M SSI SSI PPl LEQ SLATURE REGULAR SESSI ON 2006

By: Representative Howel | To: Public Health and Human
Servi ces

HOUSE BI LL NO. 878

AN ACT TO CREATE NEW SECTI ON 73-21-125, M SSI SSI PPl CODE OF
1972, TO REQUI RE DRUG MANUFACTURERS THAT ARE REQUI RED TO REG STER
W TH THE STATE BOARD OF PHARVACY TO MAKE ADEQUATE PROVI SI ON FOR
THE RETURN OF OUTDATED DRUGS FROM PHARMACI ES FOR UP TO SI X MONTHS
AFTER THE LABELED EXPI RATI ON DATE FOR PROVPT FULL CREDI T OR
REPLACEMENT; TO REQUI RE DRUG WHOLESALE DI STRI BUTORS AND REVERSE
DI STRI BUTORS THAT ARE REQUI RED TO REG STER W TH THE BOARD TO
| MPLEMENT AND ADM NI STER THE RETURN POLI CI ES ESTABLI SHED BY THE
MANUFACTURER;, TO AMEND SECTI ON 73-21-73, M SSI SSI PPI CODE OF 1972,
10 TO DEFINE THE TERM " REVERSE DI STRI BUTOR'; TO AMEND SECTI ON
11  73-21-105, M SSI SSI PPI CODE OF 1972, TO REQUI RE REVERSE
12 DI STRIBUTORS LOCATED IN OR QUTSI DE OF THI S STATE THAT CONDUCT
13 BUSINESS WTH PHARMACI ES IN THI S STATE TO REA STER W TH THE BOARD;
14 AND FOR RELATED PURPCSES.

15 BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF M SSI SSI PPI

OCO~NOUITRAWNE

16 SECTION 1. The followi ng shall be codified as Section
17 73-21-125, M ssissippi Code of 1972:

18 73-21-125. Each manufacturer that is required to register

19 wth the board and have a permt under Section 73-21-105 shall

20 make adequate provision for the return of outdated drugs from

21 pharmacies, both full and partial containers, for up to six (6)
22 nmonths after the | abel ed expiration date, for pronpt full credit
23 or replacenent. Wholesale distributors and reverse distributors
24 that are required to register with the board and have a permt

25 under Section 73-21-105 shall inplenent and adm ni ster the return
26 policies established by the nmanufacturer.

27 SECTION 2. Section 73-21-73, M ssissippi Code of 1972, is
28 anended as fol | ows:

29 73-21-73. As used in this chapter, unless the context

30 requires otherw se:

31 (a) "Admnister" * * * npeans the direct application of

32 a prescription drug pursuant to a |lawful order of a practitioner
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to the body of a patient by injection, inhalation, ingestion or
any ot her neans.

(b) "Board of Pharnmacy," "Pharnmacy Board," "MSBP" or
"board" * * * neans the State Board of Pharnacy.

(c) "Conmpounding"” neans (i) the production,
preparation, propagation, conversion or processing of a sterile or
nonsterile drug or device either directly or indirectly by
extraction from substances of natural origin or independently by
nmeans of chem cal or biological synthesis or frombulk chem cals
or the preparation, m xing, neasuring, assenbling, packaging or
| abeling of a drug or device as a result of a practitioner's
prescription drug order or initiative based on the
practitioner/patient/pharnmacist relationship in the course of
pr of essi onal practice, or (ii) for the purpose of, as an incident
to, research, teaching or chem cal analysis and not for sale or
di spensi ng. Conpoundi ng al so i ncludes the preparation of drugs or
devices in anticipation of prescription drug orders based on
routine regularly observed prescribing patterns.

(d) "Continuing education unit" * * * npeans ten (10)
cl ock hours of study or other such activity as nmay be approved by
the board, including, but not limted to, all progranms which have
been approved by the Anerican Council on Pharmaceutical Educati on.

(e) "Deliver" or "delivery" * * * means the actual
constructive or attenpted transfer of a drug or device from one
person to anot her, whether or not for a consideration.

(f) "Device" * * * npeans an instrunent, apparatus,

i npl ement, machi ne, contrivance, inplant, in vitro reagent or
other simlar or related article, including any conponent part or
accessory which is required under federal or state |law to be
prescribed by a practitioner and di spensed by a pharnaci st.

