laws;

no suspected or actudly infected non-obgtetric patient shall be admitted to the obstetric
department or unit;

transfer agreements or contracts shdl clearly delineate responsibilities of parties involved; and

Pursuant to sections 23-17.14-15(3)(4) of the Rhode Idand Generd Laws, as amended, not
discourage persons who cannot afford to pay from seeking essentid medica services, and not
encourage persons who cannot afford to pay o seek essentid medicd services from other
providers.
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Discharge Planning

18.3 Thehospitd shdl have a discharge planning process for dl inpatients. Discharge planning policies and
procedures must be in writing.

a) The hospitd shdl identify, a an early Stage in hospitdization, al inpatients who are likely to suffer
adverse hedth consequences on discharge if there is no adequate discharge planning.

b) A discharge planning evduation shal be provided to dl inpatients identified in @ above, to other
patients on patient request, the request of the person acting on the patient’ sbehalf, or upon the request
of the physcian.

)] The evduation shdl betimdy to avoid unnecessary delaysin discharge and must be part
of the patient's medica record.

i) The evaluation shal include a needs assessment, the patient's capacity for sdf-care, and
the avallability of post-hospital services to meet the needs of the patient.

i) A registered nurse or socid worker shall develop or supervise the development of the
evauation.

V) Theresultsof the evaluation shall be discussed with the patient or theindividua acting on
the patient's behalf.

V) The evaluation shall be used to establish an gppropriate discharge plan.

c) A regisered nurse or socid worker shall develop or supervise the development of adischargeplaniif
the discharge planning evauation indicates the need for adischarge plan.

i) The hospita shdl arrange for implementation of the discharge plan.

1)) The hospitd shdl transfer or refer inpatients and outpatients to gppropriate facilities,
agencies, or outpatient services, as needed, for follow-up care.

iif) Desgnated hospitd personnel shal completethe Continuity of Care” form gpproved by
the Department for each patient whois discharged to another hedth carefacility licensed
under the provisions of Chapter 23-17 of the Rhode Idand Generd Laws, asamended
(eg., nursng facility). (See the Depatment's webgte for the gpproved form:
www.health.state.ri.us).

d) Thehospita shall reassessitsdischarge planning process on an on-going basis. Thereassessment shdl
includeareview of discharge plans, aswell asareview of patientswho were discharged without plans,
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to ensure thet the process is responsive to discharge needs.

Financial I nterest Disclosure

184

18.5

18.6

Any hedth care facility licensed pursuant to Chapter 23-17 of the Rhode Idand Generd Laws, as
amended, which refers clients to another such licensed hedlth care facility or to aresdentid care/asssted
living facility licensed pursuant to Chapter 23-17.4 of the Rhode Idand General Laws, asamended, ortoa
certified adult day care program in which the referring entity has a financid interest shdl, a the time a
referra ismade, disclose in writing the following information to the client: (1) that the referring entity hasa
financid interest in the facility or provider to which the referrd is being made; (2) that the client has the
option of seeking care from adifferent facility or provider whichisaso licensed and/or certified by the tate
to provide smilar sarvicesto the dient.

Thereferring entity shdl dso offer the dient awritten list prepared by the Department of Hedlth of dl such
dternativelicensed and/or certified facilitiesor providers. Said written list may be obtained by contacting:

Rhode Idand Department of Hedlth, Divison of Facilities Regulation
3 Capital Hill, Room 306

Providence, RI 02908

401.222.2566

Non-compliance with sections 18.4 and 18.5 (above) shall congtitute grounds to revoke, suspend or
otherwise discipline the licensee or to deny an application for licensure by the Director, or may result in
imposition of an adminidrative pendty in accordance with Chapter 23-17.10 of the Rhode Idand Generd
Laws, as amended.

Section 19.0 Patient Care Management

191

19.2

19.3

A mechanism shdl be established for the periodic review and revison of patient care policies and
procedures.

There shdl be evidence that medica, nursing and other servicesare provided under anintegrated written
plan of care for each patient. Written care plans shdl identify problems, goals, and interventions. Goals
ghall be measurable.

All ordersfor medications or trestments must bein writing. Anorder isconsderedto beinwritingif: (1)
it is written and sgned by a lawfully authorized person; or (2) it is dictated to and transcribed by a
registered nurse or other gppropriatdly licensed person onto the order form. Additiondly, the registered
nurseor other gppropriately licensed person must: (1) datethe order and identify thetelephone or verbal
order by the name and title of the authorized individuad who gave the order; and (2) Sgn the order entry
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194

195

19.6

19.7

with higher own name and title.  All verba or telephone orders must be appropriately signed by a
practitioner involved in the care of the patient no later than the end of the next caendar day.

19.3.1 Hospitasmay implement astanding orders program authorizing licensed nurses and other licensd
hedlth care professondss acting within their scopes of practice to administer influenza and/or
pneumococca vaccineswithout aphys cian Sgnaturein accordance with aningtitution-approved
or physicianapproved protocol. The standing orders shal bein accordancewith the most current
nationa guiddinesissued by the Advisory Council on Immunization Practices (ACIP).

Thereshdl beawritten policy for gopropriate minimum, specifictesting for dl surgicd inpatientsand for dl
patients who are undergoing specific procedures requiring anesthesia in the inpatient and outpatient
Settings.

The hospitd shdl assure that drugs and biologicals are only administered by appropriately licensed
professonds, including but not limited to, physicians, nurses, or physician assstants. Medication
adminidration technicians shdl not administer drugs or biologicas under any circumstances.

The hospitdl shdl provide care and servicesto dl patients in accordance with the prevailing community
standard of care.

Medical Restraints: In acute medical and pre/post-surgical care, apatient shdl befreefrom physica
and chemica redtraint that isnot medicaly necessary. A restraint shal only be used if needed to improve
the patient's well-being and only if less redrictive interventions have been determined to be ineffective to
protect the patient or others from harm.

Behavioral Restraints: A patient shal be free from secluson or restraint imposed as a means of
coercion, discipline, convenience or retdiation by staff. Secluson or restraint employed for behavior
management shdl only be used in emergency Stuationsif needed to ensure the patient's or other'sphysca
safety and less redtrictive interventions have been determined to be ineffective.

19.7.1 Restraints/secluson use shal be prescribed in writing and sgned by aphysician or other licensed
practitioner acting within hisher scope of practice and permitted by the hospita to order
restraints/secluson. The type and duration of restraints/seclusion shdl be specified. Standing or
"on an as needed basis' (i.e., PRN) orders shal not be permitted.

19.7.2 Redraintg/seclusion, if used, shal be addressed in the written trestment plan for the patient.

19.7.3 Redraintysecluson use shdl be based on an assessment of the patient, implemented in the least
redirictive manner possible, implemented in accordance with safe and appropriate restraining
techniques, and discontinued at the earliest possible time.

19.7.4 The condition of a restrained/secluded patient shal be continualy assessed, monitored, and
reevaluated.
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198

Each hogpitd shdl develop and implement policies regarding the provison of interpreter servicesfor the
Deaf Community in accordance withtheRulesand Regulationsfor Licensing Interpretersfor the Deaf
of reference 61 herein and the provision of language interpreter servicesto ensure access and qudity of
care. Thepalicies shdl include methodsfor determining the need for interpreter servicesand thetraining
of interpreters and medicd personnd (i.e.,, persons having direct patient contact). For interpreters,
training shal encompassthe following topics, a aminimum:  confidentidity, relevant hospital procedures
or requirements, and the use of medica terminology. For medicd personnel, training shall encompassthe
following topics, a a minimum: culturd sengtivity and the role of interpretersin the medica setting.

Section20.0  Central Service Functions

20.1

20.2

20.3

204

20.5

20.6

Hospitaswith centra servicefunctionsshdl operate, under the supervision of aqualified person, acentra
sarvicefor the processing, serilization, storing and dispensing of clean and sterile suppliesand equipment.

Adeguate facilities shal be provided for the cleaning, preparation, sterilization, aeration, storage and
dispensing of supplies and equipment for patient care.

Areasfor the processing of clean and dirty suppliesand equipment shal be separated by physical barriers.
Written procedures shdl be established for al central service functionsincluding:

a) procedures for dl serilization and for monitoring the effectiveness thereof; and

b) appropriate disposa of wastes and contaminated supplies; and

C) compliance with the provisors of reference 9.

20.4.1 Such procedures shdl be subject to the gpprova of amultidisciplinary hospita group.

Reports of bacteriologicd tests and dated recordings of thermometer charts and inspection records shall
be maintained in accordance with written procedures.

Centrd service procedures shdl apply wherever erilization is performed.

Section21.0  Dietary Service

211

21.2

Each fadlity shdl maintain a digtary service directed by a full-time person qudified by training and
experience in organization and adminigration of food service.

Each hospitd shdl haveat least one Registered Dietitian, licensed by the sate, to direct nutritional aspects
of patient care and to advise on food preparation and service.
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21.3

214

215

21.6

21.7

Adeguate space, equipment and supplies shdl be provided for the efficient, safe and sanitary receiving,
storage, refrigeration, preparation and service of food and other related aspects of the food service
operation.

21.3.1 Any congruction, addition, dterations affecting food service operationsshdl bein conformity with

therequirementsof section 23-1-31, "Approva of Congtruction by Director” of the Rhode Idand
Genera Laws of reference 29.

Each hospital food service operation shal comply with the gpplicable standards of reference 2.

Foods shal be prepared by methods that conserve nutritive vaue, flavor and appearance.

Foods served shall be paatable, attractive and at proper temperature.

Written policiesand procedures shall be established for dietary services, pertaining to but not limited to the

falowing:

a) responghilities and functions of personnd;

b) standards for nutritional care in accordance with reference 3;

C) identifying patients a nutritiond risk;

d) preciseddivery of patient's dietary order;

e) dterations or modifications to diet orders or schedules;

f) food purchasing, storage, preparation and service;

0 safety and sanitation relative to personnd and equipment;

h) ancillary dietary services, including food storage and preparation in satdlite kitchens, and vending
operations,

i) ice making in accordance with reference 4; and

) gandards for enterd nutritional care.

21.8 Any hospita engaged in processing, handling, or both, of frozen foods shal be subject to standards of
reference 5.
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21.9

21.10

21.11

21.12

There shdl be a diet manual maintained by the dietary service which shdl be reviewed, revised as
necessary and gpproved by a multidisciplinary group at least every five (5) years and more often as
necessary. Diets served to patients shal comply with the principles set forth in the diet manud.

All patient diets shdl be ordered in writing by the physician.

Assessments, observations and information pertinent to dietetic trestment shall berecorded in the patient's
medical record by the dititian.

A hospita contracting for food service shdl require, as part of the contract, that the contractor comply
with the provisons of these regulations.

Section22.0 Disaster & Mass Casualty Program

22.1

22.2

223

224

22.5

22.6

Each hospitd shall develop and maintain awritten disaster plan which shdl include provisonsfor complete
evacuation of the facility and for the timely care of casudties arising from both externd and internd
disasters based on the guiddines of reference 9.

The plan shdl dso include provisonsfor:

a) disaster-Stetriage and didtribution of patientsto ensurethe most efficient use of availablefacilities
and services,

b) amechanism for physician identification aswell as route access and entrance to the hospitd; and

C) back-up or contingency plansto addressinterna systems, dectronic disasters, including abackup
system for an dectronic medica record file system, and/or equipment failures.

The plan(s) shall be developed and wordinated with the appropriate State and local agencies and
representatives concerned with emergency, safety, rescue and disaster preparedness.

The disagter plan shal berehearsed at least twice ayear preferably as part of acoordinated drill inwhich
other community emergency services agencies participate with hospital, medica, adminidrative, nurang
and other personnel.

Written reports and evauation of dl drills shdl be maintained.

A copy of the plan(s) and any revison thereto shal be submitted to the licenang agency.

Section23.0 Emergency Service

231

Each hospitd shdl have awel|l defined plan for emergency services based on community need and on the
capability of the hospital and its specialized supportive services.
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23.2

23.3

234

235

a) The hospital plan for emergency services shdl be developed in cooperation with representatives
of community emergency medica service agencies or groups (e.g., emergency medica service
councils).

b) Hospitalswithout an emergency department or service shdl havewritten policiesand procedures
governing the handling of emergencies.

C) Pursuant to section 23-17-26 of reference 22, every hospita with an emergency medica care unit
shdl provide to every person prompt life saving medicd trestment in an emergency:

() without discrimination based on economic status or source of payment; and
@i without delaying trestment for the purpose of prior discusson of source of payment;
unless such delays can be imposed without materid risk to the hedlth of the person.

Each hospitd emergency department or service shdl be organized to provide twenty-four (24) hour
services with adequate professiona and ancillary staff coverage to ensure that al persons are trested
within areasonable length of time, commensurate with the priority for trestment.

Every emergency department or service shal have a person qudified by training and experience in the
department twenty-four (24) hours a day who shdl determine the nature, level and urgency of care
required of al persons seeking treatment and to categorize them accordingly, assuring that serious cases
are accorded priority treatment. If such person is a nonphysician, he or she shal serve under the
supervison of the physician-in-charge and in accordance with policies and procedures acceptableto the
medica daff and hospital adminigration.

Every hospita emergency department or sarvice shdl have a qudified member of the medica Staff
assigned as physician-in-charge or made responsible for the emergency medica services, to ensure that
emergency patient care services meet the sandards herein and for the coordination of physician coverage
according to a plan established by the medicd staff and gpproved by the governing authority.

At least one physician on duty in the emergency department of agenerd hospita shdl be certified by the
American Board of Emergency Medicine or the American Board of Osteopathic Emergency Medicineor
shdl be digibleto St for examination of one of the aforementioned boards; or shal be Board certified or
eigiblein Family Practice, Interna Medicine or General Surgery with &t least one (1) year of practicein
emergency medicine; or those physicians who have practiced in an emergency department setting for at
least seven thousand (7,000) hoursin sixty (60) monthswith two thousand (2,000) of said practice hours
having been completed in the last twenty-four (24) months.
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23.6

23.7

23.8

239

23.10

23.11

23.5.1 Atleast onephyscianonduty orimmediately available"on cal” inthe emergency department of a
psychiatric hospital shdl be certified by the American Board of Psychiatry and Neurology or shdl
be digible to St for the examination of the aforementioned board.

