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FIRST REGULAR SESSION

HOUSE BILL NO. 471

93RD GENERAL ASSEMBLY

INTRODUCED BY REPRESENTATIVE HUNTER.

Read 1% time February 7, 2005 and copies ordered printed.
STEPHEN S. DAVIS, Chief Clerk
1215L.011

AN ACT

To amend chapter 338, RSMo, by adding thereto six new sections relating to wholesale
distributors of prescription drugs, with penalty provisions.

Be it enacted by the General Assembly of the state of Missouri, as follows:

Section A. Chapter 338, RSMo, is amended by adding thereto six new sections, to be
known as sections 338.410, 338.413, 338.416, 338.419, 338.422, and 338.425, to read as
follows:

338.410. Asused in sections 338.410 to 338.425, the following terms mean:

(1) "Authentication", to affirmatively verify before any distribution of a
prescription drug occursthat each transaction listed on the pedigree has occurred;

(2) "Facility", afacility of a wholesale distributor where prescription drugs are
stored, handled, repackaged, or offered for sale;

(3) "Immediatefamily" , a person’'sspouse, children, parents, siblings, the spouses
of a person's children, and the spouses of a person's siblings;

(4) "Normal distribution chain" , achain of custody for amedication that goesfrom
a manufacturer to awholesaler to a pharmacy to a patient;

(5) " Pedigree", adocument or electronic file containing infor mation that records
each distribution of any given prescription drug, from sale by a pharmaceutical
manufacturer, through acquisition and sale by any wholesale distributor or repackager,
until final saletoapharmacy or other person dispensingor administeringtheprescription
drug;

(6) "Prescription drug", any drug, including biological product except for blood

EXPLANATION — Matter enclosed in bold-faced brackets [thus] in the above bill isnot enacted and is intended
to be omitted from the law. Matter in bold-face typein the above bill is proposed language.
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and blood componentsintended for transfusion or biological productsthat arealsomedical
devices, required by federal law or regulation to be dispensed only by a prescription,
including finished dosage formsand bulk drug substances subject to Section 502(b) of the
Federal Food, Drug and Cosmetic Act;

(7) "Repackage", repackaging or otherwise changing the container, wrapper, or
labeling to further the distribution of a prescription drug;

(8) " Repackager", a person who repackages,

(99 "Wholesale distributor”, any person or entity engaged in the wholesale
distribution of prescription drugs, including but not limited to manufacturers (unless
otherwise specified); repackagers;, own-label distributors, private-label distributors
warehouses, chain drug warehouses, and wholesale drug warehouses; independent
wholesale drug traders; and retail pharmacies that conduct whole distribution.

338.413. 1. Every wholesaledistributor who engagesin thewholesaledistribution
of prescription drugsin the state of Missouri shall belicensed by the board of phar macy
befor e engaging in wholesale distributions of wholesale prescription drugsin this state.

2. Theboard of pharmacy shall requirethe following minimum infor mation to be
provided under oath from each wholedistributor seekinglicensureor renewal of licensure
under sections 338.410 to 338.425:

(1) Thename, full business address, and telephone number of the applicant;

(2) All trade or business names used by the applicant;

(3) Addresses, telephonenumber s, and thenamesof contact personsfor all facilities
used by the applicant for the storage, handling, and distribution of prescription drugs;

(4) Thetype of ownership or operation, such as partnership, cor poration, or sole
proprietor ship;

(5) Thenameor namesof theowner or ownersand/or operator or operatorsof the
applicant, including:

(a) If aperson, the name of the person;

(b) If apartnership, the name of each partner and the name of the partnership;

(c) If acorporation, the name and title of each corporate officer and director, the
cor por ate names, and the name of the state of incorporation; and

(d) If asoleproprietorship, thefull nameof thesole proprietor and thenameof the
business entity;

(6) A list of all licensesand permitsissued to the applicant by any other state that
authorized the applicant to purchase or possess prescription drugs;

(7) Thename of the manager of the facility that is applying for theinitial license
or torenew alicense, thenext four highest ranking employeesresponsiblefor prescription
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drug wholesale operations for the facility, and the name of all affiliated parties for the
facility, together with thepersonal infor mation statement and finger printsrequired under
subdivision (9) of this subsection for such person;

(8) Thenameof theapplicant'sdesignated representativefor thefacility, together
with the per sonal infor mation statement and finger printsrequired under subdivision (9)
of this subsection for such person;

