M SSI SSI PPl LEQ SLATURE REGULAR SESSI ON 2006

By: Representative Holl and To: Public Health and Hunman
Servi ces

HOUSE BI LL NO. 1117

AN ACT TO PROVI DE FOR THE LI CENSURE AND REGULATI ON OF
VHOLESALE DI STRI BUTORS OF PRESCRI PTI ON DRUGS BY THE STATE BOARD OF
PHARMACY; TO PRESCRI BE THE M NI MUM REQUI REMENTS FOR LI CENSURE OF
VHOLESALE DI STRI BUTORS; TO RESTRI CT CERTAI N TRANSACTI ONS REGARDI NG
PRESCRI PTI ON DRUGS BY WHOLESALE DI STRI BUTORS; TO REQUI RE WHOLESALE
DI STRI BUTORS TO MAI NTAI N RECORDS OF ALL TRANSACTI ONS REGARDI NG
RECEI PT AND DI STRI BUTI ON OF PRESCRI PTI ON DRUGS, VWH CH SHALL
| NCLUDE PEDI GREES FOR ALL DRUGS THAT LEAVE THE NORVAL DI STRI BUTI ON
CHANNELS; TO REQUI RE WHOLESALE DI STRI BUTORS WHO HAVE A PEDI GREE
10 FOR A PRESCRI PTI ON DRUG TO AFFI RVATI VELY VERI FY BEFORE ANY FURTHER
11 DI STRI BUTI ON OF THE DRUG THAT EACH TRANSACTI ON LI STED ON THE
12 PEDI GREE HAS OCCURRED; TO SPECI FY THE M NI MUM CONTENTS FOR DRUG
13 PEDI GREES; TO AUTHORI ZE THE BOARD TO | SSUE ORDERS REQUI RI NG
14 PERSONS TO | MMEDI ATELY CEASE DI STRI BUTI ON OF A PRESCRI PTI ON DRUG
15 WTH N THE STATE UNDER CERTAI N CI RCUMSTANCES; TO PRCH BI T CERTAIN
16 ACTI ONS REGARDI NG PRESCRI PTI ON DRUGS; TO PROVI DE FOR CRI M NAL
17 PENALTIES FOR VI OLATIONS OF THI S ACT; TO AMEND SECTI ONS 73-21-73,
18 73-21-83, 73-21-103 AND 73-21-105, M SSISSI PPI CODE OF 1972, TO
19 CONFORM TO THE PRECEDI NG PROVI SI ONS; AND FOR RELATED PURPCSES.

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

OCO~NOUITRAWNE

21 SECTION 1. As used in this act, the following terns shal

22 have the neanings provided in this section:

23 (a) "Authentication" neans to affirmatively verify

24 before any whol esale distribution of a prescription drug occurs
25 that each transaction listed on the pedi gree has occurred.

26 (b) "Board" means the State Board of Pharnacy.

27 (c) "Chain pharnmacy warehouse” neans a physi cal

28 location for drugs and/or devices that acts as a central warehouse
29 and perforns intraconpany sales or transfers of the drugs or

30 devices to a group of chain pharmaci es that have the sane common
31 ownership and control

32 (d) "Facility" neans a facility of a whol esal e

33 distributor where prescription drugs are stored, handl ed,

34 repackaged, or offered for sale.
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(e) "Normal distribution channel™ nmeans a chain of
custody for a nedication that goes froma manufacturer to a
whol esal e distributor to a pharmacy to a patient or a chain of
custody for a nedication that goes froma manufacturer to a
whol esal e distributor to a chain pharmacy warehouse to their
i ntraconpany pharmacy to a patient.

(f) "Pedigree" neans a docunent or electronic file
containing information that records each distribution of any given
prescription drug within the distribution channel.

(g) "Prescription drug" neans any drug (including any
bi ol ogi cal product, except for blood and bl ood conponents i ntended
for transfusion or biological products that are al so nedi cal
devices) required by federal |law (including federal regulation) to
be di spensed only by a prescription, including finished dosage
forms and bul k drug substances subject to Section 503(b) of the
Federal Food, Drug and Cosnetic Act ("FFDCA").

(h) "Repackage" neans repackagi ng or otherw se changi ng
the container, wapper, or labeling to further the distribution of
a prescription drug excluding that conpleted by the pharmacists
responsi bl e for dispensing product to the patient.

(i) "Repackager" nmeans a person who repackages.

(j) "Wolesale distributor”™ neans anyone engaged in the
whol esal e di stribution of prescription drugs, including, but not
limted to, repackagers; own-label distributors; private-|abel
di stributors; jobbers; brokers; warehouses, including
manuf acturers’ and distributors’ warehouses, and drug whol esal ers
or distributors; independent whol esal e drug traders; retai
pharmaci es that conduct whol esal e distribution; and chain pharnmacy
war ehouses that conduct whol esal e distribution.

