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INTRODUCTION

These amended rulesand regulations are promul gated pursuant to the authority conferred under section
5-19-6 of the Genera Laws of Rhode Idand, as amended, and are established for the purpose of adopting
adminigtrative procedures and pharmaceutical practices consistent with current standards of practice.

Furthermore, pursuant to the provisions of section 42-35-3(c) of the Genera Laws of Rhodeldand,
as amended, the following issues have been given consderation in arriving at the amended regulations. (a)
dternative gpproaches to the regulations; (b) duplication or overlap with other Sate regulations, and ()
ggnificant economic impact which would be placed on pharmacies, pharmacists and manufacturers,
wholesalers and digtributors.

No dternative approaches, overlap or sgnificant adverse economic impact was identified.
Consequently, the rules and regul ations are adopted in the best interest of the public hedlth, safety and welfare.

These amended rules and regulations shdl supersede dl previousRules and Regulations Pertaining
to Pharmacists, Pharmacies and Manufacturers, Wholesal ersand Distributor s promulgated by the Rhode

Idand Department of Health and the Board of Pharmacy and filed with the Secretary of State.
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PART IDEFINITIONS

Section 1.0 Definitions

Wherever used in these rules and regulations the following terms shal be construed as follows:

11

1.2

1.3

14

1.5

1.6

1.7

1.8

"Act" refers to Chapter 5-19 of the General Laws of Rhode Idand, as amended, entitled,
"Pharmacy."

“ Adverse drug reaction” means any undesirable or unexpected medication related event that
requires discontinuing amedication or modifying the dose, requires or prolongs hospitalization, results
in disability, requires supportive trestment, is life-threstening or resultsin desth, results in congenital
anomdies, or occurs following vaccination.

" Authentication of product history" means but is not limited to, identifying the purchasing
source, the ultimate fate, and any intermediate handling of any component of a radiopharmaceutical.

“ Automated storage and distribution devices’” meansamechanica devicethet ddiversdrugsother
than by administration, and uses automated data processing technology to:

1. provide effective storage and security of drugs contained in the device;

2. limit access to authorized individuds,

3. record the identity of dl personne who access the drugs stored within the device;

4. provide documentation of storage and remova of contents;

5. provide ongoing documentation that monitors proper ddivery of drugs to ensure patient safety;
6. comply with Rhode Idand Generd Laws and regulations.

" Blood" means whole blood collected from a single donor and processed either for transfusion or
further manufacturing.

" Blood component” meansthat part of blood separated by physical or mechanica means.

"Board" means the Board of Pharmacy within the Department of Hedlth established pursuant to
section 5-19-2 of the Act.

" Change of ownership" means.

a. Inthe case of apharmacy, manufacturer or wholesder which isapartnership, theremova, addition,
or subgtitution of a partner which results in a new partner acquiring a controlling interest in the

partnership;



1.9

1.10

111

112

b. In the case of a pharmacy, manufacturer or wholesaler which is an unincorporated sole
proprietorship, the transfer of thetitle and property to another person;

c. Inthe case of a pharmacy, manufacturer or wholesaler which is a corporation:

() A sde, lease exchange, or other disposition of al, or substantiadly dl of the property and assets
of the corporation; or

(i) A merger of the corporation into another corporation; or

(i)  Theconsolidation of two or more corporations, resulting in the creation of anew corporation;
or

(iv)  Inthe case of apharmacy, manufacturer or wholesaler which is abusiness corporation, any
transfer of corporate stock which resultsin anew person acquiring acontrolling interest inthe
corporation; or

(V) Inthe case of apharmacy, manufacturer or wholesaer which isanonbusiness corporation, any
change in membership which results in a new person acquiring a controlling vote in the
corporation.

“Clinic” meansahedthfacility providing hedth care servicesto individua s associated with acollege or
univergty.

" Compounding” means the preparation, mixing, assembling, packaging or labding of a drug or

device

1101

1.10.2

asaresult of apractitioner's prescription or initiative based on the prescriber/patient/phar-
meacist relationship in the course of professiona practice, and includes the preparation of
drugs or devicesin limited quartities based upon documented histories of receiving valid
prescriptions, and in anticipation of prescriptions based on routine, regularly-observed
patterns; or

for the purpose of, as an incident to research, teaching, chemica analysisand not for sde
or dispensing.

" Confidential information" meanshedth care and other information maintained by the pharmacist

in the patient's records, which is deemed confidentia by virtue of the provisions of Chapter 5-37.3,
and any other federd or Sate law.

“Contact hour” meansaunit of measure of educationd credit which is equivaent to approximately

fifty (50) to sixty (60) minutes of participation in an organized learning experience.



1.13

1.14

1.15

1.16

1.17

1.18

1.19

1.20
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1.22

“Continuing education” meansaccredited or approved post-licensure professiona pharmaceuticd
education designed to maintain and improve competence in the practice of pharmacy, pharmacy skills,
and preserve pharmaceutical sandardsfor the purpose of protecting public hedlth, safety, and welfare.
Continuing education programs shall address topics and subject matter areas which are pertinent to
the contemporary practice of pharmacy.

“Continuing education unit” (CEU) means a unit of measure of educationa credit which is
equivaent to ten (10) hours,

" Counseling" meansthe ord communication by the pharmacist of informetion, asdefined in therules
of the Board, to the patient or care giver, in order to improvetherapy by ensuring proper use of drugs
and devices.

"Deliver" or " Delivery" means the actua, constructive, or attempted transfer of adrug or device
from one person to another, whether or not for a consideration.

"Device" means an instrument, apparatus, and contrivance, including their components, parts and
accessories, intended:

1.17.1  for useinthediagnogs, cure, mitigation, trestment, or prevention of disease in humans or
other animals, or

1.17.2  to affect the structure or any function of the body of humans or other animals.

" Discontinuance” means the action of terminating by discontinuing, suspending, or revoking any
regigtration for good and sufficient cause.

“Dispensary” shdl have the same meaning as“dinic.”

"Dispense" or "dispensing” means the interpretation of a prescription or order for a drug,

biological, or device and, pursuant to that prescription or order, the proper selection, measuring,

compounding, labeling, or packaging necessary to prepare that prescription or order for delivery.

" Distribute” meansthe divery of adrug other than by administering or dispensing.

"Drug" means:

1.22.1 aticlesrecognized asdrugsintheofficia United States Pharmacopeia, official Homeopethic
Pharmacopeia of the United States, or Officid Nationa Formulary, or any supplement to
any of them; and

1.22.2 aticlesintended for the use in the diagnos's, cure, mitigation, trestment, or prevention of
disease in humans or other animas; and



1.23

1.24

1.25

1.26

1.27

1.28

1.22.3 aticles (other than food) intended to affect the structure of any function of the body of
humans or other animals; and

1.22.4 aticlesintended for use asacomponent of any article specified in sections 1.58.1 1.58.2 or
1.58.3 but does not include devices or their components, parts, or accessories.

" Drug Regimen Review" indudes but is not limited to the following activities

1.23.1 Evauation of the prescriptions and patient records for:

a) known dlergies;

b) rational therapy-contraindications,

) reasonable dose and route of administration;

d) reasonable directions for use, and

€) evauation of the prescriptions and patient records for duplication of
therapy.

1.23.2 Evaduation of the prescriptions and patient records for interactions:

a) drug-drug;

b) drug-food;

C) drug-disease;

d) adverse drug reactions, and
€) idiosyncratic reactions.

1.23.3 Evduations of the prescriptions and patient records for proper utilization (including over-
and under-utilization), and optimum thergpeutic outcomes.

" Drug sample" meansaunit of aprescription drug that is not intended to be sold and isintended to
promote the sale of the drug.

" Drugs establishment” refers to any busness digible to hold a Federa Regidration of Drug
Establishment, issued by the Federd Food and Drug Administration of the United States Department
of Health and Human Services (or a successor agency).

" Drugs, medicines and poisons’ has the same meaning s&t forth in section 5-19-1 of the Act.

"Financial interest” meansfinancid benefit gained by any practitioner with authority to prescribe
drugs and includes such benefit derived by a spouse or dependent child.

"Foreign pharmacy graduate” is a pharmacist whose undergraduate pharmacy degree was
conferred outsidethe United States by apharmacy school listed in the World Directory of Schools of
Pharmacy published by the World Hedlth Organization. The United States, asused here, includesthe
fifty States, the Digtrict of Columbia, and Puerto Rico.



1.29

1.30

131

1.32

1.33

1.34

1.35

1.36

1.37

1.38

1.28.1 "FPGEC" meansthe Foreign Pharmacy Graduate Equivaency Commission.
1.28.2 "FPGEE" meansthe Foreign Pharmacy Graduate Equivaency Examination.

1.28.3 "TOEFL" istheTes of English asaForeign Language, asgiven by the American College
Testing (ACT), or its successor, and certified by the FPGEC.

1284  "Test of Spoken English (TSE)" meansthetest of spoken English administered by the
Educationd Testing Service.

“Hospice care facility” means an inpatient setting where pdliative and supportive services to the
termindly ill and their families are provided.

“Hospital” meansafacility with agoverning body, an organized medica saff and anursing service
providing equipment and services primarily to inpatient care to personswho require definitivediagnoss
and trestment for injury, illness or other disabilities or pregnancy, licensed pursuant to Chapter 23-17
of the Rhode Idand General Laws, as amended.

“Institutional pharmacy” means any pharmacy located within any hospitd, sanitorium, dinic or
dispensary in which drugs are compounded or dispensed to its patients or patients of another licensed
in-patient hedth care facility with whom it has a contract.

" Intern" meansagraduate of an American Council on Pharmaceutica Education (ACPE) accredited
program of pharmacy, or astudent who is enrolled in at least the first year of a professond ACPE
accredited program of pharmacy.

" Internal test assessment” means, but isnot limited to, conducting those tests of quaity assurance
necessary to ensure the integrity of the test.

"Internship" meansthat period of training of anintern, under the direction of the preceptor, whichis
required for regigtration to engage in the practice of pharmacy.

"I nvestigational drug" meansany drug which has not been gpproved for use in the United States,
but for which an investigationd drug application has been gpproved by the Food and Drug
Adminigration (FDA).

“Livehours’ meanshoursacquired through attendance or participation & programsthet providefor
direct interaction between faculty and participants and may include lectures, symposia, live
teleconferences or workshops.

"Manufacturer” means anyone who is engaged in manufacturing, preparing, propageating,
compounding, processing, packaging, repackaging, or labeling of a prescription drug or poisons.

" Manufacturing” means the production, preparation, propagation, conversion or processing of a
drug or device, ether directly or indirectly, by extraction from substances of naturd origin or
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1.39

1.40

141

1.42

1.43

144

1.45

1.46

1.47

1.48

1.49

independently by means of chemicd or biologicd synthesis, and includes any packaging or
repackaging of the substances or labeling or relabding of its container, and the promotion and
marketing of such drugs and devices. M anufacturing aso includes the preparation and promotion of
commercialy available products from bulk compounds for resdle by pharmacists, practitioners, or
other persons.

“Medical institution” means any hospita, santitorium, clinic or digpensary.

"Medication error" meansany preventable event that may cause or lead to inappropriate medication
use or patient harm, while the medication isin the control of the health care professond, patient, or
consumer. Such events may be related to professiona practice, hedlth care products, procedures,
and systems including, but not limited to: prescribing; order communication; product labeling,
packaging and nomenclature; compounding; dispensing; digtribution; adminigtration; education;
monitoring; and use.

“Medication orders’ means a written, verba or dectronically transmitted order for drugs and
devices from an authorized practitioner in this state for administration of adrug.

" Nonresident pharmacy” meansapharmacy located outside thisstatethat ships, mails, or ddivers
prescription drugs and/or devicesto a patient in this state.

" Nuclear pharmacy" means apharmacy providing radiopharmaceutical services.

" Nuclear/radiologic pharmacy practice" refersto a patient-oriented service that embodies the
scientific knowledge and professiond judgment required to improve and promote health through the
assurance of the safe and efficacious use of radiopharmaceuticals and other drugs.

“Nursingfacility” meansaplace, however named, or anidentifiableunit or distinct part thereof thet
provides 24-hour inresdent nursing, thergpeutic, retorative or preventive and supportive nursing
careservicesfor two (2) or more residents unrelated by blood or marriage whose condition requires
continuous nursing care and supervison.

" Parenteral pharmacy practice" refersto admixturesof Serile parenterd solutionsand dispensing
of sameintended for adminigtration to patientsin hedlth care facilities and in the home.

" Patient profile" meansapatient record system that ismaintained by al pharmaciesfor patientsfor
whom prescriptions are dispensed. The patient profile shal provide for the immediate retrieva of

information necessary for the dispensing pharmaci<t to identify previoudy dispensed drugsat thetime
aprescription is presented for dispensing.