Additiond gaff in the emergency department or service of a generd hospita shal meet the following
qudifications. @) a physician who is Board certified or digible in Family Practice, Internd Medicine,
Generd Surgery or Pedidrics, b) aphysician with more than two (2) years of practice following full
licensure; or €) in those hospita's having gpproved resdency training programs, by residents with more
than two (2) yearsof training in the specidties of interna medicine, surgery, pediatrics, and/or emergency
medicine, when such emergency department training is part of their forma resdency training program.

In addition, hospitals shdl have available on cal twenty-four (24) hours aday, physciansin specidties
appropriate to the scope of services provided by the hospital.

A current roster of physicians, medical speciaists or consultants on emergency cal, including aternates,
shdl be kept posted at dl times in the emergency department or service,

The daffing pattern of nurang and dlied hedth personnd shdl be consonant with the scope and
complexity of the emergency services provided. No lessthan one registered nurse who hastraining and
experience in emergency care shall be assigned to the emergency services a dl times.

A continuing inservice education training program in emergency medica care, including prehospitd care
protocolsand standing ordersin accordance with the provisons of reference 42, shdl be conducted for all
categories of hedlth personnd in the emergency department or service in accordance with section 13.0
herein.

There shdl be written policies governing emergency patient care services, supported by appropriate
procedure manuals and reference materiadls. The policies and procedures shdl pertain to at leest the
following:

a) medica gaff and obligation for emergency patient carein accordance with section 23.1(c) herein;

b) circumstances under which definitive care shall not be provided and proceduresto befollowedin
referrds,

C) assgnment of dlinica privileges according to levels of professond competence;
d) procedures that may or may not be performed in the emergency department or service areg;

e) handling of persons who are emotiondly ill, under the influence of drugs or dcohol, dead on
arrival, or other categories of specia cases as determined necessary;
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23.12

23.13

23.14

23.15

f) procedures for early transfer of severely ill or injured to specid in-house trestment areas or to
other facilities;

0 written ingructions to be given for follow-up care and disposition of dl cases,
h) natification of patient's persona physician and transmission of relevant reports,
)] disclosure of patient information in accordance with federal and State law;

) communication with police, hedth authorities and emergency vehicle operators,
k) gopropriate utilization of observation beds,

)] procurement of equipment and drugs; and

m) operation of the emergency department or service in times of disaster.

A list of poison antidotes and the tel ephone number of the Rhode Idand Poison Control Center shdl be
available in the emergency department or service area.

The emergency service shdl have necessary supportive services available on a twenty-four (24) hour
bass. These sarvicesshdl include, in accordance with the rulesand regulationsherein, anesthesiasarvice
(seesection 36.0); clinical |aboratory service with arteria blood gasandysis capability (see section 25.5);
blood transfusion services (see section 25.9); pharmaceutica service (see section 30.1); radiology service
including protocol to govern theinterpretation by aradiologis, of diagnostic images produced by x-ray or
other moddlities, including a procedure for the prompt communication of the radiologist's interpretation
(see section 31.1); and surgical service (see section 35.0).

Facilities, equipment, supplies and drugs for the reception, gppraisa, examination, treetment and
observation of emergency room patients shdl be determined by the amount, type and extensveness of
services provided.

No lessthan thefollowing specid suppliesand equipment shall be available and located within the genera
hospital emergency department or service:

a  oxygen,
b) electrocardiograph;
C) cardiac monitor and defibrillator with battery pack;

d) pacemaker;



23.16

23.17

9
h)
i)
j)

K)

central venous catheter set-up;

gadiric lavage equipment;

suction device;

intravenous fluids and administration devices,

endotrached intubation, pericardiocentes's, thoracostomy, and cricothyrotomy trays,
mechanica ventilator (readily avalable); and

emergency obgtetrical pack.

The emergency drug cart(s) and adjunctive emergency equipment shal be checked by an appropriate,
desgnated individud at least once per shift to assurethat dl itemsrequired for immediate availability are
actudly contained in the cart and are in usable condition.

23.16.1 A dgnedrecord of such periodicingpectionsshal be maintained by the appropriate emergency

department gaff.

A medica record shdl be maintained on every patient seeking emergency care. For each vist to the
emergency service, the medical record shall contain documentation relating to the following:

a)
b)
c)

d)

o)

h)

patient identification (name, address, age and sex);

time and means of arrivd,;

pertinent medica history of theillness or injury and physcd findings,
emergency care given before arrivd,;

diagnogtic and therapeutic orders;

reports of procedures, tests, treatments and findings;

diagnogtic impression;

conclusion at termination of eva uation/treatment, including find digposition of patient, conditionon
discharge or transfer, and any indructions given for follow-up care;

apatient'sleaving againgt medica advice; and
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) origin of incoming patient and destination of patient at discharge.

k) the standardized Rhode Idand EM'S Ambulance Run Report (“run report”) provided, prepared
and sgned by the licensed emergency medicd technician who completed the form.

23.18 A mechanism shal be devel oped to include the emergency department record into the patient'smedica
record in accordance with section 26.3 herein.

23.19 Those hospitas which have provisions for Mobile Intensive Care Communications manned by technica
personnd shdl comply with the requirements of reference 6.

23.20 The standards of section 15.0 herein pertaining to "Rights of Patients’ shall be observed for dl patients
treated in the emergency department or service. In addition, hospitas shdll:

a) provide access to a physicdly separate room, office or chapel, wherein privacy can be
guaranteed, for familieswhen circumatances shdl warrant (such room may have dternative uses);
and

b) inform emergency service patients, by posting in an easily visblelocation, that the routine cost for
use of the emergency service does not include additional professona service charges except in
the case where residents who perform the service are employed by the hospital.

Restocking of Municipal Ambulance Supplies

23.21 Pursuant to section 23-4.1-7.1 of the Rhode Idand General Laws, asamended, every hospitd licensedin
accordance with Chapter 23-17 of the Rhode Idand General Laws, as amended, isrequired to restock
supplieslisted by the Director of Hedlth that are used by alicensed emergency medical servicesprovider
in trangporting emergency patients to such hospital.

23.21.1 Restocking will not be required: (i) in the absence of documentation of supply usage on the
emergency patient’ sR.I. EMS ambulance run report or (i) if the licensed emergency medical
sarvices provider bills any third party payer for the supplies which were used.

23.21.2 Theliging of supplies that are subject to mandatory restocking in accordance with section
23.21 (above) is available by contacting:

Rhode Idand Department of Hedlth, Divison of Emergency Medicad Services
3 Capital Hill, Room 105

Providence, RI 02908

401-222-2401

Section 24.0 Home Care Services
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24.1

24.2

24.3

244

24.5

24.6

Hospitalswith home care services as defined in section 1.20 herein, shdl have an organizationa structure
designed in accordance with the provisions of section 12.0 (Organization) herein.

A qudified person shdl be responsble for the adminigrative and coordinating functions of the home care
program. Such aperson may bethe physician responsiblefor thegenerd direction of the medica services
of the program.

A multidisciplinary group with representatives of the services provided shdl be established to serveinan
advisory capacity. Thegroup shall meet asfrequently as necessary, maintain written documented reports
of its proceedings, and shdl be responsible for no less than the following:

a) develop and recommend policiesasrequired under sections 18.0 and 19.0 herein, and such other
policies as may be required pertaining to professond and ancillary services provided by and
through the program;

b) assg in maintaining liaison with other hedth care providers,
C) assg in qudity improvement program;
d) review annudly al program policies and make recommendations; and

e) such other related functions as may be deemed advisablewithin the scope of responghbility of sad
group.

The generd responghility for the medica services provided in connection with the home care program
shdl be vested in an gppropriately designated member of the medicd staff in accordance with hospitd

policy.

24.4.1 Regularly scheduled mesetings of personne respongible for the provision of services (such as
program gtaff, hospital personnd and representatives of participating community agencies) shdl be
held to affect coordination of patient care services.

Home hedlth care program personnel shdl be qudified to perform their respective duties in accordance
with state licensure and acceptable professonad qudification standards.

A policy and procedure manua shdl be established which shdl contain guiddinesspecificdly rdaed tothe
program such as:

a) definition of the scope of services offered;
b) admission and discharge policies,

C) procedures to be performed in the home;
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24.7

24.8

d) circumstances that may require the patient to return to the hospitd for treatment;
e) care of patients in an emergency; and
f) other such related policies and procedures.

A medica record shdl be maintained for every patient recaiving servicesin accordance with the provisions
of section 26.0 herein.

Arrangementsfor the provision of servicesby aparticipating community agency or individud provider shdll
be documented by means of a written sgned agreement or contract which shall include specific terms
governing the mutual responsibilities for the nature, scope and cost of service to be provided.

Section 25.0 Laboratory Service

25.1

25.2

253

254

Thedirector of laboratory service shal beamember of themedical staff, preferably apathologist certified
by the American Board of Pathology.

Staff personnel shdl be sufficient in number and adequately qudified and licensed, as gpplicable, pursuant
to Chapter 23-16.3 of the Rhode Idand Generd Laws, as amended.

L aboratories shal have adequate space, equipment and suppliesto performthe required volume of work
with accuracy, efficiency and shdl conform with the fire safety requirements of reference 7.

Provisons shdl be made to assure continuous availability of emergency laboratory services, including
blood transfusion services.

Clinical Laboratory Services

255

25.6

25.7

Examination in the fidds of hemaology, chemidry, microbiology, immunology, urinayss,
immunohematology and other services necessary to meet patient care needs shal be provided within the
inditution in accordance with standard medical practice and the rules and regulations herein.

Hospita clinicd laboratory servicesshal be provided in accordancewith sections 10.1, 10.2, 10.3, 10.4,
10.5,12.1,12.2,13.1,13.2,14.1,14.2,14.3,15.1, 15.2, and 15.2.1 of the regulations of reference 58
herein.

Other Services:

25.7.1 Other services not specifically required by these regulations to be provided on-Ste may be
provided ether by the hospital directly or by contractud arrangement with a Rhode Idand
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25.8

25.9

25.10

licensed laboratory. Such services may include tissue pathology, cytotechnology, cytogenetics,
etc.

25.7.2 In the latter instance, written policies and procedures shdl be established governing prompt
transportation of specimens and submission of reports; and dl surgicaly removed tissuesshdl be
examined by a pathologist and signed reports shal be included in the patient's medica record.

25.7.3 There shdl be a written mechaniam for internal and/or externd professond review of tissue
pathology services as needed.

Autopsy Service:

25.8.1 Anautopsy service shdl be provided ether directly by the hospital or by contractud arrangement
with another licensad indiitution.

25.8.2 In ether case, the facility shal have adequate space, equipment and personnd for the expected
workload; autopsies on reportable death cases shdl be subject to the requirements of reference
30.

Blood Banks & Transfusion Services:

25.9.1 Each hospitd shdl provide gppropriatefacilities and equipment for the procurement, storage and
adminigtration of whole blood and blood products ether directly or through participation in a
multi-facility community blood collection, testing, storage and processing sysem. Psychiatric
hospitd's not providing this service shal be exempt from this requirement.

25.9.2 Written palicies and procedures for dl phases of operation of blood banks and transfuson
services shdl be established and periodicaly revised to comply with standards of reference 8.

Reports:

Authenticated and dated reports of al pathologica and dinical laboratory examinationsincluding autopses
shdl be made part of the patient's medicd record in atimey manner as determined by hospitd policy.

Section 26.0 Medical Records

26.1

26.2

The medicd record sarvice shdl be under the full-time direction of a registered medica record
adminigrator or aregistered hedth information administrator (RHIA) who is certified by the American
Hedlth Information Management Association or who possesses equivaent training and experience.

The medica record department shdl be adequatdly staffed and equipped to facilitate the accurate
processing, checking, indexing, filing and retrieval of al medical records.
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26.3

26.4

26.5

26.6

26.7

26.8

26.9

26.10

26.11

A medica record shall be established and maintained for every person treated on an inpatient, outpatient
(ambulatory) or emergency basis, in any unit of the hospita. The record shdl be available to dl other
units.

Written policiesand procedures shall be established regarding content and completion of medica records
by an appropriate multidisciplinary group. Also, this group shal be responsible for ongoing review.

Entriesinthe medical record shal be made by the responsible person in accordance with hospita policies
and procedures.

Themedicd record shdl contain sufficient information to identify the patient and the problem, to describe
the trestment and document the results.

The content of all medica records (inpatient, outpatient, anbulatory and emergency) shdl conformwith
applicable standards of reference 9.

The medicd record, including the discharge summary, shdl be completed within thirty (30) days of the
patient's discharge.

Provisons shdl be made for the safe storage of medica records in accordance with reference 10.

All medica records either origina or accurate reproductions shal be preserved for aminimum of five (5)
years following discharge of the patient in accordance with section 23-3-26 of reference 11.

26.10.1 Recordsof minorsshdl be kept for at least five (5) years after such minor shal have reached
the age of 18 years.

A mechanism shdl be established to ensure confidentidity of al medica records, including computerized
or eectronic records.

Patient Accessto Medical Records

26.12

26.13

26.14

Medica records, even though the property of thefacility, may berequested by the patient or an authorized
representative. All medical record requests shdl be made in writing.

Charges shdl not be made if the record is requested for continuity of care purposes or for immunization
records required for school admission or by the applicant or beneficiary or individua representing an
gpplicant or beneficiary for the purposes of supporting aclaim or appea under the provision of the Socia
Security Act or any federd or state needs-based benefit program such asMedicd Assstance, Rite Care,
Temporary Disability Insurance and Unemployment Compensation.

No fees shdl be charged to gpplicants for benefits in connection with a Civil Court Certification
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Proceeding or aclaim under the Worker’s Compensation Act R.1.G.L. 28-29-38 asreflectedinRI.G.L.
23-17-19.1(16).

26.15 Recordsmust be provided within thirty (30) days of the request or within thirty (30) daysof completion of

the medicd record (whichever islater).