(k) "Whol esale distribution" does not include:

(i) Intraconpany sales of prescription drugs,

nmeani ng any transaction or transfer between any division,
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subsidiary, parent or affiliated or related conpany under conmon
ownership and control of a corporate entity;

(1i) The sale, purchase, distribution, trade, or
transfer of a prescription drug or offer to sell, purchase,
distribute, trade, or transfer a prescription drug for energency
medi cal reasons;

(ii1) The distribution of prescription drug
sanpl es by manufacturers’ representatives;

(iv) Drug returns, when conducted by a hospital,
health care entity, or charitable institution in accordance with
21 CFR Section 203. 23;

(v) The sale of mnimal quantities of prescription
drugs by retail pharnmacies to licensed practitioners for office
use;

(vi) Retail pharmacies’ delivery of prescription
drugs to a patient or patient’s agent pursuant to the |awful order
of a licensed practitioner; or

(vii) The sale, transfer, nmerger or consolidation
of all or part of the business of a pharmacy or pharmacies from or
Wi th anot her pharmacy or pharmaci es, whether acconplished as a
purchase and sal e of stock or business assets.

(1) "WwWol esaler"” nmeans a person engaged in the
whol esal e distribution of prescription drugs.

SECTION 2. (1) Every wholesale distributor located in this

state that engages in the whol esale distribution of prescription
drugs in M ssissippi, and every nonresi dent whol esal e distri butor
that ships prescription drugs into M ssissippi, nust be |Iicensed
by the board in accordance with this act before engaging in the
whol esal e di stribution of whol esal e prescription drugs in

M ssissippi. The board shall exenpt manufacturers from any

| i censing and ot her requirenents of this section, to the extent
not required by federal |aw or regulation, unless particular

requi renents are deened necessary and appropriate.
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(2) The board shall require the follow ng m ni num
informati on from each whol esal e distributor applying to get a
| i cense under subsection (1):

(a) The nane, full business address, and tel ephone
nunber of the |icensee.

(b) Al trade or business nanmes used by the |icensee.

(c) Addresses, tel ephone nunbers, and the nanes of
contact persons for all facilities used by the |licensee for the
storage, handling, and distribution of prescription drugs.

(d) The type of ownership or operation (i.e.,
partnership, corporation, or sole proprietorship).

(e) The nane(s) of the owner and/or operator of the
| i censee, i ncluding:

(i) If a person, the nanme of the person;

(i) If a partnership, the nane of each partner,
and the nane of the partnership;

(tit) If a corporation, the nane and title of each
corporate officer and director, the corporate nanes, and the nane
of the state of incorporation; and

(tv) If a sole proprietorship, the full nanme of
the sole proprietor and the nanme of the business entity.

(f) Alist of all licenses and permts issued to the
applicant by any other state that authorizes the applicant to
purchase or possess prescription drugs.

(g) The nanme of the applicant’s designated
representative for the facility, together with a persona
information statenent and fingerprints.

(h) Each person required by paragraph (g) to provide a
personal information statenent and fingerprints shall provide the
follow ng information to the board:

(i) The person’s places of residence for the past
seven (7) years;

(i1) The person’s date and place of birth;
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(ii1) The person’s occupations, positions of
enpl oynent, and offices held during the past seven (7) years;

(iv) The principal business and address of any
busi ness, corporation, or other organization in which each such
office of the person was held or in which each such occupation or
position of enploynent was carried on;

(v) \Whether the person has been, during the past
seven (7) years, the subject of any proceeding for the revocation
of any license or any crimnal violation and, if so, the nature of
t he proceedi ng and the disposition of the proceeding;

(vi) WWether, during the past seven (7) years, the
person has been enjoined, either tenporarily or permanently, by a
court of conpetent jurisdiction fromviolating any federal or
state law regul ating the possession, control, or distribution of
prescription drugs or crimnal violations, together with details
concerning any such event;

(vii) A description of any involvenent by the
person with any business, including any investnments, other than
the ownership of stock in a publicly traded conpany or mnutua
fund, during the past seven (7) years, which manufactured,
adm ni stered, prescribed, distributed, or stored pharmaceutical
products and any lawsuits in which such busi nesses were naned as a
party;

(viii) A description of any m sdeneanor or felony
crimnal offense of which the person, as an adult, was found
guilty, regardl ess of whether adjudication of guilt was w thheld
or whether the person pled guilty or nolo contendere. |If the
person indicates that a crimnal conviction is under appeal and
submts a copy of the notice of appeal of that crimnal offense,
the applicant nmust, wthin fifteen (15) days after the disposition
of the appeal, submt to the board a copy of the final witten

order of disposition; and
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(i1 x) A photograph of the person taken in the
previous thirty (30) days.

(3) The information required pursuant to subsection (2)
shal | be provided under oath.