(9) Thefollowing information shall be provided by each person required under
subdivisions(7) and (8) of thissubsection to provideaper sonal statement and finger prints:

(8) Theperson'splacesof residencefor the past seven years;

(b) Theperson'sdate and place of birth;

(c) Theperson'soccupations, positionsof employment, and officesheld duringthe
past seven years;

(d) The principle business and address of any business corporation, or other
organization in which each such office of the person was held or in which each such
occupation or position of employment wascarried on;

(e) Whether, during the last seven years, the person has been the subject of any
proceeding for therevocation of any licenseand if so, thenatureof the proceeding and the
disposition of the proceeding;

(f) Whether, during the last seven years, the person has been enjoined, either
temporarily or permanently, by a court of competent jurisdiction from violating any
federal or statelaw regulatingthepossession, control, or distribution of prescription drugs,
together with details concerning any such event;

(g9) A description of any involvement by the per son with any business, including any
investments other than the ownership of stock in a publicly traded company or mutual
fund, during the past seven years which manufactured, administered, prescribed,
distributed, or stored pharmaceutical productsand any lawsuitsin which such businesses
wer e named as a party;

(h) A description of any felony criminal offenses of which the person, as an adult,
wasfound guilty, regardless of whether adjudication of guilt waswithheld or whether the
person pled guilty of nolo contendere. If the person indicatesthat a criminal conviction
is under appeal and submits a copy of the notice of appeal of the criminal offense, the
applicant shall within fifteen days after disposition of the appeal submit to the board of
pharmacy a copy of thefinal written order of disposition;

(i) A photograph of the person taken within the previousthirty days.

3. Theboard of pharmacy shall not issue or renew awholesale distributor license
of an applicant unlessthe board determinesthat the designated representative meetsthe
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following qualifications:

(1) Isat least twenty-one years of age;

(2) Has been employed full timefor at least three yearsin a pharmacy or with a
wholesaledistributor inacapacity related tothedispensingand distribution of, and record
keeping relating to, prescription drugs;

(3) Hasreceived a score of seventy-five percent or more on an examination given
by the board of pharmacy regarding federal and state laws governing wholesale
distribution of prescription drugs. A designated representativewho haspreviously served
in such capacity shall retake the board of phar macy examination each time an applicant
liststhe person asthe designated representative in an application for licenserenewal;

(4) 1semployed by the applicant full timein a managerial level position;

(5) Isactively involved in and awar e of the actual daily operation of thewholesale
distributor;

(6) Isphysically present at the facility of the applicant during regular business
hours, except when the absence of the designated representative is authorized, including
but not limited to sick leave and vacation |leave;

(7) Isservingin the capacity of adesignated representativefor only one applicant
at atime;

(8) Doesnot haveany convictionsunder any federal, state, or local lawsrelatingto
wholesaleor retail prescription drugdistribution or distribution of controlled substances;
and

(9) Doesnot have any felony convictions under federal, state, or local laws.

4. Theboard of pharmacy shall submit the fingerprints provided by an applicant
with an initial application or a renewal of licensure application for a statewide criminal
record check and for forwarding to the Federal Bureau of Investigation for a national
criminal record check of the applicant.

5. Theboard of pharmacy shall require every wholesale distributor applying for
a license or renewing a license to submit a bond of at least, or the equivalent means 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 of
phar macy under subsection 6 of thissection. Thepurposeof thebond isto securepayment
of any fines or penalties imposed by the board and any fees and costs incurred by the
board regarding such licensewhich areauthorized under statelaw and which thelicensee
fails to pay thirty days after the fines, penalties, or costs become final. The board of
pharmacy may make a claim against such bond or security until one year after the
licensee's license ceases to be valid.
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6. Theboard of phar macy shall establish afund, separatefrom any other accounts
held by the board, in which to deposit the wholesale distributor bonds.

7. If awholesale distributor distributes prescription drugs from more than one
facility, the wholesale distributor shall obtain a license for each facility.

8. Any changesto any information provided under subsection 2 of thissection shall
be submitted to the board of pharmacy asrequired by the board.

338.416. 1. In any calendar month, a wholesale distributor shall sell, distribute,
transfer, or otherwise sell at least ninety-five percent of its total amount of prescription
drugsto a pharmacy or other person dispensing or administering the drug.