Section 27.0 Nursing Service

27.1

27.2

27.3

274

27.5

Each hospital shdl have an organized nurang department. A registered nurse qudified on the basis of
education, experience and clinica ability sl be responsible for the nursing service.

There shdl be a sufficient number of registered nurses on duty at dl timesto plan, assign, supervise and
evauate nuraing care aswel asto provide direct patient care as required.

27.2.1 There shdl be aregistered nurse on each inpatient unit at al times.

The number and type of registered nurses and ancillary nursing personnel shal be based on evaluation of
patient care needs and staff capabilities for each patient care unit.

27.3.1 The hospita shdl designate aregistered nurse responsible for development of awritten nuraing
daffing plan. Thisplan shdl be:

a) gpecific by nurdng unit;
b) developed in collaboration with nursing representation from each unit; and
C) flexible to respond to changes in patient acuity and/or census.

Nursang personne shdl be assgned to patient care units in a manner that minimizes the risk of
cross-infection and accidenta contamination.

There shdl be written evidence that the nursing service provides safe and effective nursing care, through
the comprehensve assessment and planning of each patient's care based upon such assessment and the
implementation of the plan.

Section 28.0 Nuclear Medicine

28.1

Hospitals with nuclear medicine service may provide such services ether directly or per contractua
arrangement with another facility having alicensed program in accordance with reference 14.
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28.2 Thedirection of the nuclear service shdl be provided by a member of the medicd saff who through
education and experienceis qudified in nuclear medicine.

28.3 Poalicies and procedures shdl be adopted for the receiving, handling, use, storage and dispostion of
radioactive isotopes based on the guiddines of reference 32.

28.4 Thetype, quantity and quality of equipment for the nuclear medicine service shdl be adequate to conduct
religble diagnostic studies and trestment.

28,5 Thereshdl bequdity control proceduresand aqudity management program asrequired under Part"C" of
the Rules and Regulations for the Control of Radiation (R23-1.3-RAD) of reference 14.

28.6 Recordsof servicesrendered shall be maintained and incorporated in the patient's medica record. Other
records as required by law shal be maintained.

Radiobioassay Examinations

28.7 A nuclear medicine department performing radiobioassay examinations shal comply with theRulesand
Regulations for the Control of Radiation, promulgated by the Rhode Idand Department of Hedlth,
Office of Occupationd and Radiologica Hedth. Furthermore, the nuclear medicine department shdl be
registered with the Office of Occupationa and Radiologica Hedlth and conform to such directivesas may
be promulgated by the Department of Hedlth for possesson and use of radioactive materias.

Section 29.0 Outpatient (Ambulatory Care) Services

29.1 All hospitd outpatient (ambulatory care) services shdl conform to dl gpplicable rules and regulations
herein, Snce such services are an integra part of the hospital and covered under its license.

Section30.0 Pharmaceutical Service

30.1 Each hospitd shdl provide pharmaceutica services ether directly within the ingtitution or by contractud
arangement. In ether ingance, there shdl be evidence of a current pharmacy license in compliancewith
section 519-28 of reference 13. Pharmaceutica services shdl be provided in accordance with the
regulations of reference 62 herein.

Section 31.0 Medical Imaging Services
31.1 Eachhospitd, except those psychiatric hospitals who eect not to provide medica imaging services, shdl
maintain such servicesincluding provisons for emergency coverage, directed by aqudified radiologis,

preferably one certified by the American Board of Radiology or having the equivdent in training and
experience.
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31.2

31.3

314

315

31.6

31.7

31.8

Hospitals maintaining radiothergpy services shal provide for their safe and effective operation under a
director qudified by training and experience in therapeutic radiology.

X-ray equipment facilities and services shal be registered with the Office of Occupational and
Radiological Hedlth in accordance with Part B of reference 14.

Sufficient technica personne shdl be available, consstent with the scope of services provided.

Adequate space and equipment shall be provided for medicd imaging services induding fadilities for
processing and storage of films and records.

Authenticated reports of the radiologist's interpretation, consultation and thergpy shdl be part of the
patient's medical record.

Reports and films shall be preserved in accordance with section 26.9 herein.

All agpects of mammography services shall be managed in accordance with the provisons of theRules &
Regulations Related to Quality Assurance Sandardsfor Mammography (R23-1-MAM) of theRhode
Idand Department of Health and the applicable U.S. Food and Drug Administration (USFDA) regulations
in 21 CFR, pursuant to the Mammography Qudity Standards Act of 1992,

Section 320  Radiation Safety

32.1

32.2

Therequirements of Parts"A" and "F" of reference 14 pertaining to x-ray equipment, safety precautions,
monitoring of personnel and areas, adminidrative procedures, maintenance of records and other
requirements shdl gpply to medica imaging services.

Therequirementsof Part"H" of reference 14 pertaining to particle accd erators shdl gpply to radiotherapy
services utilizing particle accelerators.

Section 33.0 Reporting of Hospital Events & Incidents

Reportable Deaths:

331

33.2

All patient deaths occurring within the hospital, which are reportablein accordance with reference 30, shall
be reported to the Office of State Medica Examiners.

In addition to the above, hospitas shall be subject to the appropriate requirements of reference 30.

Reportable Events:

33.3

The hospital shdl, within 24 hours of receipt of such information, notify the licenang agency of any
reportable event as defined in section 1.35 herein.
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334

335

In cases of kidnapping or e opement, the report to the licenang agency shdl include: patient medica
record rumber; date and circumstances of the kidnapping/el opement; and outcome (e.g., return to
hospitd, adverse effect, etc.) Peer review and follow-up reporting shal be conducted as required in
sections 33.10 and 33.11 herein.

Hedth care facilities shall provide the licensing agency with prompt notice of pending and actud |abor
disputes/actionswhich would impact ddivery of patient care servicesincluding, but not limited to, strikes,
wak-outs, and drike notices. Hedlth care facilities shdl provide a plan, acceptable to the Director, for
continued operation of the facility, suspenson of operations, or closure in the event of such actud or
potentia labor dispute/action.

Reportable I ncidents:

33.6

33.7

33.8

33.9

33.10

33.11

The hospital shdl ensurethat any employee who has reasonable causeto believe areportable incident, as
defined in section 1.36 herein, has occurred reports such information to a high manageria agent within
twenty-four (24) hours of receipt of such information.

The hospitd must maintain records of such reportsincluding al subsequent actions taken.

Any reportableincident occurring on or after June 30, 1994 shdl be reported inwriting to the Department
of Hedlth within saventy-two (72) hours of when the hospital has reasonable causeto believe an incident
has occurred. Any incident(s) occurring prior to June 30, 1994 need not be reported.

Written report shdl be in compliance with section 61.0 herein and shdl include a patient medical record
number but no persond identifier.

Thehospital shdl ensure an gppropriate committee or multidisciplinary group conducts peer review for dl
reportableincidents. The hospitdl shdl notify thelicenang agency of the outcome of theinternd review as
soon asthisinformation is available but in no caselater than Sx (6) months after theinitid report and if the
findings determine that the incident was within the norma range of outcomes, no further action shdl be
required.

If findings conclude that the incident was not within said norma range, the hospita will provide the
licenang agency the following information:

a) an explanation of the circumstances surrounding the incident;
b) an updated assessment of the effect of the incident on the patient;

C) asummary of current patient status including follow-up care and post incident diagnosis, and



d) asummary of al actionstaken to correct identified problemsto prevent recurrence of theincident
and/or improve overdl patient care.

Other Reporting Requirements:

33.12

33.13

The hospitd shdl forward to the licensing agency copies of dl hospitd notifications and reports madein
compliance with the federd Safe Medica Devices Act of 1990.

The hospital shdl report within 24 hours, to the licensng agency, alegations of patient abuse, neglect or
mistreatment as defined in Chapter 23-17.8 of the Rhode Idand Generd Laws, as amended.

Section34.0  Social Services

34.1

34.2

34.3

344

Every hospital shdl provide socid services within the scope of adefined plan.

A socia worker qualified on the basis of education, training and experience in accordance with the
provisonsof Chapter 5-39.1 of the Rhode I|dand Generd Laws, asamended, shdl supervisetheddivery
of socid services on afull, part-time, or consultative basis.

The sarvice shal be staffed by a sufficient number of socia workers, qualified on the basis of education,
training and experiencein accordance with the provisons of Chapter 5-39.1 of the Rhode Idand Generd
Laws, as amended.

Appropriate records shdl be maintained and included in the patient's medical record.

Section35.0  Surgical Service

35.1

35.2

35.3

Hospitasin which surgery isperformed shdl maintain an operating suite and asurgica department/service.
The surgica department/service shdl be governed under rules and regulationswhich include surgica staff
privileges, supporting services of other professona and paramedica personnd, provisonsfor emergency
coverage and operating suite procedures, including standards of reference 28.

The operating suite shal be:

a) under the supervision of aperson qudified by training and experience in operating room service;
b) adequately designed, to include operating and recovery rooms, proper scrubbing, sterilization and

dressing room facilities, sorage for anesthetic agents and shdl be adequatdly equipped as
required by the scope and complexity of services,



354

355

35.6

35.7

35.8

35.9

C) in compliance with safety requirements of reference 16, and dl other codes and regulations of
section 52.1 herein; and

d) provided with prominently posted policies and procedures pertaining to safety controls.

A rogter of current surgicd privileges of every surgicd daff member shdl be maintained on file in the
operating suite.

An operating room register sl be maintained which shall indudeasaminimum: patient's name, hospital
number; pre and post-operative diagnosis, complications, if any; name of surgeon; firg assgtant,
anesthetist, scrub and circulating nurse; operation performed; and type of anesthesa.

The medical daff shal develop a policy acceptable to the Director identifying which tissue/specimens
removed a surgery shal be submitted for pathologica examination.

Policies and procedures governing infection control and reporting techniques shdl be established in
accordance with section 49.1 (d) herein.

The patient's medica record shdl be availablein the surgica suite a time of surgery and shal contain no
less than the following information which shdl be documented prior to surgery:

a) amedica higory, physcad examination and |aboratory studies in accordance with section 19.3
herein;

b) asgned consent for surgical procedure except in emergencies, and
C) apre-operdive diagnoss.

An accurate and compl etedescription of operative procedureincluding post- operative diagnossshal be
recorded by the operating surgeon within 48 hours following completion of surgery.

Section 36.0 Anesthesia Service

36.1

36.2

In hospitalswith an anesthesiadepartment/service, said department/service shall be under the direction of
a board- certified anesthesiologist and shall be organized under written policiesand proceduresregarding
gaff privileges, emergency coverage on atwenty-four (24) hour basis, the adminigration of anesthetics,
the maintenance of safety controls and qudifications and supervison of nontphysician anesthetists and
trainees.

Palicies shdl include provigons, in addition to the above, for the following:

a) pre-anesthesa evauation by aphyscian;
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b) safety of the patient during the anesthesia period;
C) review of patient's condition prior to induction of anesthesiaand post anesthetic evaluation;

d) recording of al events related to each phase of anesthesia care, including the development of an
intraoperative anesthesia record; and

e) the adminigtration of anesthetics, including conscious sedation, in any setting in the hospitd.
36.3  Withrespect toinpatients, a post- anesthesaeva uation shdl be documented within forty-eight (48) hours
after surgery by the individud who administered the anesthesia. If the person who administered the
anesthesaison leave (eg., holiday, vacation, sick), an exception to this requirement shal be permitted.
36.4  With respect to outpatients, a post-anesthesia eva uation to assess proper anesthesarecovery shdl be
performed prior to discharge. All post-anesthesia evauations shdl be performed by the individua who
administered the anesthesia or another qudified anesthesia provider.
36.5 Aneshesaddl only be administered by:
a) aqudified anesthesologis;

b) adoctor of medicine or osteopathy (other than an anesthesiologist);

C) adentit, oral surgeon, or podiatrist who is qualified to administer anesthesa under Sate law or
regulaion;

d) a certified registered nurse anesthetist (CRNA) acting within his’her scope of practice and as
authorized by the governing body;

e) a physcian assstant acting within his’her scope of practice and as authorized by the governing
body;

f) a catified nurse-midwife acting within hisher scope of practice and as authorized by the
governing body;

0 acertified registered nurse practitioner acting within his’her scope of practice and asauthorized by
the governing body.

Section 37.0 Obstetric Service

37.1 Hospitaswith an obstetric service shal provide adequate and comprehensive care to mothers and their
newborn infants in an environment which provides protection from infection and cross-infection.
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37.2

37.3

374

37.5

37.6

37.7

37.8

37.9

37.10

37.11

37.12

37.13

Written policies and procedures shdl be developed to cover dternative use of obstetrical beds. These
may include, but need not be restricted to patients undergoing "clean” gynecologic surgery.

The obstetric unit shdl be under the generd supervison of aregistered nurse with training and experience
in obstetric nursing.

The practice of midwifery shal be governed by the statutory and regulatory provisonsof reference 35; dl
policies, procedures and protocols shal be gpproved by the medica staff and the governing body.

Hospitaswith an obgtetric service shdl have no lessthan the following supportive servicesavailableona
twenty-four (24) hour basis.

a) diagnogtic x-ray;

b) blood or blood component transfusion service;

C) clinica |aboratory; and

d) anesthesia service in accordance with section 36.0 herein,

Satisfactory provisonsshal bemadefor the care of patientsin labor in adequately equipped |abor rooms,
conveniently located to the ddivery room.

The ddivery room(s) shdl be of sufficient number and Size to accommodate expected case load,
personnel and equipment.

The delivery room shall meet gpplicable codes and regulations of sections 52.0 and 53.0 herein.

Hospitals performing both surgery and obgtetric services shdl maintain individudly identified surgica and
obgtetric suites. Shared overflow facilities may be consdered under specia circumstances with advance
aoprovd of the licensing agency.

Provisonsshdl be madewithin the ddivery areafor theimmediate care of emergencieswith al necessary
emergency equipment available.

An acceptable method and procedure shal be established for the podtive associative identification of
mother and child in the ddlivery room.

Facilities shdl be avalable and policies and procedures established for maternity patients requiring
isolation in accordance with section 49.0 herain.