(g) "Dispense" or "dispensing” * * * neans the
interpretation of a valid prescription, order of a practitioner by

a pharmaci st and the subsequent preparation of the drug or device
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for adm nistration to or use by a patient or other individual
entitled to receive the drug.

(h) "Distribute" * * * neans the delivery of a drug or
device other than by adm nistering or dispensing to persons other
than the ultimte consuner.

(i) "Drug" * * * neans:

(1) Articles recognized as drugs in the official
United States Pharnmacopeia, official National Fornulary, official
Honeopat hi ¢ Phar macopei a, ot her drug conpendi um or any suppl enent
to any of them

(i1i) Articles intended for use in the diagnosis,
cure, mtigation, treatnent or prevention of disease in man or
ot her ani mal s;

(ti1) Articles other than food intended to affect
the structure or any function of the body of man or other animals;
and

(tv) Articles intended for use as a conponent of
any articles specified in subparagraph (i), (ii) or (iii) of this
par agr aph.

(j) "Drugroomt * * * means a business, which does not
require the services of a pharmacist, where prescription drugs or
prescription devices are bought, sold, nmaintained or provided to
consuners.

(k) "Extern" * * * means a student in the professional
program of a school of pharmacy accredited by the American Counci
on Pharnmaceutical Educati on who is nmaking normal progress toward
conpl etion of a professional degree in pharmacy.

(I') "Foreign pharmacy graduate" * * * npeans a person
whose under graduat e pharnacy degree was conferred by a recogni zed
school of pharmacy outside of the United States, the District of
Col unbi a and Puerto R co. Recognized schools of pharmacy are
those coll eges and universities listed in the Wrld Health

Organi zation's Wrld Directory of Schools of Pharnmacy, or
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ot herwi se approved by the Forei gn Pharmacy G aduate Exam nation
Commttee (FPGEC) certification programas established by the
Nat i onal Associ ati on of Boards of Pharnacy.

(m "Generic equivalent drug product” * * * means a
drug product which (i) contains the identical active chem cal
i ngredi ent of the sanme strength, quantity and dosage form (ii) is
of the sanme generic drug nane as determ ned by the United States
Adoptive Nanmes and accepted by the United States Food and Drug
Adm nistration; and (iii) confornms to such rules and regul ati ons
as may be adopted by the board for the protection of the public to
assure that such drug product is therapeutically equivalent.

(n) "Interested directly" * * * neans being enpl oyed
by, having full or partial ownership of, or control of, any
facility permtted or licensed by the M ssissippi State Board of
Phar macy.

(o) "Interested indirectly" * * * means having a spouse
who is enployed by any facility permtted or licensed by the
M ssi ssippi State Board of Pharnmacy.

(p) "Intern" * * * means a person who has graduated
froma school of pharmacy but has not yet becone |licensed as a
phar maci st .

(g) "Manufacturer" * * * means a person, business or
other entity engaged in the production, preparation, propagation,
conversion or processing of a prescription drug or device, if such
actions are associated with pronotion and marketi ng of such drugs
or devi ces.

(r) "Manufacturer's distributor” * * * means any person
or business who is not an enpl oyee of a manufacturer, but who
di stributes sanple drugs or devices, as defined under subsection
(1) of this section, under contract or business arrangenent for a
manuf acturer to practitioners.

(s) "Manufacturing"” of prescription products * * *

means the production, preparation, propagation, conversion or
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processing of a drug or device, either directly or indirectly, by
extraction from substances fromnatural origin or independently by
nmeans of chem cal or biological synthesis, or frombul k chem cal s
and i ncludes any packagi ng or repackagi ng of the substance(s) or

| abeling or relabeling of its container, if such actions are
associ ated with pronotion and marketing of such drug or devices.

(t) "Msappropriation of a prescription drug" * * *
means to illegally or unlawfully convert a drug, as defined in
subsection (i) of this section, to one's own use or to the use of
anot her.

(u) "Nonprescription drugs" * * * means nonnarcotic
nmedi ci nes or drugs that nay be sold without a prescription and are
prepackaged and | abel ed for use by the consunmer in accordance with
the requirenents of the statutes and regulations of this state and
the federal governnent.