(4) The board shall not issue a whol esal e distributor
| icense to an applicant, unless the board:

(a) Conducts a physical inspection of the facility at
the address provided by the applicant as required in Section
2(2)(a); and

(b) Determ nes that the designated representative neets
the follow ng qualifications:

(i) Is at least twenty-one (21) years of age;

(1i1) Has been enployed full tinme for at |east
three (3) years in a pharmacy or with a wholesale distributor in a
capacity related to the dispensing and distribution of, and
recordkeeping relating to, prescription drugs;

(ti1) Has received a score of seventy-five percent
(75% or nore on an exam nation given by the state |icensing
authority regarding federal and state | aws governi ng whol esal e
di stribution of prescription drugs;

(iv) Is enployed by the applicant full tine in a
manageri al | evel position;

(v) |Is actively involved in and aware of the
actual daily operation of the wholesale distributor;

(vi) Is physically present at the facility of the
appl i cant during regul ar business hours, except when the absence
of the designated representative is authorized, including, but not
limted to, sick | eave and vacation | eave;

(vii) Is serving in the capacity of a designated
representative for only one (1) applicant at a tine;

(viii) Does not have any convictions under any

federal, state, or local laws relating to whol esale or retai
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prescription drug distribution or distribution of controlled
subst ances; and

(i1 x) Does not have any felony convictions under
federal, state, or |ocal |aws.

(5) The board shall submt the fingerprints provided by a
person with a license application for a statewide crimnal record
check and for forwarding to the Federal Bureau of Investigation
for a national crimnal record check of the person

(6) The board shall require every whol esale distributor
applying for a license to submt a bond of at | east One Hundred
Thousand Dol | ars ($100, 000. 00), or other equival ent neans of
security acceptable to the board, such as an irrevocable letter of
credit or a deposit in a trust account or financial institution,
payable to a fund established by the board pursuant to subsection
(7). The purpose of the bond is to secure paynment of any fines or
penal ties inposed by the board and any fees and costs incurred by
the board regarding that |icense, which are authorized under state
| aw and which the licensee fails to pay thirty (30) days after the
fines, penalties, or costs becone final. The board may make a
cl ai m agai nst such bond or security until one (1) year after the
| i censee’s |license ceases to be valid. The bond shall cover al
facilities operated by the applicant in the state.

(7) The board shall establish a special fund in the State
Treasury, separate fromits other funds, in which to deposit the
whol esal e di stributor bonds.

(8) If a wholesale distributor distributes prescription
drugs fromnore than one (1) facility, the whol esal e distributor
shall obtain a license for each facility.

(9) Every cal endar year, the board shall send to each
whol esal e distributor |icensed under this section a formsetting
forth the information that the whol esal e di stributor provided
pursuant to subsection (2) of this section. Wthin thirty (30)

days of receiving the form the whol esale distributor nust
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identify and state under oath to the board all changes or
corrections to the information that was provided pursuant to
subsection (2). Changes in, or corrections to, any information in
subsection (2) shall be submtted to the board as required by the
board. The board may suspend or revoke the license of a whol esal e
distributor if the board determ nes that the whol esal e distributor
no | onger qualifies for the license issued under this section.

(10) The designated representative identified pursuant to
subsection (2)(g) of this section nmust conplete continuing
education prograns as required by the board regarding federal and
state | aws governing whol esal e distribution of prescription drugs.

(11) Information provided under this section shall not be
di scl osed to any person or entity other than a state |icensing
aut hority, governnent board, or governnent agency, provided that
the licensing authority, governnment board, or agency needs that
information for |licensing or nonitoring purposes.

SECTION 3. (1) A wholesale distributor shall receive

prescription drug returns or exchanges from a pharmacy or chain
phar macy warehouse pursuant to the ternms and conditions of the
agreenent between the whol esal e distributor and the pharnacy

and/ or chai n pharnmacy warehouse, and those returns or exchanges
shall not be subject to the pedigree requirenent of Section 4 of
this act. Wholesale distributors shall be held accountable for
policing their returns process and insuring that this is of their
operations, are secure and do not permt the entry of adulterated
and counterfeit product.

(2) A manufacturer or whol esale distributor shall furnish
prescription drugs only to a person |icensed by the board. Before
furni shing prescription drugs to a person not known to the
manuf acturer or whol esal e distributor, the manufacturer or
whol esal e distributor shall affirmatively verify that the person
is legally authorized to receive the prescription drugs by

contacting the board.
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(3) Prescription drugs furnished by a manufacturer or
whol esal e distributor shall be delivered only to the prem ses
listed on the |license; however, the manufacturer or whol esal e
distributor may furnish prescription drugs to an authorized person
or agent of that person at the prem ses of the manufacturer or
whol esal e di stributor if:

(a) The identity and authorization of the recipient is
properly established; and

(b) This nethod of receipt is enployed only to neet the
i mredi ate needs of a particular patient of the authorized person.