A medicd record shdl be maintained for each mother and newborn and the gpplicable standards of
references 19 and 20 shdl serve as guiddines in determining minimum content.
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37.13.1 A record of any prenata care rendered shal be onfile at the hospita and become part of the

patient's medical record.

37.14 Where not otherwise covered in these regulations, the standards of reference 20 sl serveasaguidein
defining adequacy of the practices, facilities and equipment in the obstetric unit.

37.15 A policy and procedure manud shdl be established which contains guideines specificadly related to the
adminigtration and management of clinical services pertaining to no less than the following:

a)

b)

d)

o)

h)

definition of the limits of practice and services provided,

a sgned informed consent which attests to the patient's full awareness of the type of services
provided, and the hospital's recognition of parental choice for specific care services, except in
emergency Stuations and provisons required by law;

the orientation and childbirth education program for expectant mothers,

plan of care to be developed by staff with the participation of the patient; such plan shdl be
mutualy acceptable to the patient and staff but must include those provisons required by law.
Furthermore, the plan shdl identify parental choices pertaining to such services as the use of
anesthesia; breast-feeding; circumcision of newborn mae; and need for postpartum supportive
Services,

medical consultation (pediatric, OB/GY N or other);
the use of controlled substances,

accessihility to diagnogtic servicesincluding laboratory, sonography, medica imaging, eectronic
monitoring, intengve care;

permitting the attendance of partners and/or family members during labor and ddivery;

postpartum care based on acceptable standards for follow-up and evauation after discharge
which includes no less then:

l. provisons for the immediate postpartum care and assessment of newborn; eye
prophylaxis to newborn; Rhogam test; metabolic screening and other tedts for the
newborn asmay be required by law; postpartum examination; assessment of mother-child
relationship including breest-feeding; follow-up careand family planning; preparation and
submission of hirth certificates; ingruction in child care; immunizations and such other
intrgpartum and postpartum care as may be appropriate; and
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) such other as may be deemed necessary and appropriate.

37.16 Mothers may be discharged only if prenatd, perinatal and infant risk factors have been identified and
documented according to the perinata screening protocol of the Department (see Appendix "B") and the
discharge plan includes confirmed arrangementsfor gppropriate home and community follow-up services
to address those risks. (See aso sections 38.7; 38.8; 38.10 and 37.14 herein).

Section 38.0 Newborn Service

38.1 Hospitdswith anewborn service shdl have aregistered nurse with experiencein the care of the newborn
and shall beresponsiblefor the nursaing care of newborn infants. The gppropriate nursing personne shal
be present in the nursery at dl times.

38.2 Accessto the nursery shdl be limited to parents and personnd who are immediately concerned with the
care of the newborn and the nursery environment and who are free of communicable infections.

38.3 The nursery shall be located and arranged to provide complete protection of newborn infants from
infection and cross-infection and nursery accommodations shdl include but shdl not be limited to:

38.3.1 A regular nursery for the care of hedthy infants, excluding:
a) infants with transmissible disease;
b) infants born to a mother who isacarrier or isinfected by transmissible disease;
C) infants born outsde the hospital or readmitted with suspected transmissible disease;
d) infants who are exposed to or have been infected; and
€) other infants excluded by the medica staff.

38.3.2 An isolation facility for the care of newborn infants with a suspected or confirmed diagnoss of
infection.

38.3.3 A premature nursery for the care of premature infants or other high risk and serioudy ill infants
with non-infectious conditions. Vigoroushedthy prematureinfants may be cared for intheir own
protected environment, such asin astandard incubator in the regular nursery.

38.4 A defined policy for the care of infants born outside the hospita, for infants born of amother who hashad
no prenata care, or for infants suspected of harboring an infectious disease.

38.5 Theventilation sysem shdl maintain pogtive pressure in the nursery and shdl beingdled in accordance
with section 7.31 of reference 17.
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38.6

38.7

38.8

38.9

38.10

38.11

38.12

38.13

Prophylactic treatment to the eyes of newborn infants shal be administered in accordance with section
23-13-12 of reference 18.

The physician attending anewborn child shal cause said child to be subject to the testslisted in theRules
and Regulations Pertaining to the Fee Sructure for the Newborn Metabolic and Sckle Cell
Disease Control Program and the Newborn Hearing Impairment Screening Program (R23-13-
MET/HRG) of reference 47.

An adequate record of the pertinent facts of the gestation and immediate neonatd period shdl accompany
the infant to the nursery and become part of the infant's medica record and may be used to assst in
conducting risk assessments for discharge planning and public hedth services.

Where otherwise not covered in these regulations, the slandards of reference 19 shdl serveasaguidein
defining the adequcy of fadilities, equipment, furnishingsand practicesin the newborn nursery and formula

room.

Hogpitd daff shdl deveop a multidisciplinary discharge plan for any drug exposed baby, pursuant to
section 24 of Chapter 42-72-5 of the Rhode Idand Genera Laws, as amended.

Infants may be discharged only if prenatd, perinatad and infant risk factors have been identified and
documented according to the perinatal screening protocol of the Department (see Appendix "B") and the
discharge planincludes confirmed arrangementsfor gppropriate home and community follow-up services
to address those risks. (See aso sections 38.7; 38.8; 38.10 and 37.14 herein).

Each hospitd that provides newborn/obstetrica servicesshdl report to the Department the following data
for each fiscd year:

a) the number of births;

b) the number of very low birth weight neonates (501-- 1500 grams);

C) the number of low birth weight neonates (1501 -- 2500 grams);

d) neonatd mortdity rates by birth weight class,

e) admissions and transfers to neonatd intensive care units.

Each hospitdl that provides newborn/obstetrical services shal maintain records of morbidity rates of

neonates for nosocomid infections, necrotizing enterocolitis, bronchopulmonary dysplasa, and
intraventricular hemorrhage.

51



38.14 Each hospita that provides newborn/obstetrical services shdl report annualy to the Department its
aurviva rates for the hospita fisca year as compared with the most recent rates reported by the National
Ingtitute of Child Hedlth and Human Devel opment Neonatal Network and themorbidity rates specifiedin
section 38.13 (above). If the survivad rate for the hospitd’ s newborn unit islower thanthe survivad rates
reported by the Nationa Ingtitute of Child Health and Human Development Neonatal Network by more
than twenty-five percent (25%), the newborn unit shdl file a written plan with the Department for the
identification of the cause(s) of excess mortality and a plan for correction, if indicated.

Section39.0  Birth Center Service

39.1 Hospitaswithan obgtetric service may eect to have abirth center service asdefined in section 1.2 herein.
An organizationd gructure for such service shdl be designed in accordance with section 12.0 herein.

39.2 The birth center service shdl be under the direction of a medica director who is a board certified
obgtetrician/gynecol ogigt, with full obstetrical privileges, and who shdl beresponsblefor dl thedinicd and
medica matters pertaining to the management of pregnancy, birth, postpartum, newborn and gynecologica
hedlth care of low-risk women, including the gpprova of written policiesand proceduresand protocol sfor
midwifery care management where gppropriate and applicable.

39.2.1 "Low-RisK" refers to expected norma, uncomplicated prenatal course, assisted by adequate
prenatal care and prospects for anorma uncomplicated birth based on continua screening for
high risk factorswhich would preclude admission to the center, or requirereferral and/or transfer
from the center in accordance with the transfer policies pursuant to section 18.1 (f) herein.

39.3 A midwife licensed in this Sate or a physician with obgtetric privileges may be designated to direct the
adminigtrative operation of the center and the management of clinical services.

39.4  An gppropriate number of qudified professonds and ancillary personnd shal be assgned to the birth
center service. Two (2) daff members shdl be in attendance a each birth, one of the two shdl be a
physician with hospita obgtetric privileges or amidwife with ddivery privileges and licensed in this Sate.
The other member may be alicensed midwife with deivery privileges, an obstetric physician or alicensed
nurse with training and experience in obstetric care and resuscitation of the newborn.

39.4.1 The practice of midwifery shal be governed by the statutory and regulatory provisons of
reference 35; al policies, proceduresand protocolsshdl be gpproved by themedica director and

the governing body.

39.4.2 Thereshdl be onthe premisesat dl times, when awomanisin labor, agtaff person who holdsa
current certificate in cardiopulmonary resuscitation from a recognized program such as the
American Heart Association.

39.4.3 Whenever one or more women in labor are on the premises, there shdl be one staff member in
excess to the number of women in labor.
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39.5 A policy and procedure manud shal be established which contains guiddines specificaly related to the
adminigration and management of dlinica services pertaining to no less than the following:

a)

b)

9

h)

)

K)

definition of the limits of practice and services provided,;

the criteria for the sdection of clients based on established medical and socid risk factors
associated with possible poor outcomes and utilizing as guidelines no less than the risk factors of
reference 36, which would preclude admission to the center;

the criteriafor the referrd and/or transfer of dientsand/or newborn utilizing asguiddinesthe high
risk factors of reference 36;

a dgned informed consent which attests to the dient's full awareness of the type of services
provided at the birth center, and the birth center's recognition of parental choicefor specific care
sarvices, except in emergency Stuations and provisons required by law;

the orientation and childbirth education program for expectant mothers, based onthe provisonsof
reference 36;

plan of care to be deveoped by gaff with the participation of the client; such plan shdl be
mutually acceptable to the client and staff but must include those provisons required by law.
Furthermore, the plan shal identify parental choices pertaining to such services as the use of
anesthesia in accordance with reference 36; breast-feeding, circumcision of newborn male, and
need for postpartum supportive services. Such plan shall be based on the provisionsof reference
36;

prenatal careto be provided either directly at the birth center or in another setting as gpproved by
the medical director and the governing body; and provided, the professond gaff providing the
prenata care meets the staff requirements herein, and policies are established by the medical

director governing the prenata care practices and admisson criteriaof awoman in active |abor,
which are congstent with the birth center services practice;

medica consultation (pediatric, OB/GY N or other);

the use of controlled substance;

the use of anesthesia in accordance with reference 36;

bility to diagnostic servicesincluding laboratory, sonography, medica imaging, eectronic
monitoring, intensve care;

labor and ddivery (including provisions pertaining to section 5.1.1 herein);
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39.6

39.7

39.8

39.9

m) permitting the attendance of partners and/or family members during labor and ddivery;
n) the provison of services on atwenty-four (24) hour basis,

0) postpartum care based on acceptable standards for follow-up programs of care and postpartum
evaluation after discharge which includes no less than:

I. discharge of mother and newborn generdly within twenty-four (24) hours after birth;

i. accessihility by telephone, twenty-four (24) hoursaday of center'sphysician, midwifeor
nurse to assist mothersin case of need during postpartum period,

. home vigtation within twenty-four (24) hours of discharge by a member of the center's
professond gaff to insure continuity of care and assessment of mother and newborn;

V. provisons for the immediate postpartum care and assessment of newborn; eye
prophylaxis to newborn; Rhogam test; metabolic screening and other tedts for the
newborn asmay be required by law; postpartum examination; assessment of mother-child
relationship including breest-feeding; follow- up careand family planning; preparation and
submission of hirth certificates;, ingruction in child care; immunizations and such other
intrgpartum and postpartum care as may be appropriate; and

9)) such other as may be deemed necessary and appropriate.

A mechanism shdl be established for the systematic review of professond and adminigtrative servicesand
the quality improvement program.

A dinica record shdl be maintained for every client and newborn in accordance with the appropriate
provisons of section 26.0 herein.

Food Services: provisonsshdl bemadefor theavailability of gppropriate nourishmentsand light snacks
for dients and family members.

Physical Setting and Equipment: birth center service shall be provided in ahome-like environment,
designated and equipped to protect the hedth and safety of clients and personnd, and to facilitate
emergency exit for the transfer of mothers and/or newbornsin the event of emergency.

39.9.1 Reception areas, examination room, family rooms and other supportive areas shdl be provided
and designed to give privacy and comfort to clients and their families.

39.9.2 The hirth room shdl be spacious enough to accommodate staff to move fredy and to include at
least:



alarge bed or double bed;

chairs (lounge and straight- back);

abassnet;

gpace for birth room supplies and equipment and family belongings, and

access to asink with hot and cold running water with €bow-wrist controls.

39.9.3 Acceptable toilet facilities shdl be available to each laboring woman and adequate shower
facilities shdl dso be available.

39.9.4 Provisons shdl be made for areas such as medication and storage aress, utility areas and such
others as may be necessary.

39.9.5 Equipment inthe birth center shdl be limited to those items needed to provide low risk maternity
care and shdl include equipment to initiate emergency procedures in life threstening events to
mothers and newborns.  Such equipment shdl include:

a)
b)
C)
d)
€)

)

oxygen and pogitive pressure masks,

ddee trap suction and infant laryngoscope and airways,

IV equipment;

blood expanders,

medications identified in protocols for emergency needs, and

infant transport equipment and infant warmers.

39.10 Mothers and infants may be discharged only if prenatd, perinata and infant risk factors have been
identified and documented according to the perinatal screening protocol of the Department (see Appendix
"B") and the discharge plan includes confirmed arrangementsfor gopropriate home and community follow-
up services to address those risks. (See aso sections 38.7; 38.8; 38.10 and 37.14 herein).

Section40.0 Tertiary Care Services: Neonatal I ntensive Care Units (NI CUSs)

Approval to Operate a NI CU and General Requirements
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40.1

40.2

40.3

40.4

40.5

40.6

In order to use the designation “neonatal intensive care unit” or “ NICU”, a hospital shall obtain
goprova from the Department’ s Divison of Facilities Regulation. Said gpprova shdl be issued by the
Department if the NICU meets the requirements defined herein.

a) Each hospitd shal renew this NICU designation annudly.

Upon satisfactory review of al requested documentation and upon the determination that the hospital has
achieved the volume/quality standards described herein, the Department shdl gpprove the hospital’s
designation asaNICU.

A hospitdl that has not recelved approva by the Department under this section shdl not use the
designation “neonata intensve care unit” to describe any such services provided.