" Person” meansany individud, trust or estete, partnership, corporation (including associations, joint
stock companies) state or politica subdivison or insgrumentaity of the Sate.

" Pharmaceutical care" isthe provison of drugs and other pharmaceutica services intended to
achieve outcomes related to cure or prevention of a disease, dimination or reduction of a patient's

6



1.50

1.51

1.52

1.53

1.54

1.55

1.56

1.57

1.58

symptoms, or arresting or dowing of adisease process. Pharmaceutica Careincludesthe judgment
of a pharmacist in dispensng an equivaent drug or device in response to a prescription, after
appropriate communication with the prescriber and the patient.

" Pharmacist" means an individua registered to engage in the practice of pharmacy in this Sate
pursuant to section 5-19-19 of the Act.

" Pharmacy" or" drug store", hereinafter referred to as " pharmacy™ meansthat portion or part of a
premises where prescriptions are compounded and dispensed, including that portion utilized for the
storage of prescription drugs or legend drugs.

“Pharmacy and therapeutics committee” means the active sanding committee in the hospitd,
nursing or hospice care facility which is the organizationd line of communication and liaison between
themedica and pharmacy staff which actsto review and promoterationa drug therapy and utilization
in the licensed fadility.

" Pharmacy technician” means supportive personne utilized in pharmacies whose responsibilities
areto provide nonjudgmental technical services concerned with the preparation of legend drugs under
the direct supervison and responsbility of a pharmaci<.

" Practice of pharmacy” means the interpretation, evaluation and dispensing of prescription drug
orders, paticipation in drug and device sdection; drug regimen reviews, provison of patient
counseling and the provision of those acts or services necessary to provide pharmaceutical care; and
the respongbility for compounding and/or labding of drugs and devices (except labeling by a
manufacturer, repackager, or distributor of non-prescription drugsand commercialy packaged legend
drugs and devices).

" Practitioner" meansaphyscian, denti<, veterinarian, nurseor other person duly authorized by law
in the state in which they practice to prescribe drugs.

" Preceptor” means a pharmacist registered to engage in the practice of pharmacy in this Sate, or
another jurisdictionwhoisin good standing in said state or jurisdiction and who hasthe responsibility
for traning interns.

“Prescription” means an order for drugs or devices from an authorized practitioner which is
dispensed to or for an ultimate user.

" Prescription drug” or" legend drug" meansadrugwhich, under federd law, isrequired, prior to
being dispensed or delivered, to be labeled with either of the following Statements:

1.58.1 Rxonly;

1.58.2  "Caution: Federd law redricts this drug to use by, or on the order of, a licensed
veterinarian”; or



1.59

1.60

1.61

1.62

1.63

1.58.3 A drugwhichisrequired by any applicable federa or state law or rule to be dispensed
pursuant only to a prescription, or is restricted to use by practitioners only, and includes
finished dosage formsand activeingredients subject to section 503 (b) of thefederd food,
drug, and cosmetic act, including al medica gases.

" Prospectivedrug review" meansareview of the patient'sdrug therapy record and prescription, as
established in the rules of the Board, prior to dispensing the drug as part of adrug regimen review.

" Qualified licensed professional” meansanon-pharmacis individua (such asphysician, nurse, or
technologist) who possesses a current state licensg, if applicable, and who has sufficient training and
experience to safely handle and dispense radiopharmaceuticas as defined by the respective
requirements of the Nuclear Regulatory Commission and Chapter 23-1.3 of the Genera Laws of
Rhode Idand, as amended.

A " qualified nuclear pharmacist” meansacurrently registered pharmacist in the state of Rhode
Idand, whoiscertified asanuclear pharmacist by theU.S. Nuclear Regulatory Commission, or who
meets the following sandards.

161.1 Minimum standards of training for "authorized user status' of radioactive materid
(reference 1);

1.61.2 Completed a minimum of 200 contact hours of ingtruction in nuclear pharmacy and the
safe handling and the use of radioactive materialsfrom aprogram approved by the Board,
with emphadisin the following aress:

a) radiation physicsand insrumentation;
b) radiation protection;

C)  mathematics of radioactivity;

d) radiation biology;

€) radiopharmaceutical chemidry.

1.61.3  Attanaminimum of 500 hoursof clinical nucear pharmacy training under thesupervison of
aqudified nuclear pharmaci<.

" Reasonable effort” includes collecting patient information with printed data forms provided to the
patient by the pharmaci<, the pharmacist interviewing the patient to develop a patient's medication
higory, or smilar paient-pharmacist interactions where the pharmacist assumes responsbility to
collect, record, and maintain information necessary to properly dispense a prescription and counsd a
patient. Collection of patient information may be appropriately delegated by the responsible
pharmecist.

" Radiopharmaceutical quality assurance” means, but is not limited to, the performance of
gopropriate chemicd, biologica, and physical tests on potentid radiopharmaceuticas and the
interpretation of theresulting datato determinetheir suitability for usein humansand animas, including
internd test assessment, authentication of product history and the keeping of proper records.

8



1.64

1.65

1.66

1.67

1.68

1.69

1.70

1.71

1.72

" Radiopharmaceuticals’ are radioactive drugs as defined by the FDA and regulated pursuant to
Chapter 23-1.3 of the Rhode Idand General Laws, as amended.

" Radiopharmaceutical service" means, but is not limited to, the procurement, storage, handling,
preparation, labeling, quaity assurance testing, dispensing, ddivery, record keeping, and disposal of
radiopharmaceuticals and other drugs.

“ Recognized provider” meansany person, corporation or association approved either by the Board,
the American Council on Pharmaceuticd Education (ACPE), or American Medical Association
(AMA) Category | Programs, to conduct continuing education programs.

“Retail pharmacy” meansany pharmacy where drugsare compounded, dispensed, stored or sold or
where prescriptions are filled or dispensed to the genera public.

" Retrospectivedrug review”" meansthe monitoring for therapeutic appropriateness, over- utlization
and under-utilization, gppropriate use of generic products, thergpeutic duplication, drug-disease
contraindications, drug-drug interactions, incorrect dosage or duration of drug trestment, and clinical
abuse/misuse after the drug has been dispensed.

" Sanitorium’ meansany nursing facility, or hospice providing inpatient services, licensed pursuant to
Chapter 23-17 of the Rhode Idand Generd Laws, as amended.

" A single-unit container” , asused in section 8.2.1, isthe one that is designed to hold aquantity of
drug intended for administration asasingle dose, or asinglefinished device, intended for use promptly
after the container is opened. Preferably, the immediate container, and/or the outer container or
protective packaging, shal be designed asto show evidence of any tampering with the contents. Each
dangle-unit container shdl be labded to indicate the identity, quantity, and/or strength, name of
manufacturer, ot number, and expiration dete of the article.

" Unit-dose container” isasngle-unit container for articlesintended for adminigtration by other than
parenteral route as a single dose, direct from the container. Each unit-dose container shall belabeled
to indicate the identity, quantity, and/or strength, name of the manufacturer, and lot number of the
aticle.

"Wholesaledistribution” meansdigtribution of prescription drugsto person other than aconsumer
or patient, but does not include:

1.72.1 intracompany saes,

1.72.2 the purchase or other acquisition by ahospita or other hedlth care entity that isamember
of agroup purchasing organization of a drug for its own use from the group purchasing
organization or from other hospitals or hedth care entities that are members of such
organizations,



1.73

1.72.3

1.72.4

1.725

1.72.6

1.72.7

1.72.8

the sale, purchase or trade of a drug of an offer to sell, purchase, or trade a drug by a
charitable organization to a nonprofit affiliste of the organization to the extent otherwise
permitted by law;

the sale, purchase, or trade of adrug or an offer to sell, purchase, or trade a drug among
hospitalsor other health care entitiesthat are under common control. For purposesof this
section, “common control” means the power to direct or cause the direction of the
management and policies of aperson or an organization, whether by ownership of stock,
voting rights, by contract or otherwise;

the sale, purchase or trade of a drug or an offer to sdll, purchase, or trade a drug for
emergency medical reasons. For purposesof thissection, "emergency medica reasons'

includestransfers of prescription drugs by aretail pharmacy to another retail pharmacy to
dleviate atemporary shortage;

the sale, purchase, or trade of adrug, an offer to sell, purchase, or trade a drug, or the
dispensing of a drug pursuant to a prescription.

the lawful digtribution of drug samples by manufacturers representatives or distributors
representatives.

the sale, purchase, or trade of blood and blood components intended for transfusion.

"Wholesaledistributor" meansanyoneengaged in wholesaledigtribution of drugs, including, but not
limited to, manufacturers, repackers, own-label digributors, private-label distributors, jobbers,
brokers, warehouses, including manufacturers and distributors warehouses, chain drug warehouses,
and wholesdle drug warehouses, independent wholesale drug traders, and retall pharmacies that
conduct wholesale distribution.
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PART I PHARMACI STS/REGISTRATION REQUIREMENTS

Section 2.0 Registration Requirement

21 No person, unless a registered pharmacist shall retail, compound or dispense drugs, medicine or
ppoisons, except as provided pursuant to statutory provisonsof sections5-19-19 and 5-19- 36 of the

Act.

Section 3.0 Qualificationsfor Registration

31 Pursuant to the provisions of section 5-19-10 of the Act, every person in order to be a registered

pharmacist shdl:
311 a)

b)

d)

o)

be of good mord character and temperate habits,

be over eighteen (18) years of age;

have graduated from afirst professona degree program in pharmacy which is:
I.  authorized to confer degreesin the state in which it is located;

ii.  accredited by the American Council on Pharmaceutical Education; and
iii.  approved by the Board.

If the gpplicant is a foreign pharmacy graduate, he/she shall have obtained full
certification from the FPGEC.

have satisfactorily completed the internship in accordance with section 6.0 herein;
and

have successfully passed such examination as the Board may require in
accordance with section 5.0 herein.

who shdl not have been convicted of any felony for violaionsinvolving controlled
substances subject to waiver by the Board upon presentation of satisfactory
evidence that such conviction does not impair the ability of the person to conduct
with safety to the public the practice of pharmacy.

Section4.0  Application for Registration and Fee

41  Applicationfor registration shal be made on forms provided by the Board and which may be obtained

at:

The Rhode Idand Department of Health
Three Capital Hill, Room 205

11



4.2

4.3

4.4

Providence, Rhode Idand 02908
Sad forms shdl be completed and signed by the gpplicant, notarized, and submitted to the Board no
later than thirty (30) days prior to the scheduled date of examination. Such gpplication shdl be
accompanied by the following documents and fee (non-returnable):

a)  anotarized true copy of certificate of birth;

b)  one (1) unmounted recent photograph, head and shoulders, front view, approximately 2 x 3
inchesin sze, of the applicant. Such photograph, must be certified by amember of the faculty
of the college of pharmacy at which the gpplicant matriculated;

c)  proof of graduation from an accredited college of pharmacy;

d) the application fee of one hundred dollars ($100.00) per check or money order (non
refundable), made payable to the Genera Treasurer, State of Rhode Idand;

e) theagpplication for NAPLEX Examinationwhichwill be submitted to the Nationd Association
of Boards of Pharmacy;

f) the current application feefor NAPLEX Examination of two hundred fifty dollars ($250.00) per
money order, bank draft, or certified check, made payable to NABP Licensure Examination.
Persona checks or cash will not be accepted; and

g thecurrent goplication feefor the Multistate Jurisorudence Examination of $85.00, per money
order, bank draft or certified check, made payable to the NABP Licensure Exam. Persona
checks or cash will not be accepted.

Application and supporting documents shal be verified and reviewed by the Board.

No applicant shall be gpproved or accepted for examination until he/she has met al requirements of
internship as set forth in section 6.0 herein.  Affidavit of internship hours shal be submitted to the
Board prior to gpplication for registration.

Applications shal be completed (including the submission of dl supporting documents) within six (6)
months of the date of initid submission. Any gpplication that isnot completed withinthissix (6) month
timeframe shal be deemed to beinvalid, shal be denied, and the gpplicant shall be required to submit
anew gpplication.

Section5.0  Examination For Registration

5.1

By Examination:

Applicants shal be required to pass written and practical examinations (conducted in English) as the Board
deems most practica and expeditiousto test the applicant's knowledge and skillsto engage in the practice of
pharmacy in this state, pursuant to section 5-19- 13 of the Act.

12



5.1.1

b)

512

b)

For written examination the Board requires gpplicants to successfully pass, the following
examinations.