(4) Prescription drugs may be furnished to a hospital
phar macy receiving area provided that a pharmaci st or authorized
recei ving personnel signs, at the tinme of delivery, a receipt
showi ng the type and quantity of the prescription drug so
recei ved. Any discrepancy between receipt and the type and
quantity of the prescription drug actually received shall be
reported to the delivering manufacturer or whol esal e distributor
by the next business day after the delivery to the pharnacy
receiving area.

(5 A manufacturer or wholesale distributor shall not accept
paynment for, or allow the use of, a person or entity’'s credit to
establish an account for the purchase of prescription drugs from
any person other than the owner(s) of record, the chief executive
officer, or the chief financial officer listed on the |icense of a
person or entity legally authorized to receive prescription drugs.
Any account established for the purchase of prescription drugs
nmust bear the nanme of the |icensee.

SECTION 4. (1) Each person who is engaged in whol esal e

di stribution of prescription drugs shall establish and maintain
inventories and records of all transactions regarding the receipt
and distribution or other disposition of the prescription drugs.
These records shall include pedigrees for all prescription drugs

that | eave the normal distribution channel.
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(a) A retail pharmacy or chain pharmacy war ehouse shal
conply with the requirenents of this section only if the pharmacy
or chai n pharnmacy warehouse engages in whol esal e distribution of
prescription drugs.

(b) The board shall conduct a study to be conpl eted
by January 1, 2007, which study shall include consultation with
manuf acturers, distributors, and pharnmaci es responsi ble for the
sale and distribution of prescription drug products in the state.
Based on the results of the study, the board shall determ ne a
mandat ed i npl enentation date for electronic pedigrees. The
i npl ementation date for the nandated el ectronic pedigree shall be
no sooner than Decenber 31, 2007.

(2) Each person who is engaged in the whol esal e distribution
of a prescription drug (including repackagers, but excluding the
original manufacturer of the finished formof the prescription
drug), who is in possession of a pedigree for a prescription drug
and attenpts to further distribute that prescription drug, shal
affirmatively verify before any distribution of a prescription
drug occurs that each transaction |isted on the pedi gree has
occurred.

(3) The pedigree shall:

(a) Include all necessary identifying information
concerning each sale in the chain of distribution of the product
fromthe manufacturer, through acquisition and sale by any
whol esal e distributor or repackager, until final sale to a
phar macy or ot her person dispensing or admnistering the drug. At
m ni nrum the necessary chain of distribution information shal
i ncl ude:

(i) Nane, address, tel ephone nunber, and if
avai l abl e, the e-mail address, of each owner of the prescription
drug, and each whol esal e distributor of the prescription drug;

(i1) Name and address of each |ocation from which

the product was shipped, if different fromthe owner’s;
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329 (ti1) Transaction dates; and
330 (iv) Certification that each recipient has

331 authenticated the pedigree.

332 (b) At mnimm also include the:

333 (i) Nane of the prescription drug;

334 (11) Dosage formand strength of the prescription
335 drug;

336 (iti1) Size of the container;

337 (iv) Nunber of containers;

338 (v) Lot nunber of the prescription drug; and

339 (vi) Name of the manufacturer of the finished

340 dosage form

341 (4) Each pedigree or electronic file shall be:

342 (a) Maintained by the purchaser and the whol esal e

343 distributor for three (3) years fromthe date of sale or transfer;
344 and

345 (b) Available for inspection or use within two (2)

346 busi ness days upon a request of an authorized officer of the | aw.

347 (5) The board shall adopt rules and a formrelating to the

348 requirenents of this section no later than Cctober 1, 2006.

349 SECTION 5. (1) |If the board finds that there is a

350 reasonable probability that:

351 (a) A wholesale distributor, other than a manufacturer,
352 has:

353 (i) Violated a provision in this act, or

354 (i1) Falsified a pedigree, or sold, distributed,

355 transferred, manufactured, repackaged, handl ed, or held a

356 counterfeit prescription drug intended for human use,

357 (b) The prescription drug at issue as a result of a
358 violation in paragraph (a) could cause serious, adverse health

359 consequences or death, and

360 (c) Oher procedures would result in unreasonable
361 delay, the board shall issue an order requiring the appropriate
H B. No. 1117 *HR40/R1700*
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person (including the distributors, or retailers of the drug) to
i mredi ately cease distribution of the drug within the state.

(2) An order under subsection (1) shall provide the person
subject to the order with an opportunity for an informal hearing,
to be held not later than ten (10) days after the date of the
i ssuance of the order, on the actions required by the order. If,
after providing an opportunity for such a hearing, the board
determ nes that inadequate grounds exist to support the actions
required by the order, the board shall vacate the order.

