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INTRODUCTION

These Rules and Regulations Pertaining to Permits For Screening Programs (R23-16.2-SCRE) are
promulgated pursuant to the authority conferred under section 23-16.2-5 of the Generd Lawsof Rhodeldand, as
amended, and are edtablished for the purpose of adopting minimum standards for the issuance of permits for
screening programs held in the Sate of Rhode Idand.

Pursuant to the provisons of section 42-35 of the Generd Laws of Rhode Idand, as amended, the fallowing
issueswere conddered in arriving a theregulaions (1) dternative gpproach; (2) duplication or overlgp with other
date regulations, and (3) sgnificant economic impact which would be placed on fadilities through the amended
regulations. No dternative gpproach, duplication or overlgp was identified. Furthermore, the protection of the
hedith, ssfety and wefare of the public overrides any economic impact which may resuit from the regulations

The=se rules and regulaions shdl supersede any other regulations governing the issuance of permits for
screening programs hed in the sate of Rhode ldand previoudy promul gated by the Department of Hedlth and filed

with the Secretary of State.
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PART | DEFINITIONS & PROCEDURE FOR PERMIT

Section 1.0 Definitions

Wherever used in these rules and regulaions the fallowing terms shdl be construed asfallows
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1.10

"Act" refers to Chapter 23-16.2 of the Generd Laws of Rhode Idand, as amended, entitled,
"L aboratories”

" Clinical Laboratory" means a fadlity for the biologica, microbidlogicd, seralogicd, chemicd,
immunohematologicd, hematdlogicd, radiohicassey, cytalogicd, pathologicd, or ather examination of
maerids derived from the human body for the purposes of providing information for the diagnoss
prevention, or trestment of any disease or impairment of, or the assessment of the hedth of human beings,
pursuant to the provisons of reference 1.

" Department” means the Rhode Idand Department of Hedth.

" Director" meansthe Director of the Rhode Idand Department of Hedlth.

" General public" meansaperson asdefined heran.

" Limited function test" meansthosetessliged in the Federal Register aswaived tedts.

"Medical health professional” meansdther amedicd technician with a2-year Associate's degree
from an accredited educationd inditution, a medica technologist, with a Bachdor's degree from an
accredited educationd indtitution, or anurse or phiysidian who islicensed in the date.

" Person" means any individud, firm, partnership, corporation, company, assodiation, or joint stock
association.

" Physician" means a parson with alicense to practice alopathic or osteopathic medicine in this Sate
under the provisons of reference 2.

"Screening program or health promotion program," herenafter referred to as" soreening progran’,
means a temporary or ad hoc hedth promation program that  offers to the generd public, on a
non-continual, non- permanent bass, screening procedures of biologica materids(gpecimens) derived from
the human body, for the purpase of providing information for the assessment of the hedlth of humanbaings
pursuant to section 23-16.2-3 of the Act and in accordance with the requirements herein,

Section 20 General Requirements



21 It sdl be unlawful for any persons, corporaion, or other form of entity to own, maintain, conduct or
operateatemporary or ad hoc screening programin thisstate without mesting the requirements of therules
and regulations herain. Furthermore:

211 Anysreening programinthisgate shdl be conducted or operated under the overdl supervison of
ather aphysdanlicensadinthissate, adinica laboratory of ahospitd licensedinthisstate, or an
independent dinicd laboraory licensed in this date and indude gppropriste personnd in
accordance with the provisions of sections 6.0 and 7.0 herein.

a A pamit shal be required for those persons seeking to operate an ad hoc screening
program under the overdl supervison of aphysdan licensed in thissate.

1) Sad permit shdl be required to be obtained annudly.

b) A pamit shdl not be required for those dinicd laboratories of hospitds licensad in this
date or independent dinicd |aboratories licensad in this dae to operate an ad hoc
screening program. In these cases, the screening program shdl be conducted under the
licensee s hospitd or independent dinicd laboratory license.

2.1.2 All personsconducting screening programsshd | berequired to submit aschedule of each screening
gte, dearly identifying the spedific screening tests to be conducted, and the dates, times and
locations of the screening program.

213 Thepermit feeshdl befifty dollars ($50.00).

a It is within the Director’s discretion to waive the fee. Nothing herein shal reguire any
licensed persons, corporations, or other entity to pay the permit feg, if the screening
program is provided free of chargeto the public by the licensed persons, corporation, or
entity.

2.1.4 Any person conducting or operaing a screening program shdl be required to acquire lighility
insurance to cover any injury which may beincurred as aresut of negligence

22 A sgemning program shdl represant itdf in its advertisements publications or other forms of
communication, as providing only those categorica screening prooedures for which ascreening isbang
conducted and shdl nat advertise in amanner which tendsto midead or decaive the public.