The Integrated Examination of the Nationa Association of Boards of Pharmacy which may be:

I. administered in this state with the passing grade as determined by NAPLEX and approved
by the Board; or

ii. administered in another tate by the licensing authority of the respective state, provided
sad examination was administered on the same date as the scheduled examination detein
this state and provided the requirements of section 5.1.2 herein on transfer of grades are
met; and

The Multigtate Jurisprudence Examination with a passing grade of not less than seventy-five
percent (75%).

Transfer of Grades

Applicantswishing to participatein the National Association of Boardsof Pharmacy Transfer of
Scores Program must comply with al the requirements of the Nationa Association of Boards of
Pharmacy regarding the transfer of scores including but not limited to the submission to the
National Association of Boards of Pharmacy the completed and signed NAPLEX SCORE
TRANSFER FORM with accompanying fee (non-refundable).

For individuals seeking regidration in Rhode Idand, the Board of Pharmacy will only accept
scores submitted directly by the National Association of Boards of Pharmacy. Furthermore,
eech individua seeking regigration in this state must submit an gpplication for registration to the
Board in accordance with section 4.0 herein and must meet dl other satutory and regulatory
requirements herein.

Applicants participating in the Transfer of Scores Program shdl complete the Multistate
Jurisprudence Examination, as described in section 5.1.1(b) herein within six months of
gpplication to the Rhode Idand Board of Pharmacy.

52 Re-Examination

In case of failure of any applicant to satisfactorily passthe Integrated NAPLEX Examination, and/or the Rhode
Idand Jurisprudence Examination, such gpplicant shal be entitled to re- examination(s) & suchtimeand placeas
the next scheduled regular examinations. An gpplicant who twice fails any licensng examination shdl not be
eligiblefor further examination until the gpplicant has satisfactorily completed additiona preparation asdirected
and gpproved by the Board. This condition on digibility dso appliesto each third and subsequent failure,

Application for re-examination shall be submitted to the Board and accompanied by the required feesin
accordance with section 4.1 herein.
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5.3  Without Examination by Reciprocity

A regidraion to engage in the practice of pharmacy in this state may be issued without examination to an
applicant who has been duly registered or licensed by examination in another state provided:

a such state gives reciprocity to pharmacists registered by examination in this state;

b) the Board of Pharmacy in each state in which the applicant holds or has held aregistra-
tion or license submitsto the Board in this state astatement confirming the gpplicant to be
or have been in good standing;

C) the applicant has passed the Multistate Jurisorudence Examination and the Integrated
Examination of the National Association of Boards of Pharmacy in accordance with the
provisions of section 5.1.1 herein.

Sad agpplicant must submit, at least thirty (30) days prior to the next scheduled Board mesting date, the
registration application form with supporting documents asrequired in section 4.0 and 5.3 herein, including the
regigtration fee of one hundred dollars ($100.00) check or money order (non-refundable), made payabletothe
Genera Treasurer, State of Rhode Idand.

Section 6.0  Internship

6.1 Prior to commencing internship the gpplicant must obtain a limited license from the Department. A
limited license shal be granted to an applicant who is:

1. eighteen (18) years of age or older;
2. of good mord character;

3. enrolled in a least the firg year of a professona program of an accredited college of
pharmacy.

4, Foreign graduates as defined in this section shdl have obtained aFPGEC certification prior to
commencing internship.

6.2 I nternship

Theinternship required of goplicantsfor registration as pharmacigts shal consst of fifteen hundred (1500) hours
and shall be carried out under the supervison of aU.S. regisered pharmacist who shdl act as a preoeptor
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Applicants seeking registration as a pharmacist by reciprocity (section 5.3 herein) shal have satisfied the
reguirements of internship in the gate of initid licensure.

64 6.3 Priortogpplicaion for examination, the pharmacy intern shall submit, on forms provided by the
Board, verification of higher practicd experience under the supervison of a registered
pharmacist as defined in section 6.2(b) herein.

Section 7.0  Issuance and Renewal of Registration

7.1 Upon completion of the aforementioned requirements, aregistration shal beissued by theBoardtoan
gpplicant found to have satisfactorily met al the requirements herein. Said registration unless sooner
suspended or discontinued shal expire annudly on the first (1st) day of duly.

7.2 Every person registered as a pharmacist in this state who desires to renew hisor her license shll file
such renewa gpplication annudly with the Board by the first (1) day of July. Said renewa shdl be
duly executed together with renewd fee of fifty dollars ($50.00) per check or money order (nor
refundable), made payable to the Genera Treasurer, State of Rhode Idand. Upon receipt of such
gpplication and payment of such fee, the accuracy of the gpplication shal be verified and aregigration
renewa shal be granted effective for one (1) year unless sooner suspended or discontinued.

7.3  Anypersonwho dlowshisor her licenseto lapse by failing to renew it on or before thefirst (1st) day
of July of each year, may be reinstated upon filing an gpplication with payment of renewd fee of fifty
dollars ($50.00) per check or money order (non-refundable), made payableto the Genera Treasurer,
State of Rhode Idand.

7.3.1 Any pharmacist regisiration that has |apsed, been revoked or suspended and the pharmacist
has not practiced pharmacy, as defined by the Board, for three (3) yearsrequiresthat he/she
take and pass the same examinations required for initia registration.

7.4  Continuing Education

Pursuant to the provisons of section 5-19-6 of the Generadl Laws of Rhode Idand, asamended, any
pharmaci<, registered to practice pharmacy in Rhode Idand, who seeks annual regigtration renewd,
shall be required to have satisfactorily completed at least fifteen (15) hours (1.5 continuing education
units) of continuing education courses sponsored by arecognized provider. Furthermore, five (5) hours
or 0.5 continuing education units of the required fifteen (15) hours of continuing education must belive
hours. In addition:
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a)  For thefirg year of regidration following graduation from acollege of pharmacy, apharmacist
shdl not be subject to the continuing education requirements herein; and

b)  In emergency or hardship cases, aregistered pharmacist may apply to the Board on forms
provided by the Board for an exemption from the continuing education requirements herein.

741  Theannud goplication for registration renewd shal include affidavits signed by the applicant
attesting to the fact that he or she has satisfactorily completed an approved course(s) of
continuing education provided by arecognized provider, as defined herein. Furthermore:

i. Certificates of continuing education courses must be retained and safeguarded by each
pharmacist for review by the Board, if required and requested. Such certificate need not
be submitted with the gpplication for registration renewd; however, documentation must
be retained for two (2) years following the date of completion of the course.

ii. Any pharmacist whose license has not been renewed for one or more years must
demonstrate compliance with continuing education regulationsfor the regisiration period
immediately prior to application.

iii. Pharmacids faling to comply with the requirements of this section of the rules and
regulations shal not be granted license renewd.

7.4.2 Recognized Provider

A “recognized provider” is any person, group or organization approved by the Board as
responsible and competent to provide continuing education courses and includes providers
accredited by an gppropriate national, regiona or state accreditation agency. Any provider
gpproved the American Council on Pharmaceutical Education (ACPE), the board of
pharmacy in another state or jurisdiction, or the provider of American Medical Association
(AMA) Category | programs shall be considered recognized providers.

Any gpplicant requesting status as a Board-gpproved provider of a continuing education
program shall make gpplication within thirty (30) daysafter the completion of thecourse. Any
provider wishing to include the statement “Approved by the Rhode Idand Board of
Pharmacy” in program literature must submit the application for approva at least forty-five
(45) days prior to the program. No provider shall state that the provider or program is
Board-approved until the provider recelves written approval from the Board. The applicant
must provide documentation that the following criteria have been met:

1 Promotional Announcementsand Literature: All literatureincuding brochures,
advertisements and announcements should include the following items:

Educationad goals and learning objectives,
Nature of the target audience that would benefit from participation;
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Faculty members and their credentids;

Schedule of educationd activities;

Amount of CEUs assigned;

Description of requirements established by provider for successful completion
of continuing education program;

Financial sponsorship/program support.

Continuing Education Credit: shdl be determined by the provider in advance of
the program.  The minimum unit of credit awarded for any continuing education
program is one (1) contact hour (0.1 CEU).

Certificates of Credit: certificates shal be provided to each participant in the
program and must include:

The name of the participant;
Title and date of the program;
Name of the approved provider;
Amount of credit approved.

The provider shal sdect an appropriate number of competent faculty for each
continuing education program.

Educational Program Development:

Continuing education programs shall address topics and subject matter areasthat are
pertinent to the contemporary practice of pharmacy that include, but are not limited to:
the socid, economic, behaviord, legd, adminigtrative and manageria aspects of
pharmacy practice and health care; the properties and actions of drugs and dosage
forms; the etiology, characterigtics, thergpeutics and prevention of disease sates; the
pharmaceutica monitoring and management of patient therapy; and other information
unique to specidized types of pharmacy practice.

If topics are not exclusvely specific to pharmacy, the provider shdl take appropriate
stepsto assurethat the core content isexplicitly related to the contemporary practice of

pharmecy.

Educationd gods and learning objectives shall reflect the rdationship of the program
topic or content to contemporary practice of pharmacy.

Each continuing education activity shal be designed to explore one subject or agroup of
closdy-related subjects.

Program Evaluation:
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Providers shdl edablish a mechanism for alowing participants to assess their
achievement with the program’s learning objectives.

Providers shdl develop and implement a program evauation component for each
program, whereby each participant may havethe opportunity to eva uate the continuing
education activity.

B. Certification of completion of course(s) shall befurnished by the*“recognized providers’
to each participant who satisfactorily completed the gpproved continuing education

course(s).

7.4.3 Continuing Education Credit For Postgraduate Pharmacy Curriculum/Program

A registered pharmacist who is enrolled in a postgraduate doctor of pharmacy program shdl be
awarded CEUsfor satisfactory completion of courseswithin said curriculum or program, provided that
the sponsor of the postgraduate curriculum or program is an accredited college of pharmacy. A
regisered pharmacist enrolled in other postgraduate pharmacy programs may seek continuing
education credit provided that the gpplication satisfiesal requirements under this section and provided
further that the course provides indruction in one (1) or more of the following areas. pharmacy,
pharmaceutica sciences, pharmacy practice or pharmacy law.

Students seeking continuing education credit for postgraduate pharmacy education must maintain
officia course transcripts for two (2) years after completion of the course work.

Section8.0  Return or Exchange of Drugs, Etc.

8.1

8.2

The Board, with the gpprova of the Director of Hedlth, of the Rhode Idand State Department of
Hedlth, hereby declaresit to beits policy and intent, and the purpose of thisrule, to protect the public
hedth and safety, and to conform with the Rhode 1dand Food, Drugs and Cosmetics Act, andin
particular, but without limitation of such purpose, to ensure that the public shdl receive drugs,
medicines, sick room supplies, and items for persona hygiene, with the assurance of safety and
efficacy inthar use,

Drugs, medicines, sick room supplies, and itemsfor persond hygiene, shal not be accepted for return
or exchange by any pharmacig, after such drugs, medicines, sick room supplies, or itemsfor persond
hygiene have been taken from the premises where sold, distributed, or dispensed, except under the
following conditions:

8.2.1 Single Unit Container: the pharmacist or pharmacy may accept for return, sngle unit
containers from the ultimate users to whom the medication was dispensed, provided the
pharmacist or pharmacy was the provider of the particular single unit container, and the
ultimate user is a patient in a hospitd;

8.2.2 Recording: the pharmacist must maintain arecord of the receipt of each drug, medicine, or
device showing the date received, the prescription number for which the materid was
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acquired, and the identity, quantity, and/or strength, and the name of the manufacturer. Such
records shdl be kept on file in the pharmacy for a period of two (2) years,

8.2.3 Sick Room SuppliesEquipment: a pharmacist may accept for return sick room
supplies/equipment provided such can be sanitized. If the surfaces of the sick room supplies
or equipment cannot be cleansed or sterilized, the articles are not returnable. However, sick
room supplies are not to be construed to mean nor include hospital beds, whed chairs,
crutches and such other mgor equipment used in the care and treatment of the sick and

injured.
Prescriptions
831 Prescription Refill I nformation
a No pharmacig shdl fill or refill any prescription after one (1) year from the date of
issuance by the practitioner without authorization from the practitioner.
b. A pharmacist may refill a prescription for a patient written by a practitioner who has

expired or has had higher license to practice or controlled substance registration
revoked, suspended, or discontinued, for a period not to exceed ninety (90) days, if the
prescription waswritten by the practitioner prior to hisher death or action againgt license
and the prescription contains authorizations for refills.

8.3.2 Pharmacists shdl only compound prescriptionsfor a drug product(s) not included inthe
officia compendium (The U.S. Pharmacopoeia, N.F.) if the prescription clearly
delineates in writing al the ingredients to be included in the drug product. All such
prescriptions, drugs and ingredients must conform to the requirements of Chapters 21-
31, 21-28, 5-19 and such other applicable satutory requirements.