A hospitd that operates a neonata intensive care unit gpproved by the Department shdl maintain

capabilities and provide services that include, but are not limited to, those capabilities and services
described in sections 40.13, 40.14 and 40.15 (below).A hospita that operates aneonatd intensive care
unit approved by the Department shall upgrade its capabilities and services as needed to meet the
recommendations of the American Academy of Pediatrics and the American College of Obstetriciansand
Gynecologidts.

A NICU shdl provide consultation, transportation, and professiona educationd offeringsto staff of other
obgtetricd facilitiesin the Sate.

A hospita that operates a neonatal intensive care unit approved by the Department shdl have written
protocols in place that incorporate the following components:

a) continuous involvement of parents in an infant's care to maximize pre-discharge education
regarding care of the infant;

b) nurs ng orientation and ongoing inservice education in the theory and skillsnecessary tofunctionin
aneonatd intengve care unit environment;

C) emergency transport of infants to the neonata intensive care unit from other facilities;

d) adminigration, credentiding of saff, and saffing patterns of the neonatal intensive care unit.

Minimum Standards; Volume

40.7

40.8

An exiging neonatd intendve care unit shdl mantain an average daly census of a leadt fifteen (15)
neonates. Falureto maintainthisvolumeleve shdl result inthependties set forth in section 40.16 herein.

As part of the gpprova process for anew (or proposed) neonatad intensive care unit, the hospitd shall
provide datato the Department demongirating areasonabl e expectation of referrals of high risk maternity
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40.9

patients so that an average daily census of at least fifteen (15) neonatesis achievable within two (2) years
of its opening date.

As part of the gpprova process for anew (or proposed) neonatad intensive care unit, the hospitd shall

also provide any available datato the Department regarding whether the addition of the proposed neonatal

intensive care unit islikely to result in the average daly censusfdling below fifteen (15) neonates a any
exiging neonad intengve care unit(s) in the date. If this outcomeislikdy, the proposa shdl describe
how the overdl qudity of carefor dl very low birth weight neonatesin the sate will beimproved with the
addition of the proposed unit.

Minimum Standards; Survival Rates

40.10

40.11

40.12

Each hospita that has an gpproved neonatd intensive care unit shal maintain a record of the neonata
aurvivd rate (i.e, therate at twenty-eight [28] daysafter delivery) and survivd rate at dischargefor very
low birth weight neonates by 250 gram weight groups (i.e., 501--750 grams, 751--1000 grams, 1001--
1250 grams, 1251--1500 grams).

Each hospitd shdl maintain records of morbidity rates of neonatesfor nosocomid infections, necrotizing
enterocalitis, bronchopulmonary dysplasa, and intraventricular hemorrhage.

Each hospitd shdl report annudly to the Department its survivd rates for the hospitd fiscd year as
compared with the most recent rates reported by the Nationd Ingtitute of Child Health and Human
Development Neonatal Network and the morbidity rates specified in section 40.11 (above). If the
survival rate for the hospital’ s neonatd intengive care unit is lower than the surviva rates reported by the
Nationd Ingtitute of Child Hedlth and Human Devel opment Neonatal Network by more than twenty-five
percent (25%), the neonatd intensive care unit shdl file a written plan with the Department for the
identification of the cause(s) of excess mortdity and for correction of the rates.

Staffing Requirements

40.13

A hospita that operates aneonatd intensive care unit gpproved by the Department shdl bein compliance
with the following staffing requirements:

a) A board-certified neonatologist licensed in Rhode Idand shall be desgnated as the medica
director of the neonatd intensve care unit;

b) The registered nurse who has respongbility and accountability for the twenty-four (24) hour
nursing management of the neonatd intensive care unit shal, a aminimum, be licensed in Rhode
Idand, have earned a bachelor’ s degree in nursing with additiond education in neonatology, and
have three (3) years of clinicd experience, two (2) of which are in the specidty area of
neonatology;

C) A regigered dietitian licensed in Rhode Idand with experiencein neonatd nutrition shal actively
participate in the management of neonates in the neonatd intensive care unit;
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d)

A respiratory therapit licensed in Rhode Idand and trained in the neonatol ogy specidty areashdl
be available to the neonatal intensive care unit twenty-four (24) hours per day.

Service Requirements

40.14 A hospitd that operatesaneonatd intensive care unit gpproved by the Department shal provide services
that incdlude but are not limited to the following:

a)

b)

o)

h)

twenty-four (24) hour emergency transport team for transferring sck newborns from the birth
fadility to the neonatd intensve care unit;

ventilatory assistance and/or complex respiratory management;

cgpability of continuous intravenous administration of vasopressor agents;
insertion and maintenance of al types of venous and arterid lines,

phototherapy;

exchange trandfusions;

continuous cardiorespiratory monitoring;

complex nutritiona and metabolic management indluding total parenterd nutrition;
extengve pediatric radiology, diagnostic imaging, and subspecidty services,

full range of laboratory services including microchemistry available on a twenty-four (24) hour
basis

pharmacy services experienced in neonata medications and dosage;
surgicd thergpies and post-surgica care for the neonate;

access to pediatric subspecidty consultation;

availability of developmenta consultation;

organized interdisciplinary process for continuous quaity monitoring;

crigs-oriented support and ongoing psychosocid services, including socid work servicesand the
availability of psychiatric consultation for the parents of the neonate.
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Equipment Requirements

40.15 A hospitd that operates a neonatd intensve care unit goproved by the Department shdl maintain
equipment in good working order that includes but is not limited to the following:

a) incubators,
b) cardiorespiratory monitors with high/low darm and oximeters,
C) warming tables;
d) infuson pumps,
e) oxygen humidification and warming systems;
f) oxygen andyzer;
0 transcutaneous blood gas monitors;
h) arterid and venous catheterization equipment;
i) resuscitation and other life support medications and equipment;
) ventilators with hested humidity and darm systems,
k) transducers for invasive cardiac monitoring;
) transport incubators.
Penalties for Noncompliance
40.16 The pendtiesfor violations of the standards set forth in section 40.0 herein shall be in accordance with
those st forth in Chapter 23-17 of the Rhode Idand Generd Laws, asamended. Failureto maintainthe
minimal neonatd intengve care unit dandards set forth herein shdl result in the revocation or suspension of
the hospitd’ s neonata intengve care unit designation and/or cessation of its activities.

Section41.0 Tertiary Care Services: Coronary Angioplasty Programs

Approval to Operate a Coronary Angioplasty Program and General Requirements
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41.1 Inorder to use the designation “coronary angioplasty program”, ahospitd shal obtain gpprova from

41.2

41.3

414

41.5

the Department’ s Divison of Fecilities Regulation. Said gpprova shal be issued by the Department if the
coronary angioplasty program meets the requirements defined herein.

a) Each hospitd shdl renew this coronary angioplasty program designation annually.

Upon satisfactory review of al requested documentation and upon the determination that the hospital has
achieved the volume/qudity standards described herein, the Department shal approve the hospitd’s
designation as a coronary angioplasty program.

A hospitdl that has not recelved approva by the Department under this section shdl not use the
designation “ coronary angioplasty program”, or any substantially smilar phrase, to describe any such
services provided and shall not perform coronary angioplasty.

A hospital that operates a coronary angioplasty program approved by the Department shal maintain
capabilities and provide services that include, but are not limited to, those capabilities and services
described in sections 41.11, 41.12 and 41.13 (below). A hospitdl that operates acoronary angioplasty
program approved by the Department shal maintain its capabilities and services as needed to meet the
recommendations of the American College of Cardiology and the American Heart Association.

Facilities that had previoudy held the designation as a coronary angioplasty program and that no longer
meet volume standards for a coronary angioplasty program shall propose to the Department a plan to
achieve optimum volume standards or to refer patientsto other appropriatefacilities. Thefacility shal post
notice and otherwise notify patients, physicians, and payers that its Satus as an gpproved coronary
angioplasty program has been suspended.

Minimum Standards; Volume

41.6

41.7

41.8

An exiging coronary angioplasty program shal maintain an annua utilization rate of at least four hundred
(400) angioplasty procedures per year. Fallureto maintainthisvolumelevd shdl result inthe penaties set
forth in section 41.17 herein.

Aspart of the gpprova processfor anew (or proposed) coronary angioplasty program, the hospital shall
provide data to the Department demonstrating a reasonable expectation of attaining and maintaining a
utilization rate of four hundred (400) angioplasty procedures per year within two (2) years of itsopening
date.

Aspart of thegpprova processfor anew (or proposed) coronary angioplasty program, the hospital shall
adso provide any available data to the Department regarding whether the addition of the proposed
coronary angioplasty programislikely to result in the annua volume of procedures performed by existing
angioplasty programsfaling below four hundred (400) angioplasty procedures per year. If thisoutcomeis
likely, the proposa shdl describe howthe overdl qudity of carefor dl angioplasty patientsinthe gate will
be improved with the addition of the proposed program.
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Minimum Standards: Survival Rates

41.9 Eachhogpitd that has an gpproved coronary angioplasty program shdl maintain arecord of theinhospita
mortality rate and emergency coronary artery bypassgraft (CABG) rate (i.e., bypass operation during the
same hospita stay) for patients having angioplasty. To the extent possible, risk adjusted rates, based on
datafrom nationdly recognized databases and methods acceptable to the Director, shall be used.

41.10 If itisdetermined that the hospital's coronary angioplasty program'smortality rate exceedsthat of seventy-
five percent (75%) of dl hospital s doing this procedure based on datafrom nationdly recognized databases
for the most recent year for which data are available, then the hospital shdl file aplan for identification of
the cause of the excess mortdity and aplan for correction in accordance with the requirementssat forthin
section 63.0 herein. (If the mortdity rate of the hospital's coronary angioplasty program does not exceed
the average rate reported by the nationally recognized databases by more than five (5) deaths per one
thousand (1,000) cases, then the ratefor the hospital shall be considered to bein agtatisticaly acceptable

range).

Staffing Requirements

41.11 A hospita that operates a coronary angioplasty program approved by the Department shall be in
compliance with the following saffing requirements:

a)

b)

d)

A board-certified cardiologist licensed in Rhode Idand shdl be designated asthe director of the
cardiac catheterization laboratory that includes the coronary angioplasty program.

Physciansdoing angioplasty procedures shdl havetraining in cardiology, pediatric cardiology, or
cardiovascular radiology.

Each hospital that has an gpproved coronary angioplasty program shdl have awritten procedure
for granting and renewing privileges for physician operators that specifies the required training,
experience, board certification, annual volume of procedures, and other factorswhichwill indicate
acceptable proficiency.

The hospitd shal monitor annud procedura volume, complication rates, emergency CABG rates,
and inhospital mortality for each operator.

i) For the purpose of counting procedures, aninterventional procedureisdefined asasingle
session with apatient in the procedure room, irrepective of how many or what types of
interventionsare performed during the sesson. Only onephyscian may claim credit for a
particular procedure. A physician-operator who claims credit for a procedure is the
physicianin charge of it. Inateaching program, the trainee will take an activerolein the
procedure under the direction of the supervisng physcian, who is respongble. The
attending physician who takes primary responsibility for the procedure shal be credited
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with performing it.

e) Thenursng supervisor shal be aregistered nurselicensed in Rhode Idand familiar withtheoverdl
function of the cardiac catheterization laboratory with critica care experience, knowledge of
cardiovascular medications, ability to sart intravenous solutions, and experiencein operating room
techniques.

f) Atleast one (1) technologist, who may or may not beacertified radiologicd technologist, shal be
skilled in radiographic and angiographic imaging principles and techniques.

Service Requirements

41.12 A hospitd that operatesacoronary angioplasty program approved by the Department shdl have available
in the facility a coronary artery bypass graft surgery program gpproved by the Department.

Equipment Requirements

41.13 A hospitd that operates a coronary angioplasty program approved by the Department shal have a
catheterization laboratory that shal have proper equipment that isappropriate for the types of procedures
performed in the |aboratory and isin accordance with the guidelinesissued periodicaly by the American
College of Cardiology and the American Heart Association.

Quality of Care

41.14 The coronary angioplasty program shdl have regular, frequent, and forma review in amultidisciplinary
conference of dl deaths and mgor complications.

41.15 Thecoronary angioplasty program shal maintain adatabase, acceptableto the Director, thet collectsand
andyzes paient data sufficient to andyze utilization and outcome data and to determine the reasons for
substantid deviations from the average utilizations and outcomes reported by nationdly recognized
databases.

Reporting Requirements

41.16 Each hospita with an approved coronary angioplasty program shal report to the Department for each
hospitd fiscal year:

a) the number of coronary angiographies,
b) the number of coronary angioplasties by primary operator;
C) the number of coronary artery bypass graft surgeries by principa surgeon;

d) the number of emergency coronary artery bypass graft surgeriesin the same hospitd stay
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following coronary angioplasty;
e) the inhospita mortdity rate for coronary angioplasty patients;
f) the inhospital mortdity rate for coronary artery bypass graft surgica patients;
0 the number of coronary angioplasties by indication for performing the procedure; and

h) such other data as specified by the Director.

Penalties for Noncompliance

41.16 The pendtiesfor violaions of the sandards set forth in section 41.0 herein shdl be in accordance with

those set forth in Chapter 23-17 of the Rhode Idand Generd Laws, asamended. Fallureto maintainthe
minima coronary angioplasty program standards set forth herein shal result in the revocation or
suspension of the hospitad’ s coronary angioplasty program designation and/or cessation of its activities.

Section42.0 Tertiary Care Services: Coronary Artery Bypass Graft Surgical Programs

Approval to Operate a Coronary Artery Bypass Graft Surgical Program and General Requirements

42.1

42.2

42.3

42.4

Inorder to usethe designation “ coronary artery bypass graft surgical program” , ahospita shdl obtain
gpprova from the Department’ s Divison of Facilities Regulation. Said approva shdl be issued by the
Department if the coronary artery bypass graft surgical program meets the requirements defined herein.

a) Each hospitd shall renew thiscoronary artery bypassgraft surgica program designation annudly.

Upon satisfactory review of al requested documentation and upon the determination that the hospital has
achieved the volume/qudity standards described herein, the Department shall gpprove the hospitd’s
designation as a coronary artery bypass graft surgicd program.