SECTION 6. It is unlawful for a person to performor cause

the performance of or aid and abet any of the followng acts in
this state:

(a) Failure to obtain a license in accordance with this
act, or operating without a valid |[icense when a license is
required by this act;

(b) Purchasing or otherw se receiving a prescription
drug froma pharnmacy, unless the requirenents in Section 3(1) of
this act are net;

(c) The sale, distribution, or transfer of a
prescription drug to a person that is not legally authorized to
receive the prescription drug, in violation of Section 3(2) of
this act;

(d) Failure to deliver prescription drugs to specified
prem ses, as required by Section 3(4) of this act;

(e) Accepting paynent or credit for the sale of
prescription drugs in violation of Section 3(5) of this act;

(f) Failure to maintain or provide pedigrees as
required by this act;

(g) Failure to obtain, pass, or authenticate a
pedi gree, as required by this act;

(h) Providing the board or any of its representatives

or any federal official with false or fraudul ent records or making
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fal se or fraudul ent statements regarding any matter within the
provi sions of this act;

(i) Obtaining or attenpting to obtain a prescription
drug by fraud, deceit, m srepresentation or engaging in
m srepresentation or fraud in the distribution of a prescription
drug;

(j) Except for the whol esale distribution by
manuf acturers of a prescription drug that has been delivered into
commerce pursuant to an application approved under federal |aw by
t he Food and Drug Adm nistration, the manufacture, repacking,
sale, transfer, delivery, holding, or offering for sale any
prescription drug that is adulterated, m sbranded, counterfeit,
suspected of being counterfeit, or has otherw se been rendered
unfit for distribution;

(k) Except for the whol esale distribution by
manuf acturers of a prescription drug that has been delivered into
commerce pursuant to an application approved under federal |aw by
the Food and Drug Adm nistration, the adulteration, m sbranding,
or counterfeiting of any prescription drug;

(I') The receipt of any prescription drug that is
adul terated, m sbranded, stolen, obtained by fraud or deceit,
counterfeit, or suspected of being counterfeit, and the delivery
or proffered delivery of such drug for pay or otherw se; and

(m The alteration, mutilation, destruction,
obliteration, or renoval of the whole or any part of the |abeling
of a prescription drug or the conm ssion of any other act with
respect to a prescription drug that results in the prescription
drug bei ng m sbranded.

The prohibited acts in this section do not include a
prescription drug manufacturer, or agent of a prescription drug
manuf acturer, obtaining or attenpting to obtain a prescription
drug for the sole purpose of testing the prescription drug for

aut henticity.
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SECTION 7. (1) |If a person engages in the whol esal e

distribution of prescription drugs in violation of this act, the
person is guilty of a felony and, upon conviction, may be

i nprisoned for not nore than ten (10) years, and fined not nore
than Fifty Thousand Dol |l ars ($50, 000.00), or both.

(2) If a person know ngly engages in whol esal e distribution
of prescription drugs in violation of this act, the person is
guilty of a felony and, upon conviction, shall be inprisoned for
not nore than twenty (20) years, or fined not nore than Five
Hundr ed Thousand Dol | ars ($500, 000. 00), or both.

SECTION 8. Section 73-21-73, Mssissippi Code of 1972, is
amended as foll ows:

73-21-73. As used in this chapter, unless the context
requi res ot herw se:

(a) "Admnister"” shall mean the direct application of a
prescription drug pursuant to a lawful order of a practitioner to
the body of a patient by injection, inhalation, ingestion or any
ot her neans.

(b) "Board of Pharnmacy," "Pharnmacy Board," "MSBP" or
"board" shall nean the State Board of Pharnmacy.

(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, nmeasuring, 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 includes the preparation of drugs or
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devices in anticipation of prescription drug orders based on
routine regularly observed prescribing patterns.

(d) "Continuing education unit" shall nmean 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" shall mean 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" shall nean an instrunent, apparatus,

i npl erent, 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) "D spense" or "dispensing"” shall nean the
interpretation of a valid prescription, order of a practitioner by
a pharmaci st and the subsequent preparation of the drug or device
for admnistration to or use by a patient or other individual
entitled to receive the drug.

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

(i) "Drug" shall nean:

(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

(i1i1) Articles intended for use in the diagnosis,
cure, mtigation, treatnent or prevention of disease in man or
ot her ani mal s;

(tii1) Articles other than food intended to affect
the structure or any function of the body of man or other animals;

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

(j) "Drugroont shall nean a business, which does not
require the services of a pharmacist, where prescription drugs or
prescription devices are bought, sold, maintained or provided to
CONsuners.

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

(1) "Foreign pharmacy graduate" shall nean a person
whose under graduat e pharnmacy degree was conferred by a recogni zed
school of pharmacy outside of the United States, the District of
Col unbi a and Puerto Rico. 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
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” shall mean 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"” shall nmean bei ng enpl oyed by,
having full or partial ownership of, or control of, any facility

permtted or licensed by the Mssissippi State Board of Pharnacy.
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(o) "Interested indirectly"” shall nmean having a spouse
who is enployed by any facility permtted or licensed by the
M ssi ssippi State Board of Pharnmacy.