Saction 3.0 Application for Permit and Fee

31 Persons seeking to operate an ad hoc screening program under the overdl suparvison of aphiysdan
licensadinthisgtate shal submit an goplication for apermit to conduct or operate said screening programto
the Rhode Idand Depatment of Hedth, Divison of Fadlities Regulaion, on forms provided by the
Department and available through the Divison. The gpplication shdl contain such information as the
Department reasonably requiires, induding but not limited to:



a) Thenameof the person and/or agency operating or conducting the screening program and the name
of the person respongble for the overal medicd direction of the program, the name(s) and
qudifications of the ongte supervisor and other gaff personnd in accordance with section 7.1
herein and the location of the Ste, the date, time and schedule of the screening program;

b) Evidencedf ability to comply with thereguirementsheraninduding evidence of thequdifications of
gt personnd and of holding liability insurance in accordance with sections 2.1.4, 6.0 and 7.0
heran;

C) A written description pertaining to dl agpects of the adminigtration and operation of the screening
program induding but not limited to:

) Asurancethat the specific screening tesi(S) to be offered will be conducted in accordance
with the guiddines established by the Rhode Idand Department of Hedlth, Division of
Fadlities Regulaion;

) The procedure(s) for monitoring, obtaining informed consents interpretation and reporting
of test results, and follow-up on pastive findings, participant education, and referrd of
identified cases, induding an explanetion of results, and recommendationsfor gppropricte
trestment, prevention and control;

1) Andyticd method(s) to be usad, type of equipment and/or ingtrument(s) to be used, and
documented evidence to determine accuracy and precison of the ingrument(s);

V) A description of the supervisory methods and quiity controls, in accordance with section
80 heran;

V) St training program and qudifications of Sf;

Vi) Copies of educationd materids pertaning to pedific test(s) and condition(s) to be
digributed to the generd public a the screening Ste;

vi)  Qudity control and indrument maintenance records,
viii)  Provisonsto hande emergendes and

IX) Procedures for thedigposal of waste conggtent with the provisonsfor the manegement of
medicd wadte of reference 3.

32  The completed goplication for a screening program permit shdl be accompanied by the documentary
reguirements of saction 3.1 (above) induding the fee of fifty dollars ($50.00).

321 Thefeeshdl bemade payable by check or money order to the Generd Treasurer, Sate of Rhode
Idand, and submitted dong with the gpplication form a leedt thirty (30) days prior to the first
scheduled screening program. Sad maeriads shdl be maled to the:
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Divison of Fadlities Regulaion
Rhode Idand Department of Hedlth
3 Caoital Hill, Room 306
Providence, Rl 02908

Section 4.0 | ssuance of Permit

4.1  Uponrecept of angoplication for apermit and acconpanying fee, the Department shall issueapermit, if the
goplicant isfound to be in compliance with the Satutory and regulatory requirements herein.

4.2  Thepamitissued shdl bevdid only for aperiod of one (1) year, and only for the pecific category(ies) of
screening procedures spedified on the permit.

43 A pamitissued hereunder shdl bethe property of the state and loaned to the gpplicant. The permit shdl be
kept posted in a congpicuous place a the location of the screening program and is not trandferable,

Section 5.0 Denial and/or Revocation of Permit

51  TheDepatment isauthorized to deny an goplication for theissuance of apermit and to revoke any permit
issued, if the Satutory and regulatory provisons herein are not met.

52  Whenever anaction hdl be proposad to deny or revokeapermit, the Department shdl notify the gpplicant
by catified mall, setting forth reasons for the proposed action, and the goplicant shdl be given an
opportunity for aprompt and fair hearing in accordance with the provisons of section 12.0 herein.

521 However, if the Department findsthet public hedlth, ssfety or wefare of dientsreguiresemergency
action and incorporates a finding to that effect in its order, the Department may order summary
supenson of the permit pending proceedings for revocation or other action in accordance with
sections 42-35-14 (¢) and section 23-1-21 of the Generd Laws of Rhode Idand, as amended.



PART Il DELIVERY OF SERVICES
Saction 6.0 Medical Direction & Responsibility

6.1  Every person conducting or operaing a screening program shl enter into a provider arrangement with
dther aphyddan or an independent dinicd laboratory or adinicd laboratory of ahospitd, dl of whom
mug be licensad in Rhode Idand, and who will be respongble for the overdl medicd direction and
upervidon of the operation of the screening program and sarvices and ensure the ddivery of qudity
savices, unless the person conducting or operating the screening program is dther a physdan, an
independent dinicd laboratory, or ahospitd dinicd laboratory licensed in this Sate.