8.3.3 Technologicd devices for the trangmission or communication of prescriptions between
licensad prescribers and pharmacists may be used in accordance with the following
guiddines
a  Thetransmission of prescriptionsfor controlled substances shal bein compliance

with the provisons of Chapters 21-28 ("' Controlled Substances Act") and 5-37.3
("Confidentidity of Hedlth Care Information Act") of the Genera Laws of Rhode
Idand, as amended, and al other federd or state laws;

b)  Thephamacist shdl exercise professond judgement regarding the accuracy or
authenticity of the transmitted prescription consstent with exigting laws and
regulations,

c)  Theuseof technologica devicesfor the transmission of prescription orders shdl
occur only at the option of the patient, or the patient's agent, to apharmacy of the
patient's choice;

d)  Technologicd devicesshdl not beused to circumvent documentation, verification,
or any provisons of Chapter 519 of the General Laws of Rhode Idand, as
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amended. Neither shdl they be used to commit any other action that may be
deemed unprofessiona conduct.

€e)  Technologica devices shdl be located within the pharmecy.

PART Il PHARMACIES: REGISTRATION REQUIREMENTS

Section 9.0 Registration Requirement

9.1

9.2

Retail Pharmacies. Pursuant to section 5-19-20 of the Act, no person shdl conduct, maintain or
operate apharmacy or any open shop or storefor the purpose of retailing, compounding or dispersngy
drugs, medicines or poisons, without first obtaining and having in force a pharmacy license in
accordance with the statutory provisons of the Act, and the regulatory requirements herein.

PharmaciesWithin Medical I nstitutions: Pursuant to section 5-19-28 of the Act, no person shall
operate, conduct, maintain, open or establish a pharmacy within any hospita, sanitorium, clinic or
dispensary, in which drugs, medicines and poisons are compounded or dispensed without obtaining a
license in accordance with the statutory provision of the Act, and the regulatory requirements herein.

Section 10.0 Application For Licenseand Fee

10.1

10.2

10.3

Application for a license (retail pharmacy, or pharmacy within a medicd inditution) to conduct,
maintain or operate a pharmecy in this state shall be made in writing on forms provided by the Board
and shall be submitted to the Board at least thirty (30) days prior to the expected operating date of the
establishment for the transaction of business as a pharmacy.

Theinitia gpplication must include the following:
a  nameand address of owner and/or manager;

b)  nameof pharmacist having supervison over the conduct and maintenance of the pharmacy or
drug store;

c)  proposedlocation and address of place of businessand blueprint or drawings of proposed floor
plans

d) theinitid registration fee of one hundred dollars ($100.00) per check or money order (non-
refundable), made payable to the Generd Treasurer, State of Rhode Idand; and

€)  such other information as the Board may deem necessary.
Applicationsfor licenserenewa shall be made on forms provided by the Board and shdl include such
informetion asthe Board may require, and the gpplication must be accompanied by thelicenserenewd

feeof fifty dollars ($50.00) per check or money order (non-refundable), made payableto the Genera
Tressurer, State of Rhode Idand.
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Section 11.0 Issuance and Renewal of License

111

11.2

11.3

Upon receipt of an application for a license the Board shdl issue a license or renewa thereof for a
period of one (1) year if the applicant meets the statutory and regulatory requirements herein. Said
license, unless sooner suspended or discortinued, shdl expire annudly on the firgt (1<) of July
following its issuance and may be renewed from year to year upon submission of application and
license renewd fee. The Board shdl use the following criteriain determining ownership interest:

11.1.1  TheBoard of Pharmacy shdl refuseto grant any pharmacy licenseto any personwhoisa
practitioner authorized to prescribe medications or to any partnership, corporation or other
entity inwhich practitioners authorized to prescribe medicationsmaintain afinancid interest
which, in the aggregate, exceeds ten percent (10%) of the total ownership of said entity or
of the subject pharmacy or drug store.

11.1.2  Onand after July 1, 1994, good and sufficient cause shal exist for the refusa to renew
and/or for therevocation of any pharmacy licensg, if, after hearing, the Board of Pharmacy
determines that:

(@ Practitioners, spouse (if not estranged) or any dependent child or business
associate of the person with authority to prescribemedicationsmaintain afinancid
interest, which, in the aggregate, exceedsten percent (10%) of thetota ownership
of the subject pharmacy, drug store or licensee; or

(b)  Morethanforty percent (40%) of the prescriptionsfilled by the subject pharmacy
or drug store within any three (3) month period beginning on or after July 1, 1994
were issued by practitioners with any ownership interest in a drug store or
licensee.

i.  Theregigrant of said pharmacy shal furnish and deliver to the Board, upon
request, dl dispensing reports, and any other required documents necessary
to determine the percentage of prescriptions filled.

A licenseshdl beissued to apharmacy or drug storein the name of the registered pharmacist who has
supervison over the conduct and maintenance of the pharmacy. The license shdl be issued to the
specific pharmacist for a specific location and shal not be transferable.

11.2.1 No pharmacist shal be alowed to register more than one pharmacy a the same time.

A license issued hereunder is the property of the state and loaned to such licensee. It shdl be kept
posted in a conspicuous place in the registered pharmecy.

11.3.1 The name of the pharmacist registering a pharmacy, and the name of each pharmadsin
attendance, shal be conspicuoudy digplayed in the pharmacy.
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Section 120 Change of Ownership, Operation, Location and/or Registrant (Supervisory

121

12.2

12.3

124

Pharmacist)

When a change of ownership, or operation, or location or when discontinuation of services is
contemplated, the person owning the pharmacy or the registrant (supervisng pharmacist) shdl notify
the Board in writing at least fourteen (14) days prior to proposed action.

Furthermore, every regigtrant of a pharmacy shall give the Board fourteen (14) daysnaticeinwriting
prior to terminating services asaregistrant of apharmacy. The person, owning such pharmacy, shall
give like notice prior to terminating services as a registrant of a pharmacy.

When thereisachangein ownership, operation, location and/or registrant (supervising pharmaads) the
license shdl immediately become void and shdl be ddlivered by theregistrant pharmacist to the Board.

12.3.1 The Board, or its desgnee, reserves the right to extend the expiration date of such license,
alowing the pharmacy to operate but under conditions stipulated by the Board for such time
as shdl be required for the processing of anew gpplication.

12.3.2 Thenew applications must befiled in accordance with the provisons of section 10.0 herein
and be accompanied by the registration fee pursuant to section 5-19-31 of the Act.

Pharmacy renovations or remodeling: Any renovations or remodding of an exising pharmacy
shall not be considered a change of location.

Section 13.0  Retail Pharmacy: General Requirements

131

13.2

13.3

134

Personnel: A registered pharmacist shal beinthe pharmacy at dl times during the hours of operation
to operate and manage the pharmacy. The pharmacist(s) shdl be subject to al the statutory and
regulatory provisions herein pertaining to the practice of pharmacy.

Security: Every pharmacy must have and maintain proper security to limit accesshility of unautho-
rized personne on the premises and to safeguard againg the diverson of drugs, biologicas ad
medications.

Facilities, Equipment and Stock: Every pharmacy must be properly secured, equipped with facili-
ties, gpparatus, utensils, the current edition of the U.S. Pharmacopeia/Nationa Formulary, and a
representative stock of pharmaceuticals, chemicals, drugsand preparations, so that prescriptionscan
be properly filled.

Space: Thepharmacy shdl be adequate in Size and space to enable the pharmaci(s) to dischargedl
pharmaceutica functions and duties in a safe and effective manner, and to contain al required
equipment, utensls, storage aress, including prescription compounding counter, and an area with
adequate privacy to conduct patient counsgling.

a) Thesurfaceof the prescription counter shal not be lessthan twenty-four (24) inchesin width, not
lessthan sixteen (16) square feet in unobstructed working space for one pharmacist, and not less
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than twenty-four (24) square feet of total working space for two or more pharmacists on duty at
any onetime.

b) Thepharmacy shal be equipped with proper sanitary appliancesand kept in aclean, sanitary and
orderly manner.

c) Any new pharmacy shal have an area of not less than 250 square fedt.

Section 14.0 Institutional Pharmacy: General Requirements
Personnel

141

14.2

14.3

144

Theinditutional pharmacy shal be directed by aregistered pharmacist, hereinafter referred to asthe
registrant, who shdl be responsiblefor meeting the requirements set forth by federal and satelaw, this
section, and other applicable regulations of the Board. Theregistrant shall bethoroughly familiar with
the specidized functions of inditutiona pharmacy practice.

The registrant shdl be assisted by a sufficient number of pharmacists and supportive personnel to
operate such pharmacy competently, safely, and to meet the needs of the patients of the medical
inditution. A registered pharmacist shadl bein theinditution et al times during the hours of pharmacy
scheduled operation to operate and manage the pharmacy.

Theregidrant shal ensurethat an adequate number of qualified, competent and trained pharmacisdsare
employed. Theregigtrant shal develop and implement written policies and proceduresto specify the
duties to be performed by such pharmacigts.

The registrant shdl ensure that a sufficient number of qudified, trained, competent and adequatdly
supervised supportive personne are employed to provide technical services, aswell asensuring thet dl
such functions and activities are performed competently, safely, and without risk of harm to patients.
The reationship between the supervising pharmacist and the supportive personnd shdl besuch that the
pharmacig isfully aware of and responsiblefor dl activitiesinvolved in the preparation and dispensing
of medications prior to the release to the patient, including the maintenance of appropriate records.

Physical Requirements

14.5

An inditutiona pharmacy shdl have sufficient floor space dlocated to it to ensure that drugs are
prepared in sanitary, well-lighted and enclosed places. 1t shall have sufficient equipment, suppliesand
physica facilities for proper compounding, dispensing and storage of drugs, including parentera
preparations and for the provison of pharmaceutical care. All work surfaces shdl be free d
equipment, supplies, records and labels unrelated to the preparation of medications. The equipment
and physica fadlities shdl indude, but are not limited to, the following:

a) Compounding and dispensing aress,

b)  Physicaly separate parenteral solution additive area when solutions are compound in the
pharmacy as described in section 15.4;
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) Receiving and storage aress,
d) Packaging and repackaging aress,

e) Office space aufficient to alow for adminigrative functions without interference with the safe
compounding and dispensing of medications and security of the pharmacy.

After-hours Pharmacy Services

14.6 The regisrant shdl edtablish policies and procedures for the provison of a limited supply of
medicationsfor filling of urgent ordersto patients of the medica indtitution after the scheduled hours of
operation of the pharmacy. The pharmacist in chargeshdl providefor the provision of pharmaceutica
care after norma working hoursby useof an*“on cal” pharmacist bleto the medica inditution
after hours. Theinditutiona pharmacy may enter into acontractua arrangement with another pharmacy
or pharmacigt for the provision of such services. Medications may be accessed from a pharmacy-
designated area. The policies and procedures shall address:

a) A lig of those individuals authorized by the registrant to remove medications from the
pharmacy-designated area.

b) A list of medications authorized for removal from the pharmacy- designated areadetermined by
the registrant, or designee, and the medicd gaff of the medica ingtitution. The pharmacigt in
charge shdl limit the number of medications, quantity and dosage forms to maximize patient
safety. Medications shal be removed from the designated area in unit-of-use packaging,
whenever possible. If anon-unit-dosed medication is needed when the pharmacy is closed,
the bulk medication container shal be sgned out. When the pharmacy re-opens, the
pharmacist shdl retrieve the bottle and dispense the necessary amount of medication. The
bottle shall be returned to the pharmacy within twenty-four (24) hours after the pharmacy re-
opens.

) documentation of medications removed from the pharmacy-designated area, which shdll
include, but not be limited to, medication name, strength, sgnature of authorized person
removing medications, quantity and name of patient.

d) methods for performing a periodic review of those policies and procedures.

Medication Distribution and Control

14.7 The regigrant shal establish policies and procedures relaing to the procurement, distribution and
contral of dl drug products used in the medicd ingtitution.

Medication Orders

14.7.1 Medicationsareto be prescribed, dispensed and administered only upon orders of authorized
practitioners and medication orders transmitted to the pharmacy in an appropriate manner.

14.7.2 A regigered pharmacis in the indtitutiona pharmacy shal review dl medication orders for
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gppropriaeness within twenty-four (24) hours, except ordersinitiated in the operating room,
emergency room, procedura rooms, and ambulatory care centers. Medication orderswritten
when the pharmacy is closed shdl be reviewed within twenty-four (24) hours after the
pharmacy re-opens.

14.7.3 All patient medication orders shdl be contained in the patient’s medical record.
Medication Storage and Security

14.7.4 All aress designated for medication storage shal have and shdl maintain proper security to
limit accessibility of unauthorized personnd on the premisesand to safeguard againgt diverson
of drugs, biologicas and medications.