A hospitd that has not received gpprova by the Department under this section shal not use the
designation “coronary artery bypass graft surgica program”, or any subgtantidly smilar phrase, to
describe any such services provided and shdl not perform coronary artery bypass graft surgeries.

A hospitd that operates a coronary artery bypass graft surgica program approved by the Department
shdl maintain capatiilities and provide services that include, but are not limited to, those capabilities and
services described in sections 42.11, 42.12, 42.13 and 42.14 (below). A hospital that operates a
coronary artery bypass graft surgica program approved by the Department shall maintain its capabilities
and services as needed to meet the recommendations of the Society of Thoracic Surgery, American
College of Cardiology, and the American Heart Association.
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42.5

Facilitiesthat had previoudy held the designation as a coronary artery bypass graft surgica program and
that nolonger meet volume standardsfor acoronary artery bypassgraft surgica program shall proposeto
the Department a plan to achieve optimum volume standards or to refer patients to other gppropriate
fadlities. The facility shal post notice and otherwise notify patients, physicians, and payersthat its atus
as an approved coronary artery bypass graft surgica program has been suspended.

Minimum Standards; Volume

42.6

42.7

42.8

An exigting coronary artery bypassgraft surgica program shdl maintain anannud utilizetionrate of & least
five hundred (500) surgical patients per year who require cardiopulmonary bypass capability, the mgority
of whom have coronary artery bypassgrafts. Patientswho have minimdly-invasve coronary artery bypass
graft operations shdl beincluded in the counted patients. Failureto maintain thisvolumeleve shdl result
in the pendties set forth in section 42.18 herein.

As part of the approva processfor anew (or proposed) coronary artery bypass graft surgica program,
the hospital shdl provide datato the Department demonstrating areasonable expectation, within three (3)
years of its opening date, of attaining and maintaining a utilization rate of five hundred (500) surgicd
patients per year who require the availability of cardiopulmonary bypass.

As part of the approva processfor anew (or proposed) coronary artery bypass graft surgical program,
the hospital shall dso provide any available datato the Department regarding whether the addition of the
proposed coronary artery bypass graft surgicd program is likely to result in the annua volume of
procedures performed by existing coronary artery bypass graft surgica programs fdling below five
hundred (500) procedures per year. If thisoutcomeislikdy, theproposa shal describe how theoverdl
qudity of carefor al coronary artery bypassgraft patientsin the state will beimproved with the addition of

the proposed program.

Minimum Standards; Survival Rates

42.9

42.10

Each hospital that has an approved coronary artery bypassgraft surgica program shal maintain arecord
of the inhospitd mortality rate for patients having coronary artery bypass graft surgery. To the extent
possible, risk adjusted rates, based upon data from nationaly recognized databases and methods
acceptable to the Director, shall be used.

If itisdetermined that the hospitad's coronary artery bypassgraft surgicd program's mortdity rate exceeds
that of seventy-five percent (75%) of dl hospitas doing this procedure based on data from nationaly
recognized databases for the most recent year for which data are available, then the hospital shdl filea
planfor identification of the cause of the excessmortdity and aplan for correction, in accordance with the
requirements set forth in section 63.0 herein. (If the mortdity rate of the hospita's coronary artery bypass
graft surgica program does not exceed the average rate reported by the nationally recognized databases
by more than five (5) deaths per one thousand (1,000) cases, then the rate for the hospital shall be
considered to be in a gatistically acceptable range).
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Staffing Requirements

42.11 A hospita that operates a coronary artery bypass graft surgica program approved by the Department
shdl bein compliance with the following saffing requirements:

a)

b)

d)

9

A cardiac surgeon certified by the American Board of Thoracic Surgery or equivaent certifying
body shdl be designated as director of the coronary artery bypass graft surgical program.

A hospitd coronary artery bypass graft surgicd program should have a minimum of two (2)
qudified cardiac surgeons.

Each hospita that has an approved coronary artery bypass graft surgica program shdl have a
written procedure for granting and renewing privileges for surgeons that specifies the required
training, experience, board certification, annua volume of open heart procedures, and other
factors that will indicate acceptable proficiency. The hospitd shal monitor annua procedurd

volume, complication rates, and inhospital mortaity for each surgeon.

Other specidly trained physicians asssting the cardiac surgeon shdl be cardiac surgical assstants,
cardiac anesthesiologigts, cardiologists, and other qudified consultants.

Nursing personnel shal include surgica nurses specidly trained in cardiac surgicad nursing, cardiac
surgery intensive care nuraing, and cardiac nurse educators.

Perfusonists shdl betrained in the preparation, maintenance, and operation of pump-oxygenators
and related equipment during open heart surgery and shal be knowledgeable about red blood
cdll-saving procedures and circulatory assst devices. The perfusionist_shal work under the
direction of the cardiac surgeon or the cardiac anesthesiologist or both.

Other personnd required shdl be a full complement of hospitd professonds including
pharmacists, dietitians, respiratory therapists, socia workersand physica thergpistswith cardiac
rehabilitation skills.

Service Requirements

42.12 Coronary angiography of diagnostic qudity shdl be available. Facilities that treat pediatric patients shdl
provide for biplane angiography.

Equipment Requirements

42.13 Thecardiac operating room shal be aroom with requisite pace and equipment for open heart surgery. It
shdl have adequate dectrica grounding, oxygen and vacuum supply, proper illumination, and capability of
supporting thetechnica equipment used in cardiopulmonary bypass, including the pump- oxygenators, heat
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exchange equipment, cell saver, anesthetic apparatus and assist devices.

42.14 Thecardiacintensve care unitsshal be operated under the direction of aqudified physician and have aunit
nursedirector. It shdl havetypicd intendve care capabilitiesinduding continuous dectrocardiographicand
hemodynamic monitoring and recording and equipment and personnd for full ventilatory support. The
gpace shdl accommodate multiple life support systems, such asintrasortic balloon pumps, ventricular and
total circulatory assst devices, and hemodiaysis machines. Portable chest x-rays should be available
twenty-four (24) hours per day. The unit shal be able to obtain immediate reports on blood gas andysis,
serum electrolyte measurements, and certain other lab tests. The number of beds shdl be one-half (1/2) the
number of open heart operations performed each week.

Quality of Care
42.15 The cardiac surgery program shdl have regular, frequent, and formd review in a multidisciplinary

conference of dl deeths and mgor complications.

42.16 The cardiac surgery program shdl maintain a regisry, acceptable to the Director, that collects and
andyzes paient data sufficient to anayze utilization and outcome data and to determine the reasons for
subgtantid deviations from the average utilizations and outcomes reported by nationdly recognized
databases. The database shdl be sufficient to perform adequate risk stratification.

Reporting Requirements

42.17 Each hospital with an gpproved coronary artery bypass graft surgica program shdl report to the
Department for each hospitd fiscd year:

a) the number of coronary angiographies,
b) the number of coronary angioplasties by primary operator;
C) the number of coronary artery bypass graft surgeries by principa surgeon;

d) the number of emergency coronary artery bypass graft surgeriesin the same hospitd stay
following coronary angioplasty;

e) the inhospital mortality rate for coronary angioplasty patients;
f) the inhospita mortaity rate for coronary artery bypass graft surgica patients;

0 the number of coronary artery bypass graft operations by indication for performing the
urgery; and
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h) such other data as specified by the Director.

Penalties for Noncompliance

42.18 The pendtiesfor violations of the andards set forth in section 42.0 herein shdl be in accordance with

those st forth in Chapter 23-17 of the Rhode Idand Generd Laws, asamended. Fallureto maintainthe
minimal coronary artery bypass graft surgicad program standards set forth herein gl reault in the
revocation or suspension of the hospitd’s coronary artery bypass graft surgica program designation
and/or cessation of its activities.

Section43.0 Tertiary Care Services. Heart and/or Liver Transplant Programs

Approval to Operate a Heart and/or Liver Transplant Program and General Requirements

43.1

43.2

43.3

43.4

435

43.6

43.7

Inorder to usethedesignation * heart transplant program” or “liver transplant program”, ahospital
shdl obtain gpprova from the Department’s Divison of Facilities Regulation. Said gpprova shdl be
issued by the Department if the heart and/or liver trangplant program meets the requirements defined
herein.

a) Each hospitd shdl renew this heart and/or liver transplant program designation annudly.

Upon satisfactory review of al requested documentation and upon the determination that the hospital has
achieved the volume/qudity standards described herein, the Department shal approve the hospitd’s
designation as a heart and/or liver transplant program.

A hospitd that has not received approva by the Department under this section shal not use the
designation “heart transplant program” or “liver transplant program, or any subgtantialy smilar
phrase, to describe any such services provided and shall not perform heart and/or liver transplant
procedures.

A hospitd that operatesaheart and/or liver transplant program gpproved by the Department shdl maintain
capabilities and provide services in accordance with the requirements described herein.

A hospita that operatesaheart and/or liver transplant program approved by the Department shadl maintain
its membership in good standing with the United Network for Organ Sharing (UNOS).

A hospitd that operatesaheart and/or liver transplant program shal perform mandatory HIV testing, and

counsdling, as gppropriate, in accordance with the HIV regulations of reference 71 herein and 42 Code

of Federal Regulations Part 486, Subpart G (Guidelines for Preventing Transmission of HIV

through Transplantation of Human Tissue and Organs) (seereference 72 herein) for theprevention of
HIV transmisson.

A hogpitd that had previoudy held the designation as a heart and/or liver transplant program and that no
longer meetsvolume standardsfor aheart and/or liver transplant program but treet petientsat high risk for
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needing these services shdl proposeto the Department aplan to achieve optimum volume standards or to
refer patients to other appropriate facilities. The facility shal post notice and otherwise notify patients,
physicians, and payers that its status as an gpproved heart and/or liver trangplant program has been
suspended.

Minimum Standards; Volume

43.8

43.9

A new or proposed heart transplant program shdl provide data showing a reasonable expectation of
ataining and maintaining autilization rate of nine (9) trangplant procedures per year withintwo (2) yearsof
itsopening. |f asecond or subsequent program is proposed, it shall aso report whether the addition of
the new heart transplant program is likely to result in the annua volume of procedures performed by
exiging heart transplant programs fadling below nine (9) heart trangplants per year. If this outcome is
likey, it will explain how the overdl qudity of care for al heart trangplant patients in the Sate will be
improved by the addition of the proposed program.

A new or proposed liver transplant program shall provide data showing a reasonable expectation of
attaining and maintaining a utilization rate of twenty (20) trangplant procedures per year within two (2)
years of its opening. If a second or subsequent program is proposed, it shal aso report whether the
addition of the new liver trangplant program is likely to result in the annua volume of procedures
performed by existing liver transplant programsfaling below twenty (20) liver transplants per year. If this
outcomeislikely, it will explain how the overdl qudity of carefor al liver transplant patientsin the Sate
will be improved by the addition of the proposed program.

Minimum Standards: Survival Rates

43.10

43.11

Each hogpitd that hasaheart transplant program shdl maintain arecord of the ratesof mortdity at three
(3) months, one (1) year and three (3) years. Risk-adjusted rates, based on data from the UNOS
database and methods acceptable to the Director of Hedlth, shal be used. If patient or graft outcomes
declineto alevel mandating UNOS review, then the hospital shall notify the Department of Hedth andfile
aplan of correction.

Each hospita thet hasaliver trangplant program shal maintain arecord of therates of mortdity at three
(3) months, one (1) year and three (3) years. Risk-adjusted rates, based on data from the UNOS
database and methods acceptable to the Director of Hedlth, shdl be used. If patient or graft outcomes
declineto alevel mandating UNOS review, then the hospital shall notify the Department of Hedth andfile
aplan of correction.

Quality of Care

43.12

Each hospitd that has aheart transplant program and/or aliver trangplant program shal becomeamember
of the UNOS and shdl maintain its membership in good standing. The program shdl follow the
procedures designated by the current bylaws of UNOS. (See reference 70 herein).
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43.13 The personnel and facilities used by the trangplant program shdl conform to the bylaws of UNOS for
heart transplantation and/or for liver transplantation, as appropriate.

43.14 The program shdl document its acceptance as amember of UNOS before commencing transplantation
and shdl inform the Department immediately in writing if it has been notified by UNOSthat the programis
in jeopardy of becoming a member not in good standing.

Reporting Requirements

43.15 Each hospitd that provides heart trangplantation and/or liver transplantation services shdl report to the
Department for each hospitd fiscd year:

the number of heart and/or liver trangplants, respectively;
the number of heart and/or liver transplants by principa surgeon;
the mortality rate for heart and/or liver patients at three (3) months, one (1) year, and three (3) years.

Penalties for Noncompliance

43.16 The pendtiesfor violations of the standards set forth in section 43.0 herein shall be in accordance with
those set forth in Chapter 23- 17 of the Rhode Idand Generd Laws, asamended. Falureto maintainthe
minima heart and/or liver transplant program standards set forth herein shal result in the revocation or
suspension of the hospital’s heart and/or liver trangplant program designation and/or cessation of its
activities

Section 44.0 Special Care Units

44.1 Asused inthis section, specid care units may be multi- purpose or include but not be limited to unitsfor:
burn, critica care, observation, pulmonary care, rehabilitation and hemodiadyss.

44.2  Special care units shdl have a defined organization and shdl be integrated with other departments and
services of the hospitd.

44.3  Theunitsshdl bedesigned and equipped for the defined specid functionswith provisionsfor effectiveness
and safety in operation.

44.4 Hospitals shdl develop and define standards for the operation of the specidized units.

445 The sarvices shdl be governed by written policies and procedures specificaly defining admission and
discharge criteria.

44.6  Each unit shdl be under the direction of a physcian qudified by training and experience in the specidty
care.
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44.8

44.9

A saufficient number of specidly qualified personne shdl be provided based on the scope and complexity
of the services provided.

There shdl be specific written policies defining the scope of respongbilities assgned to daff personnd.

A continuing education program developed specificdly for personne of specid care units shdl be
provided to insure an optimum leve of skills and performance.

Section 45.0 Psychiatric Service

451

45.2

45.3

Hospitalswith psychiatric services shal have such servicesunder the supervision of aclinica director who
is certified by the American Board of Psychiatry and Neurology or who has equivadent training and
experience.