(p) "Intern" shall nmean a person who has graduated from
a school of pharmacy but has not yet becone |icensed as a
phar maci st .

(q) "Manufacturer" shall nmean 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 marketing of such drugs
or devi ces.

(r) "Manufacturer's distributor” shall nean 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
(i) of this section, under contract or business arrangenent for a
manuf acturer to practitioners.

(s) "Manufacturing"” of prescription products shall nean
t he production, preparation, propagation, conversion or processing
of a drug or device, either directly or indirectly, by extraction
from substances fromnatural origin or independently by neans of
chem cal or biological synthesis, or frombulk chem cals and
i ncl udes any packagi ng or repackagi ng of the substance(s) or
| abeling or relabeling of its container, if such actions are
associated wth pronotion and marketing of such drug or devices.

(t) "M sappropriation of a prescription drug"” shal
nmean 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" shall nean 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.
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556 (v) "Person" shall nmean an individual, corporation,
557 partnership, association or any other |egal entity.

558 (w) "Pharnmacist" shall nmean an individual health care
559 provider licensed by this state to engage in the practice of

560 pharmacy. This recognizes a pharnacist as a | earned professional
561 who is authorized to provide patient services.

562 (x) "Pharmacy" shall nean any |ocation for which a

563 pharmacy permt is required and in which prescription drugs are
564 nmai ntai ned, conpounded and di spensed for patients by a pharnmaci st.
565 This definition includes any | ocation where pharmacy-rel ated

566 services are provided by a pharnacist.

567 (y) "Prepackagi ng” shall nmean the act of placing snall
568 precounted quantities of drug products in containers suitable for
569 dispensing or admnistering in anticipation of prescriptions or
570 orders.

571 (z) Unlawful or unauthorized "possession" shall nean
572 physical holding or control by a pharmacist of a controlled

573 substance outside the usual and | awful course of enploynent.

574 (aa) "Practice of pharmacy"” shall nmean a health care
575 service that includes, but is not limted to, the conpoundi ng,
576 di spensing, and | abeling of drugs or devices; interpreting and
577 evaluating prescriptions; adm nistering and distributing drugs and
578 devices; the conpoundi ng, dispensing and | abeling of drugs and
579 devices; nmintaining prescription drug records; advising and

580 consulting concerning therapeutic val ues, content, hazards and
581 uses of drugs and devices; initiating or nodifying of drug therapy
582 in accordance with witten guidelines or protocols previously

583 established and approved by the board; selecting drugs;

584 participating in drug utilization reviews; storing prescription
585 drugs and devices; ordering |lab work in accordance with witten
586 guidelines or protocols as defined by paragraph (jj) of this

587 section; providing pharnmacot herapeutic consultations; supervising

588 supportive personnel and such other acts, services, operations or
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transacti ons necessary or incidental to the conduct of the
f or egoi ng.

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

(cc) "Prescription" shall nmean 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" shall nean 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.

(ee) "Product selection"” shall nean the dispensing of a
generic equi val ent drug product in lieu of the drug product
ordered by the prescriber.

(ff) "Provider" or "primary health care provider" shal
i ncl ude a pharnmaci st who provides health care services within his
or her scope of practice pursuant to state | aw and regul ati on.

(gg) "Registrant” shall nean a pharmacy or other entity
which is registered with the M ssissippi State Board of Pharnacy
to buy, sell or maintain controll ed substances.

(hh) "Repackager" neans a person registered by the
Federal Food and Drug Administration as a repackager who renoves a
prescription drug product fromits marketed contai ner and pl aces
it into another, usually of smaller size, to be distributed to

persons ot her than the consuner.
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(1i1) "Supportive personnel” or "pharmaci st technician"
shal |l nean those individuals utilized in pharmaci es whose
responsibilities are to provide nonjudgnental technical services
concerned with the preparation and distribution of drugs under the
di rect supervision and responsibility of a pharnacist.

(jj) "Witten guideline or protocol"™ shall nmean an
agreenent in which any practitioner authorized to prescribe drugs
del egates to a pharmaci st authority to conduct specific
prescribing functions in an institutional setting, or with
i ndi vidual patients, provided that a specific protocol agreenent
is signed on each patient and is filed as required by | aw or by
rule or regulation of the board.

(kk) "Whol esal er” shall nean a person who buys or
ot herwi se acquires prescription drugs or prescription devices for
resale or distribution, or for repackaging for resale or

distribution, to persons other than consuners. This termi ncludes

whol esal e distributors and whol esal ers as defined in Section 1 of

this act.