2. (1) Awholesaledistributor shall not purchaseor otherwisereceiveaprescription
drugfromapharmacy, except that awholesaledistributor may receiveaprescription drug
from apharmacy if theprescription drugwasoriginally purchased by the phar macy from
the wholesale distributor.

(2) A wholesale distributor who meets the exception in subdivision (1) of this
subsection shall not:

(a) Receivefrom apharmacy an amount or quantity of a prescription drug larger
than the amount or quantity that was originally sold by the wholesale distributor to the
phar macy; or

(b) Pay the pharmacy an amount, either in cash or on credit, more than the
pharmacy originally paid the wholesale distributor for the prescription drug.

3. A manufacturer or wholesaledistributor shall furnish prescription drugsonly
to a person licensed by the board of pharmacy. Before furnishing prescription drugsto
a person not known to the manufacturer or wholesale distributor, the manufacturer or
wholesaledistributor shall affirmativeverify that theper sonislegally authorized toreceive
the prescription drugs by contacting the board of phar macy.

4. Prescription drugsfurnished by a manufacturer or wholesale distributor shall
bedelivered only to the premiseslisted on the license; provided that the manufacturer or
wholesaledistributor may furnish prescription drugsto an authorized person or agent of
such person at the premises of the manufacturer or wholesale distributor if:

(1) Theidentity and authorization of therecipient is properly established; and

(2) Such method of receipt is employed only to meet the immediate needs of a
particular patient of the authorized person.

5. Prescription drugs may be furnished to a hospital pharmacy receiving area
provided that a pharmacist or authorized receiving per sonnel signsat thetimeof delivery
a receipt showing the type and quantity of the prescription drug so received. Any
discrepancy between receipt and the type and quantity of the prescription drug actually
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received shall bereported to the delivering manufacturer or wholesale distributor by the
next business day after the delivery to the pharmacy receiving area.

6. A manufacturer or wholesale distributor shall not accept payment for or allow
the use of a person's or entity's credit to establish an account for the purchase of
prescription drugs from any person other than the owner or owners of record, the chief
executive officer, or the chief financial officer listed on the license of a person or entity
legally authorized toreceiveprescription drugs. Any account established for the purchase
of prescription drugs shall bear the name of the licensee.

338.419. 1. Any person who is engaged in the wholesale distribution of a
prescription drug, including repackager s but excluding the original manufacturer of the
finished form of the prescription drug, shall provide a pedigree or electronic file
identifying each sale, trade, or transfer of a prescription drug when a prescription drug
leaves the normal distribution channel and is sold, traded, or transferred to any other
person. If a pharmacy sells a prescription drug to any person that is not the final
consumer, the pharmacy shall provide such person acquiring the prescription drug with
apedigreeidentifying each sale, trade, or transfer of theprescription drug. Sale, trade, or
transfer of a prescription drug between licensees with a common owner ship or to meet
emer gency needs are not subject to this section.

2. Any person whoisengaged in the wholesaledistribution of a prescription drug,
including repackager sbut excluding theoriginal manufacturer of thefinished form of the
prescription drug, and who is in possession of a pedigree for a prescription drug and
attemptsto further distribute such prescription drug shall affirmatively verify that each
transaction listed on the pedigree has occurred before any distribution of a prescription
drug occurs.

3. Thepedigreeshall:

(1) Includeall necessary identifying information concer ning each salein thechain
of distribution of the product from the manufacturer, through acquisition and saleby any
wholesale distributor or repackager, until final sale to a pharmacy or other person
dispensing or administering thedrug. At a minimum, the necessary chain of distribution
shall include:

(@) Thename, address, telephone number, and if available, the e-mail addr ess of
each owner of theprescription drug and each wholesaledistributor who diesnot taketitle
to the prescription drug;

(b) The signature of each owner of the prescription drug and each wholesale
distributor who does not taketitleto the prescription drug;

(c) Thename and address of each location from which the product is shipped, if
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different from the owner's address,

(d) Transaction dates; and

(e) Certification that each recipient has authenticated the pedigree;

(2) At aminimum, include:

(&) Thename of the prescription drug;

(b) Thedosage and strength of the prescription drug;

() Thesizeof the container;

(d) Thenumber of containers;

(e) Thelot number of the prescription drug; and

(f) The name of the manufacturer of the finished dosage form.

4. Each statement shall be:

(1) Maintained by thepurchaser and thewholesaledistributor for threeyears; and

(2) Availablefor inspection or removal upon arequest of an authorized officer of
the law.