14.7.5 All medications shdl be stored in designated areas under proper conditions of sanitation,
temperature, light, moisture, ventilation, and segregation to ensure medication integrity.
Medications shdl be stored in accordance with medi cation labeling pursuant to thefederal and
state Food Drug and Cosmetic Acts.

14.7.6 All stocks of medications shal be inspected routingly to ensure the absence of outdated,
unusable or midabeled products.

14.7.7 Floor stock of medications shdl be limited to medications for emergency use, non-legend
medications thet are routingly used, and limited medications as desgnated by the facility.

14.7.8 All medication areas including auxiliary drug supplies, unit dose cartsand emergency kits, shdl
remain secured at al times. All medications must be adequately secured to restrict access by
unauthorized personndl.

14.7.9 Sample medications shal be procured, stored, dispensed and/or donated to charitable
inditutionsin accordance with the federal Food Drug and Cosmetic Act.

Labeling

14.7.10 All drugsdispensed within amedicd inditution shal belabeed and identified up to the point
of adminigration.

14.7.11 Whenever adrug isadded to aparentera admixture, it shal belabeed with asupplementary
label indicating the name and amount of the drug added, expiration date and expiration time,
if gpplicable. For admixtures prepared outside the pharmacy, the regisirant shall develop
policies and procedures for preparation and labding.

14.7.12 Labds for outpatient medications shal comply with section 21-31-15(1)(l) of the Rhode
Idand Generd Laws, as amended.

Records
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14.7.13

Theregisrant shal develop asystem of daily accountability for medication compoundingad
dispensng that shdl permit the identification of the responsble pharmecist.  Reedily
retrievable records of accountability shal be maintained for at least one (1) year. At a
minimum, this sysem shdl identify al personnd who peform these ativities and the
pharmacist responsible for:

a) interpretation and gppropriateness of new medication orders,

b)  profile entry of new medication orders;

c) digpenang of new medication ordersincluding "stat" doses;

d) dalycatfills

€)  compounding medications, and

f)  peiodicaly ng the quality of pharmacy proceduresfor preparation and release

of drugsfor replenishment of floor stock, ancillary drug supplies, emergency kitsand
automated dispensing devices in locations outside the pharmacy.

Patient’ s Personal Medications

14.7.14

14.7.15

Medications brought into the hospital by patients may only be administered pursuant to a
written order. Prior to adminigtration, medications shdl be identified by a prescribing
practitioner or a pharmacist.

In the case that the medications are not to be used during the patient’ shospitaization, every
attempt shal be made to give the medications to the patient’ s family or caregiver. If thisis
not possible, the pharmacy shdl package and sedl the medications and store the medications
in a secure location until such time that the patient is discharged. No medication shal be
retained by the medicd inditution for longer than thirty (30) daysafter the patient'sdischarge
and shall be disposed of in accordance with the policy of the medical inditution.

Emergency Outpatient Medications

14.7.16

Theregistrant and medica staff shdl establish policiesand proceduresfor the digpensing of
medications from the emergency room.

14.7.16.1  Only alicensed prescriber shdl be authorized to dispense medications to
patients in an emergency Stuation.

14.7.16.2  Emergency medications shall be labeed in accordance with section 21-31-
15(1)(1) of the Rhode Idand Generd Laws, as amended.

Monitoring Drug Therapy
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14.8

The pharmacist shall review the appropriateness of the choice of medications for the patient and the
patient’ s therapeutic regimen, pursuant to section 15.15 of these regulations.

14.8.1 Pharmacigs shdl have access to the following information:

admisson diagnosis,

age, weight, height and sex;

higtory of dlergies and/or previous adverse drug reactions;
current and discontinued medications;

co-morbid disease states,

pertinent laboratory information.

SOk wnNE

14.8.2 The pharmecist shal review each medication order and, in the case of an identified, Sgnificant
problem or opportunity for improvement, the pharmacist shdl contact the prescribing
practitioner. All such communications shal be documented dectronicaly or in writing.
Pharmacy interventionsshal be reviewed with appropriate staff committeeson aroutinebasis.

14.8.3 Medication Use Evaluation Program: The regisrant and medicd staff shdl establish
policies and procedures to incresse the effectiveness and minimize the risk of drug use.
Policies and procedures shdl include defining, monitoring, detecting, reporting and reviewing
the fallowing:

14.8.3.1 Adverse Drug Reactions (ADR):. Serious ADR’s shall be reported to the
FDA’s MedWatch Program. Vaccine-related adverse events shal bereported
to the CDC.

14.8.3.2 Medication Errors. Speciad consderation shall be given to measuresto prevent
medi cation administration errors associated with preparing parenteral and erile
products.

14.8.3.3 Medication Use Evaluation: The sysem shdl identify, and resolve actud and
potentia medi cation-related problems, and prevent potential medication problems
that could interfere with optimum patient outcomes from medication therapy.

Section 15.0 Pharmacy Practice

Pharmaceutical Services: Nursing and Hospice Care Facilities

151

Any registered pharmacy or registered pharmacist that provides pharmaceutica services by
contract to anursing or hospice facility shal comply with the following regulations.

15.1.1  Unlessthenurang or hospice carefacility operates aregistered pharmacy and employsa
director of pharmacy services, the nurang or hospice care facility shal have a written
agreement with aregistered pharmacy to provide pharmaceutica services. Theregistrant of
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15.1.2

15.1.3

the pharmacy shdl supervisethe entire spectrum of pharmaceutica servicesinthenursing or
hospice care facility.

The pharmacy and thergpeutics committee, or itsequivaent, shall congst of not lessthana
registered pharmacist, a regisered nurse, a physcian and the adminigtrator or a
representative from adminigration and shal review dl policies and procedures for the
provison of pharmaceutica servicesto patients.

The phamacig shdl be responsble for the development of written policies and
procedures that shdl include, but not be limited to, the following:

a)

b)

Procedures for administering the services outlined in the written agreement with the
fadlity.

Policies and procedures necessary to ensure the safe use, administration, control and
acoountability of al drugsthroughout the nursing or hospicefacility in compliancewith
federd and date laws. The pharmacist shal:

€ recave avadid medication or prescription order prior to the dispensing of any
drug.

& ensurethat thedrugsfor each patient are kept and stored in the origindly received
containers and that the medication of one patient shall not be transferred to
another patient.

& ensure that each cabingt, cart or other area utilized for the storage of drugsis
locked and accessible only to authorized personnd.

€ provide for the timely delivery of drugs and biologicas from the pharmacy so a
practitioner’s orders for drug therapy can be implemented without undue delay.

Policies and procedures outlining the return or destruction on-site of wastage for dl
controlled substances and the proper disposal of legend drugs.

Policies governing appropriate storage of medications, an effective drug recal
procedure, and labding of al prescription drugs and biologicals in accordance with
federal and State requirements.

For nursing facilities, policiesand procedures governing patient drug regimen reviews,
that shal include procedures for reporting irregularities, and documenting that such

reviews have been performed. The contracted pharmacy consultant shall review al

medi cation orders or prescription orderswith information on the patient profiles. The
conultant pharmacist shdl:

2 review the drug and biologica regimen of each resdent monthly.
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2 report any irregularities to the attending physician and director of nurses.
Reports shall show evidence of review and response; and

2 document in writing the performance of such review, which documentation
shdl be kept on file by the facility and shall be made accessible to inspectors
upon request.

15.1.4 A unit dose drug dispensing system or automated dispensing device may be utilized for the

dispensing of drugsto patientsin alicensed hospita, nursing facility or hospice facility. Such
systems or devices shdl be utilized in accordance with regulations herein.

Nuclear/Radiologic Pharmacies

15.2  Thepractice of nuclear/radiologic pharmecy ishereby recognized asaspecidty of pharmacy practice,
regulated by the Board. This section gpplies only to pharmacies which are preparing and digtributing,
or redigtributing radioactive materid, not Smply handling such materid.

1521

a)

b)

15.2.2

Policies & Procedures

These rules and regulations herein shdl not gpply to a nuclear medicine department within a
medicd inditution which islicensed by another agency.

Nudlear pharmacies shdl maintain records of acquisition, inventory, and dispostion of dl
radioactive drugs and other radioactive materias, in accordance with the provisions of the
Rules and Regulations for the Control of Radiation (R23-1.3RAD).

All pharmacies handling radiopharmaceuticasshdl provide aradioactive orage and product
decay area. Detailed floor plans shdl be submitted to the Board and the state Office of
Occupationa and Radiological Health before approva of the license.

Radiopharmaceuticas are to be dispensed only upon a prescription drug order, from a
practitioner authorized to possess, use and administer radiopharmaceuticals.

The permit to operate a nuclear pharmacy is conditional upon an gpproved state Office of
Occupationa and Radiological Hedth license. Copies of the Office of Occupationd and
Radiologica Hedth ingpection reports shdl be made available upon request for Board

ingpection.

Personnel
A licenseto operate apharmacy providing radiopharmaceutica servicesshadl only beissued
to a qudified nuclear pharmacist. All personnd performing tasks in the preparation and

digtribution of radioactive drugs shal be under the direct supervison of a qualified nudear
phamacist. A qudified nuclear pharmacist shal be responsible for dl operations of the
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pharmacy and shdl be in persond attendance at dl times that the pharmacy is open for
business.

b) The nuclear pharmacy area shdl be secured from unauthorized personndl.
15.2.3 Physical Requirements

a) Nuclear pharmacies shdl have adequate space and equipment, commensurate with the scope
of services required and provided, meeting minima space requirements established for al
pharmaciesin the state or as otherwise defined by the Board.

15.3 Nonresident Pharmacy

15.3.1 Registration - In order to ship, mail, or deliver prescription drugs and/or devicesto a
patient in this sate, a non-resident pharmacy must register with the Board.

15.3.2 Agent of record - Each nonresdent pharmacy that ships, mails, or delivers prescription
drugs and/or devicesto apatient in this state shal designate aresident agent in this state for
sarvice of process. Any such nonresident pharmacy that does not so designate aregistered
agent and that ships, mails, or delivers prescription drugsand/or devicesinthisstate, shdl be
deemed an gppointment by such nonresident pharmacy of the Secretary of State to be its
true and lawful atorney upon whom may be served dl legd process in any action or
proceeding againgt such pharmacy growing out of or arising from such ddlivery. A copy of
any such service of process shal be mailed to the nonresident pharmecy by the complaining
party by certified mail, return receipt requested, postage prepaid, a the address of such
nonresident pharmacy as designated on the pharmacy's application for regidiration in this
gate. If any such pharmacy isnot registered in this state, service on the Secretary of State
in this tate only shall be sufficient service.

15.3.3 Conditionsof Registration - Asconditionsof registration, the nonresdent pharmacy must
comply with the fallowing:

a) beregigered and in good sanding in the state in which located, and
b)  providedl information requested by the Board.

15.3.4 Reportsand Complaints- Upon receipt of acomplaint againgt the non- resident pharmecy,
the Board shdl forward the complaint to the state boards where the non-resident pharmacy
islicensed.

Compounding of Sterile Pharmaceuticals

15.4 Theregulationsthat follow do not gpply to the preparation of medications by pharmacists, nurses or
physicians in emergency Stuations for immediate administration to patients.
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General Requirements

15.4.1 Productsintended for parentera adminigtration or ophthamicingtillation shal be compounded
using aseptic technique.

15.4.2 The regigrant of a pharmacy or dispensing practitioner shal be responsible for establishing
policies and procedures for the compounding, dispensing and ddlivery of sterile products,
which shdl indlude, but not be not be limited to, the following:

a)

b)

9

Personnd qudificationsincduding initia and follow-up training and method of periodic
re-evauation of qudifications and performance;

Scope of mmpounding performed at the pharmacy and proper procedures for
compounding to indude maintaning suitable environmental conditions in the
compounding area, wearing appropriate garb to reduce particulate matter and
contamination of work area, performing aseptic procedures,

Procedures for maintaining and monitoring proper operating conditions for al
equipment used in serile compounding;

Guiddinesfor patient or caretaker education if products are dispensed for home use
to indudeingtructions concerning proper storage, aseptic manipulation of the product,
proper adminigtration and use of devicesif gpplicable, recognizing signs of ingtability
or incompatibility, and proceduresin case of an emergency with the product;

Guiddlines for assgnment of beyond-use dates for al compounded sterile products
and judtification for any date chosen that exceeds the standard set forth in this
regulaion;

Separate proceduresfor handling cytotoxic drugs, if applicable, to include protective
apparel; disposa procedures consstent with applicable loca, state and federa
requirements, procedures for handling spills specid packaging and labding
requirements and ddlivery to minimize risks of accidental spills, in accordance with
federal Occupationa Safety and Hedlth Adminigtration (OSHA) standards;

If applicable, separate proceduresfor compounding sterile productsusing non-gerile
components or open system transfer techniques and for end- product sterilization of
these products.