SECTION 9. Section 73-21-83, M ssissippi Code of 1972, is
amended as foll ows:

73-21-83. (1) The board shall be responsible for the
control and regulation of the practice of pharmacy, to include the
regul ati on of pharmacy externs or interns and pharmci st
technicians, in this state, the regul ation of the whol esal er
distribution of drugs and devices as defined in Section 73-21-73

and whol esal e distributors of prescription drugs as defined in

Section 1 of this act, and the distribution of sanple drugs or

devi ces by manufacturer's distributors as defined in Section
73-21-73 by persons other than the original manufacturer or
distributor in this state.

(2) A license for the practice of pharmacy shall be obtai ned
by all persons prior to their engaging in the practice of

pharmacy. However, the provisions of this chapter shall not apply
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to physicians, dentists, veterinarians, osteopaths or other
practitioners of the healing arts who are |licensed under the | aws
of the State of M ssissippi and are authorized to di spense and
adm ni ster prescription drugs in the course of their professional
practi ce.

(3) The initial licensure fee shall be set by the board but
shall not exceed Two Hundred Dol | ars ($200. 00).

(4) Al students actively enrolled in a professional school
of pharnmacy accredited by the Anerican Council on Pharnmaceuti cal
Educati on who are naking satisfactory progress toward graduation
and who act as an extern or intern under the direct supervision of
a pharmacist in a location permtted by the Board of Pharmacy nust
obtain a pharmacy student registration prior to engaging in such
activity. The student registration fee shall be set by the board
but shall not exceed One Hundred Dol lars ($100.00).

(5 Al persons licensed to practice pharmacy prior to July
1, 1991, by the State Board of Pharnmacy under Section 73-21-89
shall continue to be licensed under the provisions of Section
73-21-91.

SECTI ON 10. Section 73-21-103, M ssissippi Code of 1972, is
amended as foll ows:

73-21-103. (1) Upon the finding of the existence of grounds
for action against any permtted facility or discipline of any
person holding a license, registration or permt, seeking a
license, registration or permt, or seeking to renew a |icense or

permt under the provisions of this chapter, or under the

provi sions of Sections 1 through 7 of this act, the board may

i npose one or nore of the follow ng penalties:

(a) Suspension of the offender's license, registration
and/or permt for a termto be determ ned by the board;

(b) Revocation of the offender's license, registration

and/or permt;
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(c) Restriction of the offender's license, registration
and/or permt to prohibit the offender fromperformng certain
acts or fromengaging in the practice of pharmacy in a particul ar
manner for a termto be determ ned by the board,;

(d) Inposition of a nonetary penalty as follows:

(i) For the first violation, a nonetary penalty of
not | ess than Two Hundred Fifty Dollars ($250.00) nor nore than
One Thousand Dol | ars ($1, 000.00) for each violation;

(1i1) For the second violation and subsequent
viol ations, a nonetary penalty of not |ess than Five Hundred
Dol I ars ($500.00) nor nore than Five Thousand Dol l ars ($5, 000. 00)
for each violation.

Money col | ected by the board under Section 73-21-103,
subsection (1)(d)(i), (ii) and (iv) shall be deposited to the
credit of the State General Fund of the State Treasury;

(ii1) The board may assess a nonetary penalty for
t hose reasonabl e costs that are expended by the board in the
i nvestigation and conduct of a proceeding for |icensure
revocation, suspension or restriction, including, but not limted
to, the cost of process service, court reporters, expert w tnesses
and investigators.

Money col | ected by the board under Section 73-21-103,
subsection (1)(d)(iii), shall be deposited to the credit of the
Speci al Fund of the Pharmacy Board;

(iv) The board nmay inpose a nonetary penalty for
those facilities/businesses registered with the Pharmacy Board as
whol esal er s/ manuf acturers of not |ess than Three Hundred Dol |l ars
($300. 00) per violation and not nore than Fifty Thousand Dol |l ars
($50, 000. 00) per violation;

(e) Refusal to renew offender's |license, registration

and/or permt;
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(f) Placenent of the offender on probation and
supervi sion by the board for a period to be determ ned by the
boar d;

(g) Public or private repri mand.

Whenever the board i nposes any penalty under this subsection,
the board may require rehabilitation and/ or additional education
as the board nmay deem proper under the circunstances, in addition
to the penalty inposed.

(2) Any person whose license, registration and/or permt has
been suspended, revoked or restricted pursuant to this chapter,
whet her voluntarily or by action of the board, shall have the
right to petition the board at reasonable intervals for
reinstatenment of such license, registration and/or permt. Such
petition shall be made in witing and in the form prescri bed by
the board. Upon investigation and hearing, the board may, in its
di scretion, grant or deny such petition, or it may nodify its
original finding to reflect any circunstances whi ch have changed
sufficiently to warrant such nodifications. The procedure for the
reinstatenent of a license, registration or permt that is
suspended for being out of conpliance with an order for support,
as defined in Section 93-11-153, shall be governed by Section
93-11-157 or 93-11-163, as the case may be.