6.1.1 Furthermore the person regpongble for the medicd direction of the screening program dhdll:
a  devdopandior goprovethe professond componentsof thescreening programy(s) induding palides
and procedures governing thetechnica practices pertaining to no lessthen the provisonsof section
3.1 herein; and
b) ensuretha the specific screening testsbeing offered shal be conducted inamanner conggent with
the guiddines esablished by the Rhode Idand Depatment of Hedth, Divison of Fadlities
Regulation.
Section 7.0 Personnel
7.1 Staff Personnel

a On-site Supervisor

) Every streening program shd| have aperson designated to supervise the program and personnd;
) Thesupervisor shdl beamedicd hedth professond, licensad and/or regidtered in this ate, who

mugt have the gppropriate training in the spedific indrumentation(s) to be used in conducting the
screening program. The training shdl conggt of no less than one (1) day (i.e, 7 hours) training
conducted by an experienced laboratory indructor (at theminimum leve of amedicd technologi ).
Sad training Shdl congs of indruction in no less than:

(1)  cdibration and operation of the spedificingrument(s) to be usad in the screening program;

(2  deecting problems and performing usud insrument maintenance;
(3)  handing emergendesand medicd wedte:

(4  paticipant education and referrd protocols and

(5)  such other areas as may be deemed rdevant.



b)

7.2

7.3

)

Furthermore, the on-dte supervisor shdl be required to be on the premises at dl times during the
screening program and shdl be respongible to oversee the work performance of the individuds
conducting the screening testsin order to ensure the accuracy of the methods and the maintenance
of quaity contrals and the provison of gppropriate education and/or refearrd.

Screening Personnel

)

i)

Individuds, other than the on-Ste supervisor, who will be performing the screening tests and
operating the ingruments shdl be licensad in accordance with the requirements of the Rules &
Regulationsfor the Licensureof Clinical Laboratory Science Practitioners(R23-16.3-CL9d
reference 4.

Individuals performing procedures defined herain as "limited function tests' shdl be required to
complete atraining program thet shdl condgst of no less than aminimum of one (1) day's training
(i-e, 7 hours) conducted by experienced laboratory trainer(s) and shal indude no less than:

(1) cdibration and operation of the specific indrument (S) to be used,

(2) detecting problems and performing usud indrument mantenance:

(3) educationd and referrd protocols, and

(4) such other areas as may be deemed rdevarnt.

Inaddition to thistraining, aminimum of one (1) week (i.e,, 35 hours) supervisad fidd experiencein

operating the indrument(s) shal be required. Screening personnd shdl be subject to on going
supervison for dl agpects of thar performance at the screening program.

First Aid or Cardiopulmonary Resuscitation (CPR)

At leest one (1) Saf person shdl hold acurrent catificatein firg ad or CPR and must be on the premises
and avalable & dl times during the testing.

Worker Safety

In order to protect screening personne from occupetiond exposureto blood borne pathogens, procedures
for workers safety should be carried out in accordance with te Occupationd Safety and Hedth

Adminigration’s (OSHA) Blood borne Pathogen Standards of reference 5. Work practices should be
desgned to minimize or diminate exposure to blood and other body fluids

Section 8.0 Methodologies for Quality Control

81

Each screening program shd | establish an acogptable internal program of qudity contral covering eechtype
of screening procedure performed for the veification and assessment of accuracy, messurement of

6



precigon, and detection of error. Thefactorswhich conditutethe quality control provisonsshal be based
on current acoeptable nationd andards of prectice.

8.2  Each streening program shdl establish an acoeptable external program of quiity contral covering eech
type of screening procedure performed for the verification and assessment of accuracy, messurement of
precison, and detection of eror. Thefactorswhich conditutethe qudity control provisonsshdl be based
on current acceptable nationd gandards of practice.

Section 9.0 Prohibitions Against Referral
9.1  Nolicensd phyddan or dinicd laboratory shdl make any referrd which would vidlate the provisons of

sections 23-16.2-5.1 or 5-37-21 of the Rhode Idand Generd Laws, as amended, or any other rlevant
provisons of the law.



PART Il PRACTICES & PROCEDURES, VIOLATION & SEVERABILITY
Section 10.0 Variance Procedure

10.1 TheDepatment may grant avariance éther upon itsown motion or upon request of the goplicant fromthe
providons of any rule or regulaion in agpedific casg, if it findstheat aliterd enforcement of such provison
will result in unnecessary hardship to the gpplicant and that such variance will not be contrary to the public
interegt, public hedth and/or hedlth and safety of the public.

10.2 A requed for avaiance shdl befiled by an goplicant in writing setting forth in detall the badi's upon which
the request ismade.

10.2.1  Upon the filing of each request for variance with the Department and within thirty (30) days
thereefter, the Department shdl natify thegpplicant by carttified mall of itsgpprova or inthecaseof
adenid, ahearing date, time and place may be scheduled if the gpplicant gppedsthe denid.

Section 11.0 Violations

11.1  Any personwho violaesthe gautory provisonsand theregulaionsherein shdl be subject to the sanctions
of section 23-16.2 of the Generd Laws of Rhode Idand, as amended.

Section 12.0 Rules Governing Practices & Procedures

12.1  All hearings and reviews reguired under the provisons of the rules and regulaions herein shdl behdd in
accordance with the Rules and Regulations of the Rhode Idand Department of Health Regarding
Practices and Procedures Before the Department of Health and Access to Public Records of the
Department of Health (R42-35-PP) of reference 6.

Section 13.0 Severability
13.1 If any provison of theserules and regulaions or the gpplication thereof to any individua or drcumstances

shdl behddinvdid, suchinvdidity shdl not affect the provisonsor goplication of theregulationswhich can
be given effect and to this end the provisons of the regulations are dedared to be severable.
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