There shdl be a sufficient number of quaified professond, technicd and supporting personnel and
consultants to carry out a diagnostic and treatment program that includes no less than:

a) the evauation of individua needs of patients; and

b) the establishment and implementation of written trestment and rehabilitation plans involving
psychiatric, medicd, surgicd, nurang, socid work, psychologica therapies and other such
services.

Medica records shdl include:

a) patient's legd datus,

b) psychiatric diagnosis as well as diagnoses of intercurrent diseases,

C) psychiatric evduation which includes a medicd history, records menta status, notes onset of
illness and circumstances leading to admission, describes attitude and behaviors, and estimates
intellectua and cognitive functioning, memory functioning and orientation;

d) complete neurologica examination when indicated;

e) socid service records of interviews with patient, family and others, assessments of home plans,
contacts with community resources, aswell asasocid higory;

f) trestment plans that include measurable goa's and specific treetment modalities to be utilized;

0 documentation of al trestment provided;
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454

45.5

h) at least weekly progress notes, by the physician, nurse, social worker, and when appropriate,
others ggnificantly involved in treetment, that provide an assessment of the patient's progressin
accordance with the treatment plan;

i) discharge summary and aftercare plan.

Hospitals with psychiatric services shdl maintan patient-identifidble information in confidence in
accordance with dl gpplicable state and federd tatutes and regulations, including, but not limited to,
Chapter 40.1-5 of the Rhode Idand General Laws, as amended ("Menta Hedlth Law") of reference 60
herein.

In addition to the above, the requirements of section 44.0 herein and al applicable sections of these
regulaions shal apply to a hospita providing inpatient diagnostic and therapeutic care to persons with
mental disorders.

Section 46.0 Rehabilitation Services

46.1

46.2

46.3

46.4

46.5

If ahospital providesrehabilitation, physica thergpy, occupationd therapy, audiology or speech pathology
sarvices, such sarvices shal have adefined organizationd structure with established lines of authority and
respong bility that ensures accountability in patient care and adminigtrative matters. Such servicesshdl be
integrated with other departments and services of the hospitd.

The director(s) of the service or services (may be sngle discipline departments or multi-discipline
departments) shal be quaified by training, experience, and capabiility to properly superviseand administer
the services. The director retains responsibility for the personnd providing the service.

Services shdl be provided by saff who meet the qudlifications specified by the medicd aff and hold
current licensure, certification or registration as may be required by law (see references 54, 55, and 56
herein).

The director of the service(s) shdl ensure there are a sufficient number of quaified Saff to:

a) evauate each patient requiring services,

b) initiste a plan of treatment;

C) provide trestment services,

d) instruct and supervise support staff when they are used to render services.

Services shdl be provided in accordance with written orders by persons who are authorized by the
medica staff to order such services. Orders shdl be incorporated into the patient’s clinical record.
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46.6

46.7

46.8

Services shdl be furnished in accordance with a written plan of trestment, which is established by the
practitioner ordering the service in collaboration with an individud quaified to provide the service.

46.6.1 Treatment plansshal include trestment god's, aswdl astype, amount, frequency and duration of
services.

46.6.2 Treatment plansshall berevised asnecessary. Changesin the treatment plan shall be documented
inwriting and supported by clinical record information such aseva uations, test results, or orders.

Treatment shdl be documented in the clinical record by the responsible person a the time services are
provided. Progressnotes (to notethe patient’ sstatusin relaionship to god attainment) shal berecorded
periodicaly in accordance with hospitd policy.

In addition to the above, the requirements of section 44.0 and al gpplicable sections of the regulations
contained herein shdl apply to inpatient rehabilitation units.

Section 47.0 Substance Abuse Treatment Services/Programs

47.1

47.2

47.3

47.4

47.5

Hospitals with substance abuse trestment programs shal have such program(s) under the direction of a
physician who has experience and traning in the trestment of individuas with chemica dependency.

Each program shdl have aclinical supervisor to oversee counsdling activitiesdirectly and providedlinicd
supervison. Thedlinica supervisor shal have aminimum of amaster’ sdegreein adlinicaly rdaed fidd,
and aminimum of three (3) years supervisory experience; be licensed as achemica dependency dlinica
supervisor by the Rhode Idand Board for Licensing of Chemica Dependency Professonds; or be a
licensed chemica dependency professiona and, at aminimum, have taken a state Department of Mentd
Hedlth, Retardation, and Hospitals (MHRH)- approved coursein clinica supervison.

The substance abuse program shdl be staffed with a sufficient number of specidly qudified professond
and ancillary personne who shdl be assigned dutiesand respongbilities cong stent with thelr education and
experience.

There shdl be sufficient number of staff to carry out the treetment program, that includes no less than:
a) initid evauation, including medica and psychosocia assessment; and

b) the establishment and implementation of written trestment plans.

Medical records shdl include;
a) Medicd assessment including medica history and history of drugs prescribed;

b) Higtory of acohol and/or other drug use, including age of onset, duration, patterns, and consequences
or resultant effects (to include medicd, physicd, psychosocia, employment, educationd, legd,
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47.6

47.7

financid, family, socid, recreationd and other pertinent arees);
C) Specid exams, tedts, or evauations necessary for complete initial and on-going assessment;

d) Individudized trestment plan, including problem ligt, short- and long- term gods expressed in
measurable behaviors, treatment interventions, and timeframes,

€) Documentation of al trestment provided, a the time of provison;

f) At least weekly progress notes, describing progress, or lack thereof, toward goa achievement;

g Discharge summary and aftercare plan; and

h) Post-discharge follow-up contacts.

Hogpitds with substance abuse trestment programs shdl maintain identifiable patient information in
confidence in accordance with al applicable sate and federd statutes and regulations, including, but not

limited to, 42 Code of Federal Regulations of reference 59 herein.

In addition to the above, the requirements of section 44.0 and dl gpplicable regulations contained herein
shall apply to the substance abuse trestment program.
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PART IV ENVIRONMENTAL & MAINTENANCE SERVICES

Section48.0 Housekeeping and Maintenance Services

48.1

48.2

48.3

48.4

48.5

48.6

Written housekeeping and maintenance procedures shdl be established for the cleaning of al areasinthe
hospital based on the guiddines of reference 15. Copies shdl be made available to housekeeping
personnel.

All parts of the hospital and its premises shall be kept clean, nedt, free of litter and rubbish, and dl
furnishings maintained in good repair.

Equipment and suppliesshdl be provided for cleaning of dl surfaces. Such equipment shdl be maintained
in asafe, sanitary condition.

Hazardous cleaning solutions, compounds, and substances shal be labded, stored in a safe place, and
kept in an enclosed section separate from other cleaning materids.

Cleaning shdl be performed in amanner which will minimize the soread of pathogenic organismsin the
hospital atmosphere.

Exhaust ducts from kitchens and other cooking areas shall be equipped with proper filtersand cleaned at
regular intervals. The ducts shdl be cleaned and inspected no less than twice ayear.

Section 49.0 Infection Control

49.1

The medicd gaff in cooperation with other disciplines shdl establishamultidisciplinary group which shall
report to the governing body and which shdl be responsible for no less than the following:

a) establishing and maintaining a hospita-wideinfection survelllance program which shal includean
infection survelllance officer to conduct al infection survellance activities,

b) developing and implementing written policiesand proceduresfor the survelllance, prevention, and
control of infectionsin dl patient care departments/services,

C) edablishing policies governing the admission and isolation of patients with known or suspected
infectious diseases,

d) developing, evd uating and revising on acontinuing bag sinfection control policies, proceduresand
techniques for all appropriate phases of hospital operation and services,

e) developing and implementing a system for evaduating and recording the occurrences of dl
infections among personnel and patients; such records shal be made available to the licensing

agency upon request;
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49.2

49.3

49.4

9

h)

implementing a TB infection control program requiring risk assessment and development of aTB
infection control plan; early identification, treetment and isolation of strongly suspected or
confirmed infectious TB patients; effective engineering controls, an appropriate respiratory
protection program; hedth care worker TB training, education, counseling and screening; and
evauation of the program's effectiveness, per guidelinesin reference 33.

deve oping and implementing an inditution-specific strategic plan for the prevention and control of
vancomycin resstance, with agpecia focuson vancomycin-res sant enterococd, per guiddinesin
reference 50.

developing and implementing protocolsfor discharge planning of patientswith infectious diseases
which may present the risk of continuing transmission in the community or congregate living
environment. Examples of such diseases include, but are not limited to, tuberculoss (TB),
Methicillin resgtant staphylococcus aureus (MRSA), clodridium difficile, .

assuring that patient care support departments (i.e., central services, laundry, etc) areavailableto
assg in the prevention and control of infectious diseases and are provided with adequate
direction, training, staffing and facilities to perform dl required infection surveillance, prevention
and control functions.

Infection control provisons shal be established for the mutua protection of patients, employees and the

public.

A continuing education program on infection control shal be conducted periodicdly for al S&ff.

Reporting of Communicable Diseases:

a)

b)

The hospita shal promptly report to the Rhode Idand Department of Hedth cases of
communicable diseases designated as " reportable diseases' by the Director of Health, when such
cases are admitted to or are diagnosed in the hospita in accordance with the most current rules
and regulations pertaining to the reporting of communicable diseases (reference 21).

When infectious diseases present a potential hazard to hospitalized patients or personnd, these
shall be reported to the Rhode |d and Department of Health, even if not designated as"reportable
diseases.”

Reporting by Hospital Laboratories:

Hospita [aboratories shal report communicable diseases and submit specimensin accordance
with the requirements in the most current verson of the Rhode Island Epidemiological and
Laboratory Reporting and Surveillance Manual issued by the Division of Disease Prevention
and Control at the Department of Hedlth.
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d) Hospitals must, in addition, comply with al other Iaboratory reporting requirements for TB,
HIV/AIDS, sexudly transmitted diseases, childhood |ead poisoning and occupationd diseasesas
outlined in reference 21.

Section 50.0 Laundry Service

50.1

50.2

50.3

50.4

50.5

50.6

Each hospita shdl make provisons for the cleaning of dl linens and other washable goods.

Hospitas providing laundry service shdl have adequate facilities and equipment for the safe and effective
operation of alaundry service.

There shdl be digtinct areas for the separate storage and handling of clean and soiled linens. Those areas
used for the storage and handling of soiled linens shdl be negatively pressurized.

Specid procedures shdl be established for the handling and processing of contaminated linens.
All soiled linen shdl be placed in closed containers prior to trangportation.
To safeguard clean linens from craoss-contamination they shal be:

a) transported in containers used exclusively for clean linens and shdl be kept covered at dl times
whilein trangt; and

b) stored in areas designated exclusively for this purpose (e.g., linen closets, enclosed carts, etc.).

Section 51.0 Electromagnetic | nterference and Medical Devices

51.1

The facility's governing body, or its desgnee (eg., Safety Committee), shdl develop and implement
policies and procedures that achieve eectromagnetic compatibility, including, but not limited to, the
designation of areas of thefacility wherethe use of common hand-held radio frequency tranamitters(e.g,
cdlular and PCS telephones, two-way radios) by staff, vistors, and/or patientsisto be managed and/or
restricted. Said policies and procedures shdl require no less than the following:

51.1.1 Each facility shdl perform an assessment of the radiated dectromagnetic environment in the
facility and implement the actions needed to minimize radiated e ectromagnetic interference and
promote e ectromagnetic compatibility.

51.1.2 Each fadlity shdl actively manage its equipment to foster eectromagnetic compatibility and to
mitigate the risks of eectromagnetic interference.
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PART V PHYSICAL PLANT

Section 520 New Construction, Addition or Modification

52.1

52.2

52.3

52.4

All new condruction, dterations, extensons or modifications of an exigting facility shdl be subject to the
laws, rules, regulations and codes of references 17; 23; 24; 25; 26; 27; and 33; and al other gppropriate
state and loca laws, codes, regulations, and ordinances.

Where there is a difference between codes, the code having the more stringent standard shall gpply.

Any plansfor dteraions, extensons, modification, renovation or converson that may affect compliance
with references 17 and 23 must be submitted to the Department of Hedlth for review prior to congtruction.

All plansfor new facility congtruction must be submitted to the Department for review for compliance with
references 17 and 23 prior to construction.

52.3.1 A response shall be provided to the hospitd within fifteen (15) working days.

In addition to the above requirements, the following requirements of sections 53.0 through 58.0 shdl
aoply.

Section53.0 Fire Safety

53.1

Each hospitd shdl establish a monitoring program for the internal enforcement of al gpplicable fire and
safety laws and regulations and such aprogram shal include written proceduresfor the implementation of
sad rules and regulations, and logs shdl be maintained.

Section54.0 Incinerators

54.1

Incinerators within hospitals shdl be segregated from other parts of the building by non-combustible
condruction, with wals, floors and cellings having a fire resstance rating of not less than two hours.
Openingsto such rooms shall be protected by Class B fire doors, and equipped with positive self-dosing
devices in accordance with reference 23.

Incinerators shal be gas, eectric, or ail fired and cgpable of destroying pathologica and other types of
waste.

a) An incinerator indaled to handle pathologica waste materids shdl have the capability of
completely burning thewaste materid and shal meet the air emission requirementsof section 12.0
of reference 25.

b) Refuseincinerators shdl be capable of burning rubbish containing 50 percent wet materids, and
shdl meset the air emission requirements of section 12.0 of reference 25.

7



54.3

C) A multi- purpose incinerator shal meet the requirements of both sections (@) and (b) herein.

Hospita incinerators shal be designed and ingtaled in accordance with the air emission requirements of
section 12.0 of reference 25.

Section 55.0 Lighting & Electrical Services

55.1

55.2

55.3

55.4

55.5

Policies and procedures shdl be established to govern the use and operation of al dectrica equipment.

Thestandards of reference 27 shdl serve asaguideto determinethe lighting levelswithin each areaof the
hospitd.

All dectrica gppliances used by hospitals shall be listed or |abeled by an gpproved testing agency or be
approved by local eectrical inspection authorities.