(3) Nothing herein shall be construed as barring crimnal
prosecutions for violation of this chapter where such violations
are deened as crimnal offenses in other statutes of this state or
of the United States.

(4) A nonetary penalty assessed and | evied under this
section shall be paid to the board by the |icensee, registrant or
permt hol der upon the expiration of the period allowed for appeal
of such penalties under Section 73-21-101, or may be paid sooner
if the licensee, registrant or permt hol der elects.

(5) When paynent of a nonetary penalty assessed and | evied

by the board against a |licensee, registrant or permt holder in
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accordance wth this section is not paid by the |licensee,
registrant or permt hol der when due under this section, the board
shall have the power to institute and maintain proceedings inits
name for enforcenment of paynent in the chancery court of the
county and judicial district of residence of the |icensee,
registrant or permt holder, or if the licensee, registrant or
permt holder is a nonresident of the State of M ssissippi, in the
Chancery Court of the First Judicial District of H nds County,

M ssi ssi ppi. When such proceedings are instituted, the board
shall certify the record of its proceedings, together with al
docunents and evidence, to the chancery court and the matter shal

t hereupon be heard in due course by the court, which shall review
the record and nmake its determ nation thereon. The hearing on the
matter may, in the discretion of the chancellor, be tried in
vacati on.

(6) The board shall develop and inplenment a uniform penalty
policy which shall set the m ni num and maxi num penalty for any
given violation of board regul ations and | aws governi ng the
practice of pharmacy. The board shall adhere to its uniform
penalty policy except in such cases where the board specifically
finds, by mgjority vote, that a penalty in excess of, or |ess
than, the uniformpenalty is appropriate. Such vote shall be
reflected in the mnutes of the board and shall not be inposed
unl ess such appears as havi ng been adopted by the board.

SECTION 11. Section 73-21-105, M ssissippi Code of 1972, is
amended as foll ows:

73-21-105. (1) Every facility/business that shall engage in
t he 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, 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

H B. No. 1117 *HR40/R1700*
06/ HR40/ R1700
PAGE 24 (RR\ BD)



783
784
785
786
787
788
789
790
791
792
793
794
795
796
797
798
799
800
801
802
803
804
805
806
807
808
809
810
811
812
813
814
815

set by subsection (4) of this section. The Pharmacy Board shal
by regul ation determne the classification of permt(s) that shal

be required. \Wholesale distributors and whol esalers as defined in

Section 1 of this act shall be subject to the provisions of

Section 1 through 7 of this act, in addition to the provisions of

this chapter.

(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
to, specification of fornms for use in applying for such permts
and tinmes, 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) Location;
(c) ldentity of the responsible person or pharmaci st

| icensed to practice in the state, who shall be the pharmacist in
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816 charge of the pharnmacy, where one is required by this chapter, and
817 such further information as the board nmay deem necessary.

818 (6) Permts issued by the board pursuant to this section
819 shall not be transferable or assignable.

820 (7) The board shall specify by rule or regulation mninmm
821 standards for the responsibility in the conduct of any

822 business/facility and/or pharmacy that has been issued a permt.
823 The board is specifically authorized to require that the portion
824 of the facility located in this state to which a pharmacy permt
825 applies be operated only under the direct supervision of no | ess
826 than one (1) pharmacist licensed to practice in this state, and to
827 provide such other special requirenents as deened necessary.

828 Nothing in this subsection shall be construed to prevent any

829 person from owning a pharnmacy.

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

832 (a) Permanent cl osing;

833 (b) Change of ownership, managenent, |ocation or

834 pharnmaci st in charge;

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

837 (9) Disasters, accidents and energencies which may affect
838 the strength, purity or |abeling of drugs, nedications, devices or
839 other materials used in the diagnosis or the treatnent of injury,
840 illness and disease shall be imredi ately reported to the board.
841 (10) No business that is required to obtain a permt shal
842 be operated until a permt has been issued for such business by
843 the board. Any person, firmor corporation violating any of the
844 provisions of this section shall be guilty of a m sdeneanor and,
845 upon conviction thereof, shall be punished by a fine of not |ess
846 than One Hundred Dol lars ($100.00) nor nore than One Thousand
847 Dollars ($1,000.00), or inprisonnent in the county jail for not

848 less than thirty (30) days nor nore than ninety (90) days, or by
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both such fine and inprisonnent. However, the provisions of this
chapter shall not apply to physicians, dentists, veterinarians,
osteopaths or other practitioners of the healing arts who are
| i censed under the laws of the State of M ssissippi and are
aut horized to di spense and adm ni ster prescription drugs in the
course of their professional practice.

SECTION 12. This act shall take effect and be in force from

and after July 1, 2006.
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