Physical and Equipment Requirements Preparing Sterile Products

15.4.3 Thegerilecompounding areashdl be of sufficient Szeto accommodatealaminar airflow hood
and to provide for the proper storage of drugs and supplies used in aseptic processing.

15.4.4 The derile compounding area where parenteral products are routingly prepared shdl be

31



isolated from other areas and other pharmacy functions.

15.4.5 Sterile compounding shal be performed with a laminar flow hood or other appropriate
environmenta control device capable of maintaining, during normal activity, a least Class100
conditions in the work area where sterile compounding is performed. Compounding of
cytotoxic preparations shal be performed in avertica flow Class |l biologica safety cabinet.

15.4.6 The sterile compounding area shdl contain supplies adequate for the aseptic preparation of
derile productsincluding, but not limited to:

a) antibacteria soap;

b) hot and cold water supply easily ble to the erile compounding areafor hand
washing prior to aseptic compounding;

) appropriate apparel for personnd performing sterile compounding;;

d) suitable disposal containers for used needles, syringes, eic. and, if gpplicable,
containers for cytotoxic waste and medical wastes.

15.4.7 The gterilecompounding areashd| have sufficient current reference materia srelated to serile
products congstent with the policy and procedure manua and with the types of products
prepared.

15.4.8 The sterile compounding area shal have equipment necessary for maintaining and monitoring
required temperature storage conditions both in the pharmacy or designated compounding
area and during delivery to the patient, if applicable.

Labeling Requirements

15.4.9 Inaddition to other gpplicable labeling requirements for prescriptions under the rules and
regulations herein and Chapter 21-31 of the Rhode Idand Generd Laws, as amended
("Food, Drug and Cosmetic Act"), the label of acompounded sterile product shall include
al activeingredient names, strengths, amountsand concentrations, when gpplicableand for
IV infusion shdl include the name of dl solutions

15.4.10 Thelabd of acompounded sterile product shall include an appropriate beyond- use date
and time, if gpplicable, and the required storage conditions to assure product integrity for
that time period. Unless otherwise specified and judtification provided in the policy and
procedure manud, the expiration date for unpreserved sterile products prepared asepticaly
in a dosed system for a Sngle patient shall bear a maximum beyond- use dete, including
adminigration asfollows

a) Twenty-eight (28) hoursif stored at controlled room temperature;
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154.11

15.4.12

15.4.13

b) Seven (7) days if stored under refrigeration; and
) Thirty (30) daysif stored under freezing conditions.

Thelabel of other compounded sterile products shall bear an appropriate beyond- usedate,
not to exceed Six (6) months from the date of preparation.

If the product is for home or other outpatient use, the label shall bear the prescribed
adminigration regimen including rate and route of administration and any device-specific
ingtructions.

The labe shdl bear any appropriate auxiliary labding, including precautions for cytotoxic
drugs.

Quality Assurance

15.4.14

15.4.15

15.4.16

The registrant of the pharmacy or the digpensing practitioner who compounds Serile
products shal be responsible for maintaining and updeating the policy and procedure manua

asset forthin sections 15.4.1 and 15.4.2 in accordance with current acceptable standards
and for ensuring compliance with the policy and procedure manud.

All laminar flow hoods or other environmenta control devices shall be certified according to
accepted standards for operationd efficiency e least annually.

Laminar flow hoods or dher automatic compounding devices shdl be maintained in
accordance with manufacturing recommendations for maintenance and certification.

Recordkeeping Requirements

15.4.17

In addition to other required records, the following additiona records shall be maintained
for gerile compounding:

a) Compounding records maintained on or with the origina prescription or medication
order, or inalog format which can be cross-referenced with the prescription, or inan
automated data processing system which containsthe sameinformation requiredina
manua system and is cgpable of producing a hard copy print-out of atwo (2) year
history of prescription compounding and dispensing upon request within seventy-two
(72) hours. I1n addition to medication order/prescription information, therecordsshall
indude the fallowing information:

I. date of gerile compounding;
i. beyond- use date assigned to the sterile product;
il sgnaure, initidsor dectronic identification of pharmacist compounding, or of

both the non-pharmacis compounding and pharmecist checking the
compounding of the sterile product, and;
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b)

Record documenting certification of clean room or laminar flow hoods.

If sterile products are provided to apatient’ sresdence, arecord documenting traning
of the patient or caregiver (or both) in the proper storage and use of the product and
any devices used to administer the medications shdl be maintained.

Automated Storage and Distribution Devices

155 Automated storage and distribution devices may be utilized by nursing or hospice care facilities who
maintain contracts for pharmaceutica services with registered pharmacies and which provide
contractua pharmaceutical services to patients in long term care facilities and shal comply with the
fallowing provisons.

15.5.1 Documentation asto type of equipment, serial numbers, content, policies and procedures
and location shdl be maintained on-Steinthe pharmacy. Such documentation shal include:

155.2

1553

a)

b)

c)

d)

name and address of the pharmacy where the automated pharmacy system is being
used;

manufacturer’ s name and mode!;
description of how the deviceis used;

quality assurance proceduresto determine continued appropriate use of the automated
device;

policies and procedures for system operation, safety, security, accuracy, patient
confidentidity, access and mafunction.

Automated storage and digtribution devices shdl have adequate security systems and
proceduresto prevent unauthorized access, to comply with federal and state regulaionsand
maintain patient confidentidity.

Records and/or electronic data kept by automated storage and distribution devices shall
mest the following requirements:

a)

b)

All events involving the contents of the automated pharmecy system shal be
recorded electronicaly;

Records shdl be maintained by the pharmacy and shdl bereadily avalableto the
Board. Such records shdl include:

i) identity of system accessed,;
ii) identification of the individua accessng the system;
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iii) type of transaction;

iv) name, strength, dosage form, and quantity of the drug accessed;
V) name of the patient for whom the drug was accessed;

vi) such additiond information as the registrant may deem necessary.

) A record of medications filled/stocked into an automated pharmacy system shdl
be maintained and shdl include identification of the persons filling/stocking and
checking for accuracy.

15.5.4  All containers of medications stored in the automated pharmacy system shdl be packaged
and labeled in accordance with federa and state laws and regulations.

15.5.5 Theautomated pharmacy system shdl provide amechanism for securing and accounting for
medi cations removed from and subsequently returned to the automated pharmacy system, in
accordance with exigting regulaions.

15.5.6 The automated pharmacy system shdl provide a mechanism for storing and accounting for
wasted medications or discarded medications in accordance with existing state and federa
law.

Responsibilities of Registrant

15.5.7 Theregidrant shal establish policies and procedures that shall:
a) Assurethat the automated pharmacy systemisin good working order and accurately
dispensesthe correct strength, dosage form, and quantity of the drug prescribed while
maintaining gppropriate record- keeping and security safeguards.

b) Assure access to medications for the purposes of administration by authorized
licensed personnd only.

) Authorize individuals and determine levels of access to automated storage and
digtribution devices and ensure security of the system;.

d) Asaure that thefilling/stocking of dl medicationsin the system shal be accomplished
by quadified personnel under the supervision of aregistered pharmaci<.

e) Implement an ongoing quaity assurance program that monitors compliance to the
established polices and procedures of the automated pharmacy system.

15.5.8 The regigrant shall establish policies and procedures for the process of dispensing and/or
adminigtering medications pursuant to a medication order.

Drug Recall

15.6 Theregigtrant shall develop awritten procedureto handle drug product recdls. The procedure shall
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indude, but is not limited to, the following:

a)

b)

c)

d)

€)

A processfor review of documents (i.e., prescriptions, drug orders, etc.) of therecdled lots.
Notification to the recipients and prescribers of the recaled product, when appropriate.

Persond ingpection of al areas where drugs are stored to determine presence of recalled
products.

Quarantine of dl recdled products to be marked “Quarantined-Do Not Use’
until returned to manufacturer.
Maintenance of written log of dl recdls, the actions taken, and the results.

Emergency Kits

15.7 Drugsand devices may be provided in emergency kitsfor use by authorized personnd provided that:

a)

b)

Repackaging

158

Theregidrant, or desgnee, and themedicd staff of themedicd inditutionjointly determinethe
drugs to be included in the kit by identity and quantity. Drugs included in the kit shdl be
limited to those for emergency use only and are not to be used for any other purpose.

The emergency kit shdl be seded with a non-reusable, easily removable sedl to prevent
unauthorized access, and to ensure a proper environment for preservation of the drugs.

The exterior of the emergency kit shal be labeled s0 as to cdearly indicate that it is an
emergency drug kit. A liging of the drugs contained therein including name, strength and
quantity of each drug or device shall be attached. Each emergency kit shall beinspected by a
pharmacig or his designee monthly to check for expiration dates and the integrity of the sedl.

All drugs within the emergency kit shal be labded, if applicable, with the name, srength, lot
number, manufacturer and expiration date.

Drugsand devices shdl beremoved from the emergency kit for adminigtration to apatient only
pursuant to avaid physcian’s order, by personnd authorized by the medicd inditution.

The pharmacy shdl be notified whenever an emergency kit is opened. The pharmacist or
designee shdl re-stock, reseal and return the kit to the unit within areasonable length of time,

Drugswhich are repackaged within apharmacy for subsequent dispensing or adminigtration shdl be
labeled to include:

a)

the generic or trade name, strength, and quantity of drug;
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b)  control humber assgned by the pharmacy which corresponds to the identification of the
manufacturer, manufacturer’s expiration date, lot number of the drug, quantity repackaged,
date repackaged and pharmacist responsible for repackaging;

c) Theexpirationdate of the drug being repackaged shal be one (1) year from the date the drug
is repackaged or the expiration date on the manufacturer’ s container, whichever is earlier.

15.9 Thepharmacy shdl have and usefacilities, personnd, operationa practices, packaging materid, and
control procedures to assure that the purity, integrity, safety, and effectiveness of the drugs are not
affected by such repackaging. All repackaging must be performed by or under the supervison of a
pharmaci<.

I nvestigational Drugs

15.10 Theregistrant and the medica staff shdl be responsible for developing policies and procedures for
ensuring proper labeling pursuant to Chapter 21-31 of the Rhode Idand General Laws, as
amended, storage, didtribution, adminigtration and control of investigationd drugs.
15.10.1 Invedtigationa drugs shdl be rdabeled “For Investigational Use Only.”

15.10.2 A perpetud inventory record for investigationd drugs shdl be maintained. The record
shall contain:

a) drug’s name, dosage form and strength, lot number, expiration date;
b) name, address, telephone number of the sponsor;
C) protocol number;
d) information on digpostion of the drug;
e) recording dispenser’sinitias.
15.10.3 Invedtigationa drugs shall be segregated from commercia products.

15.10.4 The regisrant shdl be responsble for the provison of daff education regarding
investigationd drugs.

15.10.5 Prior to digpensing, any investigationa drug, dose and treatment schedule should be
verified againg the protocol.

15.11 Any information pertaining to potentid adverse effects, precautions, compounding and preparation
requirements, etc., of theinvestigationa drug shall be reviewed by the pharmacist.

Adverse Drug Reactions (ADRs) and Medication Errors
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15.12 Medication Use Evaluation Program: The registrant shall establish policies and procedures to

increase the effectiveness and minimize the risk of drug use. Policies and procedures shdl include
defining, monitoring, detecting, reporting and reviewing medication errors and adverse drug reaections
(ADRs). Serious ADRs shdl be reported to the FDA’s MedWatch Program. Vaccine-related
adverse events shall be reported to the CDC.

15.13 Patient Profile- A patient record system shall bemaintained by al pharmaciesfor patientsfor whom

15.14

15.15

15.16

prescriptions are dispensed.  The patient record system shall provide for the immediate retrieval of
information necessary for the dispensing pharmacist to identify previoudy dispensed drugsa thetimea
prescription is presented for dispensing. The pharmacist shall make a reasonable effort to obtain,
record, and maintain the following information:

a full name of the patient for whom the drug is intended;

b) address and telephone number of the patient;

C) patient's age or date of birth;

d) patient's gender;

e) aligt of dl prescriptions obtained by the patient at the pharmacy maintaining the patient record
during the twelve months immediately preceding the most recent entry showing the name of
thedrug or device, prescription number, name and strength of the drug, the quantity and date

received, and the name of the practitioner, and

f) Pharmacist comments relevant to the individua's drug therapy and drug dlergies, including
any other information peculiar to the specific patient or drug.