5. The board of pharmacy shall promulgate rules and a form relating to the
requirements of thissection no later December 1, 2005. Any ruleor portion of arule, as
that termisdefined in section 536.010, RSM o, that iscreated under theauthor ity delegated
in this section shall become effective only if it complies with and is subject to all of the
provisions of chapter 536, RSMo, and, if applicable, section 536.028, RSMo. Thissection
and chapter 536, RSM o, arenonseverableand if any of the power svested with the gener al
assembly pursuant to chapter 536, RSMo, to review, to delay the effective date, or to
disapprove and annul a rule are subsequently held unconstitutional, then the grant of
rulemaking authority and any rule proposed or adopted after August 28, 2005, shall be
invalid and void.

338.422. 1. Theboard of pharmacy shall issuean order requiringtheappropriate
person, including the manufacturers, distributors, or retailersof a prescription drug, to
immediately ceasedistribution of aprescription drugif theboard of phar macy deter mines
that thereisreasonable cause to believe that:

(1) A wholesaledistributor has:

(&) Knowingly violated a provision of sections 338.410 to 338.425; or

(b) Falsified apedigreeor knowingly sold, distributed, transferred, manufactur ed,
repackaged, handled, or held acounterfeit prescription drugintended for human use; and

(2) The prescription drug could cause serious adverse health consequences or
death; and

(3) Other procedureswould result in unreasonable delay.

2. An order issued under subsection 1 of this section shall provide the person
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subject totheorder with an opportunity tobeheard regardingtheactionsrequired by the
order not morethan ten daysafter thedateof issuanceof theorder. If, after providing an
opportunity to beheard, theboard of pharmacy deter minesthat inadequate groundsexist
to support the actionsrequired by the order, the board shall vacatethe order.

338.425. 1. No person shall perform or cause the performance of or aid and abet
any of thefollowing actsin this state:

(1) Failureto obtain a license in accordance with sections 338.410 to 338.425, or
operating without a valid license when a license is required under sections 338.410 to
338.425;

(2) Sdling, distributing, transferring, or otherwiseproviding prescription drugsin
violation of subsection 1 of section 338.416;

(3) Purchasingor otherwisereceivingaprescription drug from apharmacy unless
the requirements of subsection 2 of section 338.416 have been met;

(4) Thesale, distribution, or transfer of a prescription drugto a person that isnot
authorized by law to receive the prescription drug in violation of subsection 3 of section
338.416;

(5) Failure to deliver prescription drugs to specified premises as required in
subsection 4 of section 338.416;

(6) Accepting payment or credit for the sale of prescription drugsin violation of
subsection 5 of section 338.416;

(7) Failure to maintain or provide a pedigree, or failure to obtain, pass, or
authenticate a pedigree asrequired in sections 338.410 to 338.425;

(8) Providingtheboard of pharmacy or any of itsrepresentatives, or any federal
official with falseor fraudulent recordsor makingfalseor fraudulent statementsregar ding
any matter within the provisions of sections 338.410 to 338.425;

(9) Obtaining or attempting to obtain a prescription drug by fraud, deceit,
misrepresentation, or engaging in misrepresentation or fraud in the distribution of a
prescription drug;

(10) Themanufacture, repackaging, sale, transfer, delivery, holding, or offeringfor
saleany prescription drugthat isadulterated, misbranded, counterfeit, suspected of being
counterfeit, or has otherwise been rendered unfit for distribution;

(11) The adulteration, misbranding, or counterfeiting of any prescription drug;

(12) Thereceipt of any prescription drug that isadulterated, misbranded, stolen,
obtained by fraud or deceit, counterfeit, or suspected of being counterfeit, and thedelivery
or proffered delivery of such prescription drug for remuneration or otherwise; or

(13) Thealteration, mutilation, destruction, obliteration, or removal of thewhole
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with respect toaprescription drugthat resultsin theprescription drugbeing misbranded.

2. Any person who engages in the wholesale distribution of prescription drugsin
violation of sections338.410t0 338.425 shall beimprisoned for not mor ethan fifteen years
and fined not mor e than fifty thousand dollars.

3. Any person who knowingly engagesin thewholesaledistribution of prescription
drugsin violation of sections 338.410 to 338.425 shall beimprisoned for term of up to life
and fined not morethan five hundred thousand dollars.



