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SENATE BI LL NO. 2889

AN ACT TO PROVI DE THAT WHOLESALE DI STRI BUTORS OF PRESCRI PTI ON
DRUGS SHALL BE LI CENSED BY THE STATE BOARD OF PHARMACY; TO PROVI DE
DEFI NI TI ONS; TO PRESCRI BE QUALI FI CATI ONS AND CONDI TI ONS FOR THE
| SSUANCE OF A LI CENSE; TO PROVI DE RESTRI CTI ONS ON TRANSACTI ONS
BETVWEEN DI STRI BUTORS AND PHARMACI ES; TO REQUI RE DOCUMENTATI ON OR
ELECTRONI C FI LES ON PRESCRI PTI ON DRUGS WH CH RECORDS EACH
TRANSACTI ON | N THE TRANSACTI ON PROCESS; TO AUTHORI ZE THE STATE
BOARD OF PHARMACY TO | SSUE ORDERS TO ENFORCE THE PROVI SI ONS OF
TH' S ACT; TO PRESCRI BE PRCH Bl TED ACTS AND CRI M NAL PENALTI ES FOR
VI OLATIONS OF THI S ACT; AND FOR RELATED PURPOSES.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF M SSI SSI PPI
SECTION 1. When used in this act, the follow ng words shal

have the neani ngs ascribed herein unless the context clearly
requi res otherw se.

(a) "Authentication"” neans to affirmatively verify
bef ore any whol esal e distribution of a prescription drug occurs
that each transaction listed on the pedi gree has occurred.

(b) "Chain pharnmacy warehouse” neans a physi cal
| ocation for drugs and/or devices that acts as a central warehouse
and perforns intraconpany sales or transfers of the drugs or
devices to a group of chain pharnmacies that have the same conmon
owner ship and contr ol

(c) "Facility" neans a facility of a whol esal e
di stributor where prescription drugs are stored, handl ed,
repackaged or offered for sale.

(d) "Normal distribution channel™ means 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 nedication that goes froma manufacturer to a
whol esal e distributor to a chain pharnmacy warehouse to their

i ntraconpany pharmacy to a patient.
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(e) "Pedigree" neans a docunent or electronic file
containing information that records each distribution of any given
prescription drug within the distribution channel.

(f) "Prescription drug" neans any drug (including any
bi ol ogi cal product, except for blood and bl ood conponents intended
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)

(g) "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.

(h) "Repackager" neans a person who repackages.

(i) "Wholesale 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; and retai
phar maci es that conduct whol esal e distribution; and chai n pharmacy
war ehouses that conduct whol esal e distribution.

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

(i) Intraconpany sales of prescription drugs,
nmeani ng any transaction or transfer between any division,
subsidiary, parent or affiliated or related conpany under conmon
ownership and control of a corporate entity;

(i1i) 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

nmedi cal reasons;
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(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 fromor
wi th anot her pharmacy or pharmaci es, whether acconplished as a
purchase and sale of stock or business assets.

(k) "Wol esal er” neans a person engaged in the
whol esal e distribution of prescription drugs.
(I') "Board" means State Board of Pharnmacy created under
Section 73-21-75.
SECTION 2. (1) Every wholesale distributor who engages in

t he whol esal e distribution of prescription drugs shall be |icensed
by the State Board of Pharmacy and every nonresi dent whol esal e
distributor shall be licensed in the state in which it resides, if
it ships prescription drugs into M ssissippi, in accordance with
this act before engaging in whol esale distributions of whol esal e
prescription drugs. The State Board of Pharmacy shall exenpt
manuf acturers fromany |licensing and other requirenents of this
section, to the extent not required by Federal |aw or regul ation,
unl ess particular requirenents are deened necessary and
appropriate follow ng rul emaki ng.

(2) The State Board of Pharnmacy shall require the follow ng
m ni mum i nformati on from each whol esal e distributor applying to

get a license under subsection (1):
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(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 |icensee 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) Designated Representative - The nanme of the
applicant's designated representative for the facility, together
with the personal information statenment and fingerprints, required
pursuant to paragraph (h) for such person.

(h) Personal information Statenent - Each person
requi red by paragraph (g) to provide a personal information
statenent and fingerprints shall provide the follow ng information
to the state:

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

(ii) 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 state 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 State Board of Pharmacy shall not issue a whol esal e
distributor license 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) of this act.

(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 record
keeping relating to, prescription drugs;

(ti1) He 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
applicant 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

S. B. No. 2889 *SS26/R1021.1*
06/ SS26/ R1021. 1
PAGE 6



193
194
195
196
197
198
199
200
201
202
203
204
205
206
207
208
209
210
211
212
213
214
215
216
217
218
219
220
221
222
223
224
225

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 State Board of Pharnacy shall submt the
fingerprints provided by a person with a |icense application for a
statewide crimnal record check and for forwarding to the Federa
Bureau of Investigation for a national crimnal record check of
t he person.

(6) The State Board of Pharnmacy shall require every
whol esal e di stributor applying for a license to submt a bond of
at | east One Hundred Thousand Dol |l ars ($100, 000. 00) or ot her
equi val ent neans of security acceptable to the state, such as an
irrevocable letter of credit or a deposit in a trust account or
financial institution, payable to a fund established by the State
Board of Pharmacy pursuant to subsection (7). The purpose of the
bond is to secure paynent of any fines or penalties inposed by the
State Board of Pharnacy and any fees and costs incurred by the
state regarding that |license, 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 State Board of
Phar macy nay make a cl ai m agai nst such bond or security until one
(1) year after the licensee's license ceases to be valid. The
bond shall cover all facilities operated by the applicant in the
state.