The pharmacist shall make a reasonable effort to obtain from the patient or the patient's agent any
known alergies, drug reactions, idiosyncrases, and chronic conditions of the patient and theidentity
of any other drugs, including over-the-counter drugs, or devices currently being used by the patient
which may relate to prospective drug review, and shdl record thisinformation in the patient's profile.

The patient record shal be maintained for aperiod of not lessthan two yearsfrom the date of the last
entry in the patient profile record. This record may be a hard copy or in acomputerized form.

Prospective Drug Review - A pharmacist shal review the patient record and each prescription
presented for digpensing for purposes of promoting thergpeutic gppropriateness by identifying:

a) over-utilization or under- utilization;
b) therapeutic duplication;

C) drug- disease contraindications,
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h)

drug-drug interactions,

incorrect drug dosage or duration of drug treatment;
drug-dlergy interactions;

clinical abuse/misuse;

food-drug interaction.

Upon recognizing any of the above, the pharmacist shdl take gppropriate stepsto avoid or resolve the problem
which shdll, if necessary, include consultation with the practitioner or other gppropriate persons.

15.17 Patient Counseling

a) After recaipt of anew prescription and following areview of the patient's record, a pharmacist or
other licensed personnd, as defined in Chapter 5-19, shdl initiate discusson of matters which will
enhance or optimize drug therapy with each patient or care giver of such patient. Such discusson shdll
be in person whenever practicable, or by telephone, and shal include appropriate elements of patient
counsding, asisappropriatefor the patient inthe professiond judgment of the pharmacist. Theoffer to
counsd may be delegated by the pharmacist. Nothing in this section will prohibit a pharmacist from
counsdling apatient on arefill prescription when deemed necessary inthe professiond judgement of the
pharmacist. Such dements may include the following:

Vii.

viii.

the name and description of the drug;

the dosage form, dose, route of administration, dosing schedule, and duration of drug thergpy;
intended use of the drug and expected action;

specid directions and precautions for preparation, administration, and use by the patient;

common severe Side or adverse effects or interactions and therapeutic contraindications that
may be encountered, including their avoidance, and the action required if they occur;

techniques for sdf-monitoring drug therapy;
proper storage;
prescription refill information;

action to be taken in the event of amissed dose; and
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b)

d)

X.  pharmacist commentsrelevant to theindividud's drug therapy, including any other information
peculiar to the specific patient or drug.

Alternative forms of patient information shal be used, when deemed necessary in the professond
judgement of the pharmaci<t, to supplement patient counseling when appropriate. Examplestoinclude
written information lesflets, pictogram labels, video programs, etc.

Petient counseling and patient profiles, as described above and defined in thisact shdl not berequired
for inpatients of ahospital or indtitution, or any other licensed hedth-care facility, where other licensed
health care professionals are authorized to administer the drugs.

A pharmacist shdl not be required to counsdl a patient or care giver when the patient or care giver
refuses such conaultation. Such refusal shall be documented in writing.

15.18 Prescription Transfer

Prescriptions may be transferred between pharmacies provided that the pharmacies adhere to the following
requirements for transferring prescriptions between pharmacies:

a)

b)

€)

The prescription is for adrug that islawfully able to be refilled.

Thedrug isnot a Schedule 11 controlled substance.

An origind or new prescription is not required from the prescriber by law.

The pharmacist transferring the prescription cancdls the origind prescription in his’her records, and
indicates on the prescription records to whom the prescription was transferred, including the name of
the pharmacy, the date of the transfer, and the name or initids of the transferring pharmacist.

The pharmacist recalving the transferred prescription shall:

1. Note on the prescription that it is atransferred prescription.

2. Record dl of the following information on the prescription records, in addition to other
information required by law:

i.  Dae of issuance of the origina prescription;

ii. Daeof origind filling of prescription;

jii.  Origind number of refills authorized on prescription;
iv. Complete refill record from origind prescription;

V. Number of vdid refills remaining.

40



3. Note the location and file number of the original prescription.
4. Note the name of the pharmacy and pharmacist from whom the prescription was transferred.

f) A pharmacist may transfer a prescription to another pharmacist employed by the same corporation
without regard to the requirements of sections (d) and (€) herein, provided that both pharmacists have
accessto the same compuiterized prescription transfer system which contains the prescription and refill
records and incorporates procedures to prevent unauthorized refills.

g If theprescriptionisfor acontrolled substancein Scheduleslll, 1V, or V, the pharmacies shal comply
with the Code of Federal Regulations (CFR) 1306.26.

15.19 Beyond-Use Dating on Labels: It shdl bethe responghility of the dispenser, taking into account
the nature of the drug repackaged, the characteritics of the container, and the storage conditionsto
which the article may be subject, to determine a suitable beyond- use date to be placed on the [abdl.
In addition:

a) the maximum beyond- use date that may be placed on the prescription container labe shall be
one (1) year from the date the drug is dispensed or the expiration date on the manufacturer's
container, whichever is earlier;

b)  where an expiration date on a product is dated only by the month and year, the intended
expiration date shal be consdered to be the last day of the stated month.
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PART IV REGISTRATION OF MANUFACTURERS, WHOLESALERS, & DISTRIBUTORS

Section 16.0 Registration Requirements

16.1 Pursuant to the provisons of sections 5-19-26 and 5-19-27 of the Act, every wholesde distributor
and/or manufacturer, wherever located, who engagesin wholesae distribution into, out of, or withinthis
state, must be registered by the Board in accordance with the laws and regulations of this state, before
engaging in wholesde distribution of prescription drugs.

16.2

16.1.1 Wholesale Distributors and/or Manufacturers - The Board requires the following from
each wholesde drug digtributor or manufacturer as part of theinitid licensing procedure, and as
part of any renewal of such license;

a)
b)

C)

d)

16.1.2

16.1.3

The name, full business address, and telephone number of the licensee;
All trade or business names used by the licensee;

Addresses, tel ephone numbers, and the names of contact personsfor the facility used by
the license for the storage, handling and distribution of prescription drugs,;

Thetypeof ownership or operation (i.e. partnership, corporation or sole proprietorship;

The nameg(s) of the owner and/or operator of the licensee, including:

1.  If aperson, the name of the person;

2. If apartnership, the name of each partner, and the name of the partnership;

3. If a corporation, the name and title of each corporate officer and director, the
corporate names, and the name of the state of incorporation, and the name of the

parent company, if any; and

4. If asole proprietorship, the full name of the sole proprietor, and the name of the
business entity.

Where operations are conducted at more than one location by a single wholesdle
digtributor, each such location digtributing into the state shall be registered by the Board.

Changes in any information required by this section shal be submitted to the Board within
fifteen (15) days of change.

Thelicense will be issued upon receipt of the required fee in accordance with section 5-19-31 of the

Act.
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16.3 Minimum Qualifications

16.3.1 The Board will consdder the following factors in determining igibility for regitration of
persons who engage in the wholesale distribution or manufacturing of prescription drugs:

a) Engaging in any unprofessiond conduct as defined in section 19.0.
b)  Any fdony convictions of the gpplicant under federa, state or loca laws,

C) The gpplicant's professona qudificationsand past experiencein the manufacture or
digtribution of prescription drugs, including controlled substances,

d)  Thefurnishing by the gpplicant of fase or fraudulent materia inany gpplication made
in connection with drug manufacturing or digtribution;

€) Suspension or revocetion by federd, state or loca government of any license
currently or previoudy held by the applicant for the manufacture or distribution of any
drugs, including controlled substances,

f) Compliance with licenaing requirements under previoudy granted licenses, if any;

0 Compliance with the requirements to maintain and/or make availadle to the sate
licensng authority or the federa, state, or locd law enforcement officids those
records to be maintained by wholesale drug distributors and manufacturers, and

h) Any other factors or qudifications the Board considers relevant to, and condstent
with, the public hedth and sefety.

16.4 Personnd

16.4.1 Theregistered wholesde digtributor or manufacturer shal employ adequate personnd with
the education and experience necessary to safdy and lawfully engage in the wholesale
digtribution and/or manufacturing of drugs.

16.5 Storage and handling of prescription drugs and the establishment and maintenance of prescription drug
digtribution records by wholesde drug distributors and their officers, agents, representatives, and
employees.

16.5.1 Facilities

a) All fadlities a which prescription drugs are stored, warehoused, handled, held, offered,
marketed, or displayed shdll:

1) Be of suitable size and condruction to facilitate cleaning, maintenance, and proper
operations,
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2)

3)

4)
5)

16.5.2

b)

16.5.3

Have storage areas designed to provide adequate lighting, vertilation, temperature,
sanitation, humidity, Space, equipment, and security conditions,

Have a quarantine area for storage of prescription drugs that are outdated, damaged,
deteriorated, misbranded, or adulterated, or that arein immediate or sealed, secondary
containers that have been opened;

Be maintained in a clean and orderly condition, and
Be free from infestation by insects, rodents, birds, or vermin of any kind.
Security

All fadlities used for wholesde drug distribution and/or manufacturing shdl be secure
from unauthorized entry.

1)  Access from outsde the premises shdl be kept to a minimum and be well-
controlled.

2)  Theoutsde perimeter of the premises shdl be wel-lighted.

3) Entry into areas where prescription drugs are held shdl be limited to authorized
personnel.

All facilities shall be equipped with an larm system to detect entry after hours.

All facilities shal be equipped with asecurity system that will provide suitable protection
agang theft and diverson. When appropriate, the security system shadl provide
protection againg theft or diverson that is facilitated or hidden by tampering with
computers or eectronic records.

Storage: All prescription drugs shal be stored at appropriate temperatures and under
gppropriate conditionsin accordance with requirements, if any, inthelabeling of such drugs
or with the requirementsin the current edition of an officid compendium, such asthe United
States Pharmacopeia, and National Formulary, or their successor agency.

1) If no storage requirements are established for aprescription drug, the drug may be
heldat "controlled" room temperature, asdefined in an officia compendium, tohdp
ensure that itsidentity, strength, quality, and purity are not adversdly affected.

2)  Appropriate manual, eectro-mechanicd, or eectronic temperature and humidity
recording equipment, devices and/or logs shall be utilized to document proper sto-
rage or prescription drugs.



3)  Therecord kegping requirementsin section 16.5.6 shal befollowed for al stored
drugs.

4)  Storage shdl not include temporary or incidental possession for the purpose of
delivery and/or shipment of prescription drugs.

16.5.4 Examination of Materials

a)

b)

Upon receipt, each outside shipping container shdl bevisudly examined for identity and
to prevent the acceptance of contaminated prescription drugs, or prescription drugs that
areotherwise unfit for digribution. Thisexamination shal be adequateto reved container
damage that would suggest poss ble contamination or other damage to the contents.

The contents of each outgoing shipment shdl be carefully ingpected for identity of the
prescription drug products, and to ensure that there is no delivery of prescription drugs
that have been damaged in storage or held under improper conditions.

Therecord keeping requirementsin section 16.5.6 shall befollowed for adl incoming and
outgoing prescription drugs.

16.5.5 Returned, Damaged and Outdated Prescription Drugs

a)

b)

d)

16.5.6

Prescription drugsthat are outdated, damaged, deteriorated, misbranded, or adulterated
shall be quarantined and physicaly separated from other prescription drugs until they are
destroyed or returned to their supplier.

Any prescription drugswhoseimmediate or sedled outer or sealed secondary containers
have been opened or used, shdl be identified as such, and shal be quarantined and
physicaly separated from other prescription drugs until they are either destroyed or
returned to the supplier.

If the conditions under which a prescription drug has been returned cast doubt on the
drug's safety, identity, strength, quality, or purity, then the drug shdl be destroyed, or
returned to the supplier, unlessexamination, testing or other investigation provestheat the
drug meets appropriate standards of safety, identity, strength, quality, and purity. In
determining whether the conditions under which adrug has been returned cast doubt on
the drug's safety, identity, strength, quality, or purity, the wholesdle drug distributor shall
consider, among other things, the conditions under which the drug has been held, stored,
or shipped before or during its return, and the condition of the drug and its container,
carton, or labdling, as aresult of storage or shipping.

Therecord keeping requirementsin this section 16.5.6 shdl befollowed for al outdated,
damaged, deteriorated, misbranded, or adulterated prescription drugs.

Record keeping
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a) Wholesde drug distributors and/or manufacturers shal establish and maintain inventories
and records of al transactions regarding the receipt and distribution of prescription drugs
These records shdl include the following information:

1)  Thesource of the drugs, including the name and principa address of the sdler or
transferor, and the address of the location from which the drugs were shipped;

2)  Theidentity and quantity of the drugsreceived and distributed or disposed of, and
3)  Thedatesof receipt and distribution or other disposition of the drugs.

b) Inventories and records shdl be made available for ingpection and photocopying by any
authorized officid of any governmental agency charged with enforcement of these
regulations for a period of two years following dispostion of the drugs.