(v) "Person" * * * peans an individual, corporation
partnership, association or any other |egal entity.

(w) "Pharmacist" * * * npeans an individual health care
provider licensed by this state to engage in the practice of
pharmacy. This recogni zes a pharmaci st as a | earned prof essi onal
who is authorized to provide patient services.

(x) "Pharmacy" * * * means any |ocation for which a
pharmacy permt is required and in which prescription drugs are
mai nt ai ned, conpounded and di spensed for patients by a pharnacist.
This definition includes any | ocation where pharmacy-rel ated
services are provided by a pharnacist.

(y) "Prepackaging" * * * nmeans the act of placing snal
precounted quantities of drug products in containers suitable for
di spensing or adm nistering in anticipation of prescriptions or
orders.

(z) Unlawful or unauthorized "possession" * * * means
physi cal hol ding or control by a pharmacist of a controlled

substance outside the usual and | awful course of enploynent.
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(aa) "Practice of pharmacy" * * * means a health care
service that includes, but is not limted to, the conpoundi ng,

di spensing, and | abeling of drugs or devices; interpreting and
eval uating prescriptions; admnistering and distributing drugs and
devi ces; the conpoundi ng, dispensing and | abeling of drugs and
devi ces; maintaining prescription drug records; advising and
consul ting concerning therapeutic val ues, content, hazards and
uses of drugs and devices; initiating or nodifying of drug therapy
in accordance with witten guidelines or protocols previously

est abl i shed and approved by the board; sel ecting drugs;
participating in drug utilization reviews; storing prescription
drugs and devices; ordering lab work in accordance with witten
gui del ines or protocols as defined by paragraph * * *(kk) of this
section; providing pharnmacot herapeutic consul tations; supervising
supportive personnel and such other acts, services, operations or
transacti ons necessary or incidental to the conduct of the

f or egoi ng.

(bb) "Practitioner" * * * means a physician, dentist,
veterinarian, or other health care provider authorized by lawto
di agnose and prescribe drugs.

(cc) "Prescription" * * * means a witten, verbal or
electronically transmtted order issued by a practitioner for a
drug or device to be dispensed for a patient by a pharnmaci st.

(dd) "Prescription drug" or "legend drug" * * * means a
drug which is required under federal law to be | abeled with either
of the following statenents prior to being dispensed or delivered:

(i) "Caution: Federal |aw prohibits dispensing
W t hout prescription,” or

(i) "Caution: Federal law restricts this drug to
use by or on the order of a licensed veterinarian"; or a drug
which is required by any applicable federal or state | aw or
regul ation to be dispensed on prescription only or is restricted

to use by practitioners only.
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198 (ee) "Product selection" * * * nmeans the dispensing of
199 a generic equivalent drug product in lieu of the drug product

200 ordered by the prescriber.

201 (ff) "Provider" or "primary health care provider" * * *
202 includes a pharmaci st who provides health care services within his
203 or her scope of practice pursuant to state |law and regul ati on.

204 (99) "Registrant” * * * peans a pharnmacy or other

205 entity which is registered with the M ssissippi State Board of

206 Pharmacy to buy, sell or maintain controlled substances.

207 (hh) "Repackager" neans a person registered by the

208 Federal Food and Drug Administration as a repackager who renoves a
209 prescription drug product fromits marketed container and pl aces
210 it into another, usually of smaller size, to be distributed to

211 persons other than the consuner.

212 (11) "Reverse distributor"” neans a busi ness operator

213 that is responsible for the recei pt and appropri ate di sposal of

214 unwant ed, unneeded or outdated stocks of controlled or

215 uncontrolled drugs froma pharnacy.

216 (jj) "Supportive personnel” or "pharnmaci st

217 technician" * * * means those individuals utilized in pharmacies
218 whose responsibilities are to provide nonjudgnental technica

219 services concerned with the preparation and distribution of drugs
220 under the direct supervision and responsibility of a pharnacist.
221 (kk) "Witten guideline or protocol"™ * * * peans an

222 agreenent in which any practitioner authorized to prescribe drugs
223 delegates to a pharmaci st authority to conduct specific

224 prescribing functions in an institutional setting, or with

225 individual patients, provided that a specific protocol agreenent
226 is signed on each patient and is filed as required by | aw or by
227 rule or reqgulation of the board.