Each hospitd shdl continuoudy evauate (i.e., not lessthan every two {2} years) the essentia electrica

system'sdemand and compare that to the capacity of their emergency generation system. Thisevauation
shall be conducted by aqudlified eectrica consultant acceptable to the Director. A report on the results
of the evauation(s) shdl be provided to the Director upon request.

Each hospitd shdl have a plan for responding to dectricd system problems and falures in a timely
manner. The plan shal include proceduresfor diagnosing and dleviating eectricd problemsor falluresthat
may develop. Emergency generators and autometic transfer switches shall be tested in accordance with
the most current applicable NFPA code. Inadditiontoitsown internal resources, each hospita shdl also
have agreements with contracted service providers for emergency services.

Section56.0 Plumbing

56.1

56.2

56.3

All plumbing materiad and plumbing sysemsor partsthereof ingtdled shal meet the minimum requirements
of section 27.3.3 of reference 24.

All plumbing shdl be ingaled in such a manner as to prevent back siphonage or cross connections
between potable and non-potable water supplies.

Fixturesfrom which greaseis discharged shdl be served by alineinwhich agreasetrgpisingdled. The
grease trap shdl be cleaned aufficiently often to sustain efficient operation.

Section57.0 Waste Water Disposal

57.1

Any new facility shdl be connected to a public sanitary sewer.
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Section 58.0 Waste Disposal

Medical Waste:

58.1 Medicd waste as defined in the Rules and Regulations Gover ning the Generation, Transportation,
Sorage, Treatment, Management and Disposal of Regulated Medical Waste(DEM -DAH-MW-01-
92, April 1994), Rhode Idand Depatment of Environmentd Management, shdl be managed in
accordance with the provisions of the aforementioned regulations.

Other Waste:

58.2 Wasteswhich arenot classified as medical waste, hazardous wastes or which are not otherwise regul ated
by law or rule may be disposed in dumpsters or load packers provided the following precautions are
maintained:

a) Dumpstersshd| betightly covered, lesk proof, inaccessbleto rodentsand animals, and placed on
concrete dabs preferably graded to a drain. Water supply shdl be available within easy
accessihility for washing down of thearea. 1n addition, the pick- up schedule shdl be maintained
with more frequent pick-ups when required. The dumping Site of waste materids must be in
sanitary landfills approved by the Department of Environmenta Management.

b) L oad packers must conform to the sameredtrictions required for dumpstersand, in addition, load
packers shall be:

I high enough off the ground to facilitate the cleaning of the underneath aress of the
dationary equipment; and

i. the loading section shdl be constructed and maintained to prevent rubbish from blowing
from sad area Ste.

Section 59.0 Water Supply
59.1 Water shdl be obtained from a community water system as defined in section 1.3 of reference 31.

59.2 Thewater shdl be digtributed to conveniently located taps and fixturesthroughout the buildingsand shall
be adequate in volume and pressure for dl hospita purposes, including fire fighting.

Section 60.0 Existing Structures

60.1 Indlingtances, where exceptionsare not granted by the licensing agency, the same standards as specified
for new congtruction shdl gpply.
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PART VI CONFIDENTIALITY, VARIANCE & SEVERABILITY

Section 61.0 Confidentiality

61.1 Disclosure of any hedth care information relating to individuas shdl be subject to the provisons of al

relevant Satutory and federd requirements governing confidentidity of heelth careinformation including but
not limited to the provisions of reference 38.

Section 62.0 Variance Procedure

62.1

62.2

The licenang agency may grant a variance upon request of the applicant from the provisons of any rules
and regulations herein, if it findsin specific cases, that aliterd enforcement of such provison will result in
unnecessary hardship to the gpplicant and that such a variance will not be contrary to the publicinterest.

A request for avariance shdl befiled by an applicant in writing, setting forth in detail the basisuponwhich
the request is made.

62.2.1 Upon filing of each request for variance with the licensing agency and within a reasonable time
theregfter, the licenang agency shdl notify the gpplicant by certified mail of its gpprovd or inthe
caseof adenid, ahearing date, time and place may be scheduled if thefacility appedsthe denid.

Such hearing must be held in accordance with the provisons of section 64.0 herein.

Section 63.0 Deficiencies & Plans of Correction

63.1

63.2

63.3

63.4

The licenang agency shdl notify the governing body or other legd authority of afacility of violations of
individud standards through a notice of deficiencieswhich shdl be forwarded to the facility within fifteen
(15) days of ingpection of the facility unlessthe Director determines that immediate action is necessary to
protect the hedlth, welfare, or safety of the public or any member thereof through the issuance of an
immediate compliance order in accordance with section 23-1- 21 of the Generd Lawsof Rhodeldand, as
amended.

A facility which received anotice of deficiencies must submit aplan of correction to the licensing agency
within fifteen (15) days of the dete of the notice of deficiencies.

Thelicensing agency will be required to approve or reject the plan of correction submitted by afacility in
accordance with section 63.2 above within fifteen (15) days of receipt of the plan of correction.

If the licensing agency rgectsthe plan of correction, or if thefacility does not provide aplan of correction
within thefifteen (15) day period stipulated in section 63.2 above, or if afacility whose plan of correction
has been approved by the licensng agency failsto execute its plan within areasonabletime, thelicenang
agency may invoke the sanctions enumerated in section 7.0 herein. If the facility is aggrieved by the
sanctions of thelicensing agency, thefacility may gpped the decision and request ahearing in accordance
with Chapter 42-35 of the Generd Laws.
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63.5 The notice of the hearing to be given by the Department of Hedth shdl comply in dl respects with the
provisons of Chapter 42-35 of the Genera Laws. The hearing shdl in dl respects comply with the
provisonstheren.

Section 64.0 Rules Governing Practices & Procedures

64.1 All hearings and reviews required under the provisons of Chapter 23-17 of the Generd Laws of Rhode
Idand, as amended, shdl be held in accordance with the provisons of theRules and Regulations of the
Rhode I land Department of Health Regar ding Practices and Procedur es Befor e the Department of
Health and Access to Public Records of the Department of Health (R42-35-PP) of reference 39.

Section 65.0 Severability

65.1 If any provison of theseregulaionsor the gpplication thereof to any facility or circumstancesshdl beheld

invdid, such invdidity shdl not affect the provisons or gpplication of the regulations which can begiven
effect, and to this end the provisions of the regulations are declared to be severable.
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APPENDIX “A”

Specifications For Uniform Reporting of
Financid and Statidicd Data:
Hospita Inpatient Services

I. Reporting Frequency, Timing & Data Retention

Facilities shal submit on aquarterly bassto the Rhode I1dand Department of Hedlth, Office of Hedlth Statistics,
datapertaining to financid and Satisticd dataof hospital inpatient servicesin accordance with section 17.5 herein.
Such datashdl include dataon al discharges occurring during the three (3) month periods ending on March 31,
June 30, September 30, and December 31.

Datafor each three (3) month period shdl be submitted no later than ninety (90) days after the end of the three
(3) month period covered.

If corrections are requested by the Office of Hedth Statistics, hospitals shall submit corrected data within thirty
(30) days of such request.

Retention of datac hogpitds shdl retain copies of dl data and corrections submitted to the Office of Hedth
Statistics for no less than one (1) year after the end of the three (3) month period covered.

. Methods of Reporting

All data shall be reported on computer-readable media as determined by the Director of Hedlth. The Director
shdl consult with hospitals in these determinations.  Included with each submisson shdl be the information
described initems a) through €) below. (Thelayout of records gppearing on the submisson will be asdetermined
by the Director of Hedlth).

a) the name of the reporting hospitd;

b) the dates (i.e., time period) of the reporting periods,

C) the numbers of discharges reported;

d) the name of the contact person(s) in medica records and billing offices, and

€) aprinted sample of records.

" | tems to be Reported

For each hospital discharge during each reporting period identified in Part | above, the following items shall be
submitted to the Office of Hedlth Statistics, Rhode 19dand Department of Hedlth:
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10.

11.

12.

13.

14.

Patient's medica record number
Petient's birthdate (month/day/year)

Patient's sex

Patient's race White Black; American Indian/ Eskimo/
Aleut; Asan/Pacific Idander; Other

Petient's ethnicity: Higpanic, not Hispanic

Zip code of patient's resdence

Censustract of patient's resdence (R.1. resdents only)
Facility

a) Hospitd license number

b) Geographic premises (for multi-facility hospitals)
Admission date (month/day/year)

Discharge date (month/day/year)

Source of admisson:

a) transfer from other hospitd;

b) transfer from skilled or intermediate care facility;
C) other

Source of admission:

a) through the emergency department;

b) other

Attending physician (hospital's code)

Diagnosis codes (ICD-9-CM)

a) Principd - the condition established after study to be chiefly responsible for occasoning the
admission to the hospitd for care

b) Associated (second through tenth) - conditionsthat coexist at thetime of admission, that develop
subsequently, or that affect the trestment received and/or the length of stay.
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15.

16.

17.

18.

19.

20.

21.

22.

C) Caus(s) of injury - the externa event(s), circumstance(s), or condition(s) causing an injury,
poisoning, or other adverse effect. (For al discharges with any diagnogs of injury, the cause of
injury code will be one of the associated diagnoses reported.)

Procedures

a) Principd - (if morethan one procedureisreported) that performed for definitive treetment rather
than performed for diagnostic or exploratory purposes, or that necessary to take care of a
complication; or that most related to the principa diagnoss.

I. ICD-9CM code
. Date
iil. Operating physician (hospital's code)

b) Other significant procedures (second through tenth) thosewhich aresurgical in nature, or carry a
procedurd risk, or carry an anesthetic risk, or require specidized training.

i ICD-9-CM code
ii. Date

Hospita service: Medical/Surgica; Obgtetrics, Pediatrics, Psychiatric; Other

Daysin specid care units

a) Intensve care unit (including neonatd)

b) Cardiac care unit

C) Rehdbilitation unit

d) Other (e.g., dcohol and drug detoxification units, specific to hospital)

Discharge satus. Dead; Alive

Disposgition (if dive): Home sdf-care; Other short-term generd hospitd; Skilled nurang facility;
Intermediate care facility; Home hedth service; Againg medical advice; Long-term or rehabilitation
hospital

Actud Sourcesof Payment (coded as determined by the Director of Heglth in consultation with hospitals)
Diagnogisrelated group (DRG) number - that assigned at time of discharge

Billed charges (Defined per UB-92 revenue code as established by the State Uniform Billing Committee)

a) Tota charges (001)
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b) Room and board subtotal (10X*-18X, 20X-23X)
I. Hospital room (11X-18X)
. Care units (20X-21X)

C) Ancillaries subtota (240 plus adl subcategories below)
I. Operating and recovery room (36X, 71X, 72X)

. Anesthesia (37X)
il Supplies and equipment (27X, 29X)
V. Laboratory (30X, 31X)

v.  Diagnostic tests (32X,341, 35X, 40X, 46X, 470, 471, 479, 48X, 73X, 74X, 75X,
92X)

Vi. Therapy (26X, 28X, 33X, 340, 342, 349, 41X, 42X, 43X, 44X, 472, 53X, 70X, 80X,
81X, 88X, 89X, 90X, 91X, 94X)

Vi, Blood (38X, 39X)
vii.  Pharmacy (25X)
ix.  Other (50X, 54X, 96X, 97X, 98X)
d) Petient convenience items (99X)
23.  Birth weight (Metric units; newborn discharges only)

* X refers to any digit in the indicated pogtion that conforms to an alowed UB-92 revenue code.
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APPENDI X " B"
Univer sal Perinatal Screening Protocol

DiscHARGE AFTER DELIVERY OFA NORMAL NEWBORN

A perinatd hospitdization isuniquein that proper medica careinvolvestwo patients at the beginning of acrucid
long-term relaionship. The medically necessary care of the mother and infant at birth includes the assessment,
documentation and management of patient needsin thedomains of maternd hedth, infant health and devel opment
and nurturance. Early perinatal dischargeisonly appropriate if an assessment is complete, al sgnificant patient
needs have been addressed and a mechanism isin place to ensure follow-up. Discharge of mothersand infants
should be coordinated so that the pair |eave the hospita together, unlessthe medica condition of onerequiresa

sgnificantly longer hospital Say.

Thefollowing risk factors el | be eval uated and gppropriate follow-up care plansand/or referrasdocumentedin
the medical record prior to discharge.

M ATERNAL HEALTH:

O The mother has stable vitdl Sgns, is ambulaory, eating and voiding;

[ The uterusisfirm, the perineum intact or sutured and there is no sSgnificant active post- partum bleeding;
O Post-partum exam and lab work completed, treatment and ingtructions given;

[ Rhogam and/or rubella vaccine given, if required;

[ Other materna hedlth problems documented and addressed.

INFANT HEALTH & DEVELOPMENT:

O Successful feeding x 3, voiding and defeceting;

Vita sgnssablefor a least 12 hours;

Physicd examination completed;

Metabalic, hemoglobinopathy, Level 1, and hearing screening and other lab work completed;

Eye prophylaxis, hepatitis B vaccine and Vitamin K given asrequired;

O o o o o

Other infant health and devel opment issues documented and addressed, parent indructions given, follow-
up appointments arranged,
[ Birth certificate completed.
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If the infant weighs less than 2,500 grams or has a 5-minute APGAR score less than saven, or if the mother is
known to have arisk factor (e.g., diabetes, streptococca carrier, hepatitisor illicit drug use) for early post-natd
complications, discharge in less than 48 hours after birth may be contraindicated.

NURTURANCE:

O There is a responsible adult avallable to assst the mother and infant at home for at least twenty-four
hours;

O There is a telegphone in the home, and a caregiver who speaks the mother's language is available to
provide telephone assistance;

[ The home s reasonably safe, food, and heet if needed, is available;

[ Appointmentsfor follow-up care are complete, including homevigts, family support referrdsand primary
carevigts,

[ If the mother is under 17 years of age, has less than a high school education, has other impairments, a
history of neglect or other significant risk for poor nurturance or developmenta problems such asthose
identified by Universal Level 1 Newborn Screening, appropriate family support arrangements have been
completed.
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