(7) The State Board of Pharmacy shall establish a fund,
separate fromits other accounts, in which to deposit the
whol esal e di stri butor 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 State Board of Pharmacy shal

send to each whol esale distributor |licensed under this section a
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formsetting forth the information that the whol esal e distributor
provi ded pursuant to paragraph (b)(ii) of this section. Wthin
thirty (30) days of receiving such form the whol esal e distributor
must identify and state under oath to the State Board of Pharnmacy
all changes or corrections to the information that was provided
pursuant to paragraph (b)(ii). Changes in, or corrections to, any
information in paragraph (b)(ii) shall be submtted to the State
Board of Pharmacy as required by such authority. The State Board
of Pharmacy may suspend or revoke the |icense of a whol esal e
distributor if such authority determ nes that the whol esal e
distributor no longer 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 State Board of Pharmacy
regardi ng federal and state | aws governi ng 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 |licensor
aut hority, governnent board, or governnent agency provided such
| i censing authority, governnent board or agency needs such
information for |icensing 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 pharnmacy
and/ or chai n pharnmacy warehouse, and such 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.
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(2) A manufacturer or whol esale distributor shall furnish
prescription drugs only to a person licensed by the State Board of
Pharmacy or state |licensing authorities. Before furnishing
prescription drugs to a person not known to the manufacturer or
whol esal e di stributor, the manufacturer or whol esal e distributor
shall affirmatively verify that the person is legally authorized
to receive the prescription drugs by contacting the State Board of
Pharmacy or the appropriate state licensing authorities.

(3) Prescription drugs furnished by a manufacturer or
whol esal e distributor shall be delivered only to the prem ses
listed on the license; provided that 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
pharmacy 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 |license of a

person or entity legally authorized to receive prescription drugs.
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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.

(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 State Board of Pharnmacy shall conduct a study
to be conpleted by January 1, 2007. Such report shall include
consultation with manufacturers, distributors and pharnaci es
responsible for the sale and distribution of prescription drug
products in the state. Based on the results of the study the
Board wil|l determ ne a mandated i nplenentation date for electronic
pedi grees. The inplenentation date for the mandated el ectronic
pedigree will be no sooner than Decenber 31, 2007.

(2) Each person who is engaged in the whol esale 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 informtion
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
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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
avail abl e, the email address, of each owner of the prescription
drug and each whol esal e distributor of the prescription drug;

(11) Nanme and address of each location from which
t he product was shipped, if different fromthe owner's;

(ti1) Transaction dates; and

(tv) Certification that each recipient has
aut henti cated t he pedi gree.

(b) At mnimum the pedigree shall also include the:

(i) Nane of the prescription drug;

(i1) Dosage formand strength of the prescription
drug;

(iti1) Size of the container;

(i1v) Nunber of containers;

(v) Lot nunber of the prescription drug; and

(vi) Nanme of the manufacturer of the finished
dosage form

(4) Each pedigree or electronic file shall be:

(a) Maintained by the purchaser and the whol esal e
distributor for three (3) years fromthe date of sale or transfer,
at a mnimum and

(b) Available for inspection or use within two (2)
busi ness days upon a request of an authorized officer of the | aw.

(5 The State Board of Pharnmacy shall adopt rules and a form
relating to the requirenents of this paragraph no |later than
ninety (90) days after the effective date of this act.

SECTION 5. (1) |If the State Board of Pharnacy finds that

there is a reasonable probability that:

(a) A wholesale distributor, other than a manufacturer,
has:
S. B. No. 2889 *SS26/R1021.1*
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(i) Violated a provision of this act, or

(11) Falsified a pedigree, or sold, distributed,
transferred, manufactured, repackaged, handled, or held a
counterfeit prescription drug intended for human use.

(b) The prescription drug at issue as a result of a
violation in paragraph (a) could cause serious adverse health
consequences or death, and

(c) Oher procedures would result in unreasonable
del ay, the State Board of Pharmacy shall issue an order requiring
the appropriate person (including the distributors or retailers of
the drug) to inmmedi ately cease distribution of the drug within
this 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 State Board
of Pharnmacy determ nes that inadequate grounds exist to support
the actions required by the order, the State Board of Pharnacy
shal | vacate the order.

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

the performance of or aid and abet any of the following 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 authorized under the | aw
of the jurisdiction in which the person receives the prescription

drug in violation of Section 3(2) of this act;
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(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 pedigree,
as required by this act;

(h) Providing the State Board of Pharmacy or any of its
representatives or any federal official with false or fraudul ent
records or making false or fraudulent statenents regardi ng any
matter within the provisions 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 wholesale 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;
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423 (m The alteration, nmutilation, destruction,

424 obliteration or renoval of the whole or any part of the | abeling
425 of a prescription drug or the comm ssion of any other act with
426 respect to a prescription drug that results in the prescription
427 drug bei ng m sbranded; and

428 (n) The aforesaid "prohibited acts"” do not include a
429 prescription drug manufacturer, or agent of a prescription drug
430 manufacturer, obtaining or attenpting to obtain a prescription
431 drug for the sole purpose of testing the prescription drug for
432 authenticity.

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

434 distribution of prescription drugs in violation of this act, the
435 person nmay, upon conviction, be inprisoned in the State

436 Penitentiary for not nore than fifteen (15) years and fined not
437 nore than Fifty Thousand Dol |l ars ($50, 000.00), or both.

438 (2) If a person know ngly engages in whol esale distribution
439 of prescription drugs in violation of this act, the person shall,
440 upon conviction, be inprisoned in the State Penitentiary for any
441 termof years or fined not nore than Five Hundred Thousand Dol | ars
442  ($500, 000. 00), or both.

443 SECTION 8. This act shall take effect and be in force from
444 and after July 1, 2006.
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