228 (I'l) "wWholesaler” * * * pneans a person who buys or

229 otherw se acquires prescription drugs or prescription devices for
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resale or distribution, or for repackaging for resale or
distribution, to persons other than consuners.

SECTION 3. Section 73-21-105, M ssissippi Code of 1972, is
amended as fol |l ows:

73-21-105. (1) Every facility/business that * * * engages
in the whol esal e distribution of prescription drugs, to include
Wi thout Iimtation, manufacturing in this state, distribution into
this state, or selling or offering to sell in this state, or

distribution fromor within this state, and every reverse

distributor located in or outside of this state that conducts

busi ness with pharnmacies in this state, shall register biennially

with the Mssissippi State Board of Pharmacy by applying for a
permt on a formsupplied by the board and acconpanied by a fee as
set by subsection (4) of this section. The Pharmacy Board shal

by regul ation determne the classification of permt(s) that shal
be required.

(2) Every business/facility/pharmacy located in this state
t hat engages in or proposes to engage in the dispensing and
delivery of prescription drugs to consuners shall register with
the M ssissippi State Board of Pharnmacy by applying for a permt
on a formsupplied by the board and acconpanied by a fee as set by
subsection (4) of this section. The Pharmacy Board shall by
regul ation determne the classification of permt(s) that shall be
required.

(3) The board shall establish by rule or regulation the
criteria which each business shall neet to qualify for a permt in
each classification. The board shall issue a permt to any
applicant who neets the criteria as established. The board may
i ssue various types of permts with varying restrictions to
busi nesses where the board deens it necessary by reason of the
type of activities conducted by the business requesting a permt.

(4) The board shall specify by rule or regulation the

regi stration procedures to be followed, including, but not limted
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to, specification of fornms for use in applying for such permts
and tines, places and fees for filing such applications. However,
the biennial fee for an original or renewal permt shall not
exceed Three Hundred Dol lars ($300.00).

(5) Applications for permits shall include the follow ng
i nformati on about the proposed business:

(a) Ownership;

(b) Locati on;

(c) ldentity of the responsible person or pharmaci st
licensed to practice in the state, who shall be the pharmacist in
charge of the pharmacy, where one is required by this chapter, and
such further information as the board nmay deem necessary.

(6) Permts issued by the board pursuant to this section
shal |l not be transferable or assignable.

(7) The board shall specify by rule or regulation mninmm
standards for the responsibility in the conduct of any
busi ness/facility and/or pharmacy that has been issued a permt.
The board is specifically authorized to require that the portion
of the facility located in this state to which a pharmacy permt
applies be operated only under the direct supervision of no |ess
than one (1) pharnmacist licensed to practice in this state, and to
provi de such other special requirenents as deened necessary.
Nothing in this subsection shall be construed to prevent any
person from owni ng a phar nacy.

(8) Al businesses permtted by the board shall report to
the board the occurrence of any of the foll ow ng changes:

(a) Permanent cl osing;

(b) Change of ownership, managenent, |ocation or
phar maci st in charge;

(c) Any and all other matters and occurrences as the
board may require by rule or regulation.

(9) Disasters, accidents and energencies which may affect

the strength, purity or |abeling of drugs, nedications, devices or
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296 other materials used in the diagnosis or the treatnment of injury,
297 illness and disease shall be imediately reported to the board.
298 (10) No business that is required to obtain a permt shal
299 be operated until a permt has been issued for such business by
300 the board. Any person, firmor corporation violating any of the
301 provisions of this section shall be guilty of a m sdeneanor and,
302 upon conviction thereof, shall be punished by a fine of not |ess
303 than One Hundred Dol lars ($100.00) nor nore than One Thousand
304 Dollars ($1,000.00), or inprisonnent in the county jail for not
305 less than thirty (30) days nor nore than ninety (90) days, or by
306 both such fine and inprisonnment. However, the provisions of this
307 chapter shall not apply to physicians, dentists, veterinarians,
308 osteopaths or other practitioners of the healing arts who are
309 licensed under the laws of the State of M ssissippi and are

310 authorized to dispense and adm ni ster prescription drugs in the
311 course of their professional practice.

312 SECTION 4. This act shall take effect and be in force from
313 and after July 1, 2006.
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