C) Records described in this section that are kept at the inspection Ste, or that can be
immediatdly retrieved by computer or other eectronic means, shall be readily availadle
for authorized ingpection during the retention period. Recordskept at acentrd location
apart from the ingpection siteand not e ectronicaly retrievable shal be made availablefor
ingpection within two (2) working days of a request by an authorized officia of any
governmental agency charged with enforcement of these regulations.

16.5.7 Written policiesand procedures: Wholesde drug distributorsand/or manufacturersshndll
establish, maintain and adhere to written policies and procedures, which shal befollowed for
the recaipt, security, storage, inventory, and digtribution of prescription drugs, including
policies and procedures for identifying, recording, and reporting losses or thefts, and for
correcting al errors and inaccuracies in inventories. Wholesale drug distributors and/or
manufacturers shal include in their written policies and procedures the following:

a) A procedure whereby the oldest approved stock of a prescription drug product is
digtributed first. The procedure may permit deviation from this requirement if such deviation
is temporary and appropriate.

b) A procedureto befollowed for handling recallsand withdrawa sof prescription drugs. Such
procedure shal be adequate to deal with recdls and withdrawals due to:

1)  Any actioninitiated a the request of the Food and Drug Administration or other
federd, Sate or loca law enforcement or other government agency, including the
Board,

2)  Any voluntary action by the manufacturer to remove defective or potentialy
defective drugs from the market, or
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3)  Any action undertaken to promote public health and safety by replacing of exigting
merchandise with an improved product or new package design.

C) A procedureto ensurethat wholesae drug distributors and/or manufacturers preparefor,
protect againg, and handle any crigsthat affects security for operation of any facility in
the event of drike, fire, flood, or other natural disaster, or other situations of locd, Sate,
or nationa emergency.

d) A procedure to ensure that any outdated prescription drugs shall be segregated from
other drugs and ether returned to the manufacturer or destroyed. This procedure shall
providefor written documentation of the disposition of outdated prescription drugs. This
documentation shal be maintained for two years after digposition of the outdated drugs.

16.5.8 Responsible persons: Wholesale drug digributors shal establish and maintain lists of
officers, directors, managers, and other persons in charge of wholesae drug distribution,
storage, and handling, including a description of their duties, and a summary of ther
qudifications.

16.5.9 Compliance with federal, state and local laws. Wholesde drug distributors and/or
manufacturers shdl operatein compliancewith applicablefederd, state and local lawsand
regulations.

a) Wholesdle drug digtributors and/or manufacturers shal permit the Board and
authorized federa, state and local law enforcement official sto enter and ingpect their
premises and delivery vehicles, and to audit their records and written operating
procedures, at reasonable times, and in areasonable manner, to the extent author-
ized by law.

b)  Wholesdedrug distributors and/or manufacturersthat dedl in controlled substances
ghdl regiger with the Department of Hedth, and with the Drug Enforcement
Adminigration (DEA), and shdl comply with dl gpplicable sate, locd and DEA
regulations.

16.5.10 Salvaging and reprocessing: Wholesde drug distributors and/or manufacturers shall be
subject to the provisons of any applicable federd, state, or loca laws or regulations that
relate to prescription drug product salvaging or reprocessng, including Chapter 21, parts
207, 210(d), 211 of the Code of Federal Regulations.
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PART V LIMITED REGISTRATION FOR PHARMACY STUDENTS

Section 17.0 General Requirements

171

17.2

17.3

No pharmacy students enrolled in not less than the third year in arecognized college of pharmacy may
servean internship in thisstate with a preceptor without holding avaid limited registration by the Board
of Pharmacy pursuant to the provisions of section 5-19-13.1 of the Generd Laws of Rhodeldand, as
amended.

Application and Fee

Application for limited regigtration shal be made on forms provided by the Board and which may be
obtained at:

The Rhode Idand Department of Health
Three Capitol Hill, Room 205
Providence, Rhode Idand 02908

Said forms shdl be completed and signed by the applicant and submitted to the Board no later than
thirty (30) days prior to the scheduled date of the Board meeting. Such gpplication shal be
accompanied by the following documents and fee (non-returnable and nonrefundable):

a) anotarized copy of certificate of birth to verify that the gpplicant iseighteen (18) years of ageor
older;

b) documented evidence that the student is enrolled in no less than the third (3rd) year in a
recognized college of pharmacy, and signed by the Dean of the College of Pharmacy or his
appointed designee;

C) the gpplication fee of ten dollars ($10.00) made payable by check or money order to the
General Treasurer, State of Rhode Idand.

| ssuance of Limited License

The application and credentids of the gpplicant shal be reviewed and verified by the Board.

Applicants found to meet the requirements herein shal beissued alimited license. Said license unless
sooner suspended or discontinued for due cause in accordance with section 19.0 herein, shall expire
annudly on thefirst (1st) day of July. Said license may be renewed annudly, subject to the applicant
meeting the requirements herein, and upon submisson of the annua regidration fee of ten dollars
($10.00) made payable by check or money order to the Generd Treasurer, State of Rhodeldand. A
limited licenseis not trandferable.
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PART VI
Section 180 PHARMACY TECHNICIANS

TheBoard of Pharmacy does not recognizethe certification or licensing of pharmecy technicians. However, no
pharmacy technician shal work in a pharmacy in this state without first enrolling with the Board.

18.1 Enrollment of Pharmacy Technicians
An gpplicant for enrollment as a pharmacy technician must:
18.1.1 be 18 yearsof ageor older;
18.1.2 beahigh-school graduate or the equivaent;
18.1.3  not havebeen convicted of any felony for violationsinvolving controlled substances subject
towaiver by the Board upon presentation of satisfactory evidencethat such conviction does
not impair the ability of the person to conduct with safety to the public the duties of a
pharmecy technician.
18.2 Application

18.2.1 Application for enrollment as a pharmecy technician shal be made on theform provided by
the Board, which may be obtained at:

The Rhode Idand Department of Health
Three Capitol Hill, Room 205
Providence, RI 02908
Said form shall be completed and signed by the applicant.
18.2.2 Onthe above application, the pharmacy registrant shall aso attest to the following:

a) that the applicant will receive documented ortthe-job training with the duties of
employment; and

b) that the gpplicant will only be assgned duties for which competency has been
demongtrated; and

c) that the registrant has complied with the requirements of the Code of Federd
Regulations, Part 21, sections 1301.76 (" Other Security Controlsfor Practitioners’),
1301.90 ("Employee Screening Procedures’) and 1301.93 (" Sources of Information
for Employee Checks").
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18.3 Issuance of Enrollment

1831

18.3.2

18.3.3

18.34

18.35

18.3.6

Sad enrollment shdl specify the locations of employment of the gpplicant. Termination of
that employment voidsthe enrollment, and the technician must re-enroll before workingwith
anew employer.

If the pharmacy technician isworking a more than onelocation for the same employer, only
one (1) enrollment is required.

Said enrollment, unless sooner suspended or discontinued for due cause in accordancewith
section 19.0 herein, shdl expire annualy on thefirst (1st) day of Jduly.

Sad enrollment shal be renewed annualy.
A pharmacy technician enrollment is not transferable.

It shdl be the respongbility of the pharmacy regstrant to ensure that each pharmacy
technician is properly enrolled.

18.4 Training of Pharmacy Technicians

184.1

18.4.2

18.4.3

18.4.4

18.4.5

Pharmacy technicians shal completeatraining program a the pharmacy of employmentorin
a program conducted by the employer.

Thetraining program shdl:
a) beapproved by the registrant pharmacist;
b) be based on the needs of theindividua pharmacy;

¢) includewritten guiddinesthat define the specific tasks the technician shall be expected to
perform;

d) dipulate how the technician's competency isto be assessed.
A copy of the training program shall be kept in the pharmacy at dl times.

Theregigrant pharmacis shdl certify that the pharmacy technician has successfully completed
the training program.

Pharmacy technicians may perform only those tasks for which they have been trained andin

which competency has been demondrated, but in no case, shdl ever exceed what is
permitted by regulation or law.
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PART VIl VIOLATIONS, SANCTIONS & SEVERABILITY

Section 19.0 Grounds For Denial or Discontinuation of Registration

19.1 Good and sufficient causefor the discontinuance of , or refusal to grant or to renew any registrationissued
under the statutory provisions of the act and the regulations herein shdl include, but not belimited to, the
following acts herein defined as unprofessiona conduct:

a) To obtain such regigration by misrepresentation or fraud;

b) Touseacohoal, controlled substances, or other agentsto such an
extent as to deprive alicensee of reasonable sdf-control, or in violation of any federd or state
law;

C) To enter into an agreement, or an arrangement, with a practitioner for the compounding and/or

dispensing of secret formulaor coded prescriptions, or the acceptance of compensation froma
practitioner or compensating a practitioner for referral of service;

d) To enter into an agreement, or an arrangement with apractitioner
to promote the sale and distribution of drugs, medicinesand poisons, to the economic advantage
of any, or al of the parties to the agreement, or arrangement;

e) To permit an unregistered person to perform the functions reserved by law to a registered
pharmacist;

f) To have been convicted of or plead nolo contendereto any court in the state of Rhodeldand, or
of any date, or of the United States, to any felony, or any violation of any dtate or federd
Uniform Controlled Substance Act, or smilar drug control statute;

0 To have become unfit, or incompetent, to practice pharmacy by reason of negligence, habits, or
other causes,

h) To solicit, collect, accept, or dispense prescriptions for drugs, medicines and poisons at any
location or establishment other than the registered pharmacy at which the prescriptionsareto be
filled or compounded. Provided, however, that this section shal not be construed asto prohibit
the collection of the prescription, or the delivery of the prescribed drugs, medicinesor poisonsat
theresidence, office or place of employment of the person for whom the prescription wasissued,

i) To haveviolated any of the provisionsof any town or city ordinance, state or federa law, and/or
the rules and regulations promulgated thereunder which pertain to the sale and ditribution of
drugs, medicines and poisons, and to the practice of pharmacy;

i) No pharmacist registered and practicing in this state shall advertise by written or spoken words
of acharacter tending to deceive or midead the public;
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k)

Making and filing fase reports, records, or documents in
connection with the practice of pharmacy or failing to keep records and provide records as
required within a reasonable time;

Disregard of the standards of pharmacy practice or falure to maintain standards established by
the pharmacy professon; and

Guilty of violating any of the provisons of the Act and/or the rules and regulations adopted
thereunder, and

Tohavehisor her licenseto practice pharmacy issued by any other properly- condtituted licersng
authority of any other state suspended or revoked or surrendered in lieu of suspension or
revocation for acts or conduct which would congtitute groundsfor action under the provisons of
Chapter 5-19 and/or the regulations promulgated thereunder.

Tomaintain afinancid interest, which, in the aggregate,
exceedsten percent (10%) of thetota ownership of the subject pharmacy, drug store or licensee,
or to fill within any three (3) month period beginning on or after July 1, 1994, more than forty
(40%) of the prescriptions filled by the subject pharmacy or drug store which were issued by
practitioners with any ownership interest in the subject pharmacy, drug store, or licensee.

Section 20.0 Violations and Sanctions

20.1 Every person, co-partnership or corporation who shall violate any of the provisonsof thisAct and the
rules and regulations thereof shall, unless otherwise provided, be subject to such pendties as specified
in section 5-19-34 of the Act.

20.2

Any registered pharmacist who shall have been convicted of aviolationof the provisionsof Chapter 28
of the Title 21 of the Congress of the United States approved October 27, 1970, as amended entitled
"Comprehensive drug abuse prevention and control act of 1970" (Title21, U.S.C. 84 dat. 1236), and
al regulaions pertaining thereto shal be deemed to have forfeited higher right to registration, and the
Board of Pharmacy shdl thereupon discortinue hisher regidration.

Section 21.0  Rules Governing Practices and Procedures

211

Upon due notice in accordance with Chapter 42- 35 of the Rhode Idand General Laws, asamended
(the Adminigtrative Procedures Act), all hearingsand reviews required under the provisions of Chapter
5-19 of the Generd Lawsof Rhode Idand, asamended, shall be held in accordance with therulesard
regulations promulgated by the Rhode 19 and Department of Health entitled Rules and Regul ations of
the Rhode Isand Department of Health Regarding Practices and Procedures Before the

Department of Health and Accessto Public Records of the Department of Health (R42-35-PP).

Section 22.0  Severability
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22.1 If any provisonsof these rules and regulations or the gpplication thereof to any person or circumstance
dhdl be hdd invdid, such invaidity shdl not affect the provisons or gpplication of the rules and
regulations which can be given effect, and to this end the provisions of the rules and regulations are
declared to be severable.
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