Approved: February 8, 2006

Date
MINUTES OF THE HOUSE HEALTH AND HUMAN SERVICES COMMITTEE

The meeting was called to order by Chairman Jim Morrison at 1:30 p.m. on Fébruary 7, 2006, in
Room 526-S of the Capitol.

All members were present except Representatives Mast and Kelley, both of whom were excused.

Committee staff present:
Melissa Calderwood, Kansas Legislative Research Department
Mary Galligan, Kansas Legislative Research Department
Renae Jefteries, Revisor of Statutes’ Office
Gary Deeter, Committee Secretary

Conferees appearing before the committee:
Dan Bellingham, Healthcare Distribution Management Association
Nancy Zogleman, Director, Government Relations, Pfizer

Others attending;
See attached list (not available on electronic copy).

Staff Mary Galligan briefed the committee on the similarities and differences between HB 2397
and HB 2820. (Attachment 1) She noted variations in the definitions—the definition of
wholesaler includes manufacturers in the former, but is excluded in the latter. She stated that
section three identifies the main focus of the bills; both require that a wholesale distributor be
licensed, not merely registered. She identified several differences in the bills: HB 2820 requires
information only on the designated representative, whereas HB 2397 requires information on the
representative and on other staff members; HB 2820 requires the Board of Pharmacy to
physically inspect premises of the wholesaler, but not so HB 2397; the bond differs in each bill;
HB 2397 requires a licensee to pass a test, but HB 2820 does not. She commented on several
discrepancies: the need to specify the length of time a license is valid, a clarification if
background checks are required before a wholesaler is licensed, the conditions required for a
wholesaler to receive drugs from a pharmacy, a delineation of how the distribution of a drug is to
be halted, and what information can be disclosed. She concluded by noting that HB 2820 does
not address what percent of inventory must be sold to pharmacies; HB 2397 requires 95% of
inventory to be sold to pharmacies, adding that criminal penalty levels also differ between the
two bills.

The Chair opened the hearing on HB 2397.

Dan Bellingham, Healthcare Distribution Management Association, spoke as a proponent.
(Attachment 2) He gave background on his association and commented on issues of concern
regarding HB 2397, recommending changes regarding the definition “normal distribution
channel” and the licensing requirements of the designated representative, suggesting that the




latter delete the examination requirement. He stated that he opposes the requirement of 95% of
sales to a pharmacy and the penalties mandated by the bill.

Answering a question, he said both bills (HB 2397 and HB 2820) create distribution problems
for wholesalers.

Nancy Zogleman, Director, Government Relations, Pfizer, spoke as an opponent to the bill.
(Attachment 3) She explained that a counterfeit Lipitor drug sold in the Kansas City market
three years ago illustrates the problem of a faulty distribution system, which the bill addresses.
She commented that although the top three wholesalers account for 90% of the drug distribution
in the United State, there are thousands of registered wholesalers, a fact which creates a large
secondary market. Through unscrupulous wholesalers, counterfeit drugs enter the market, not
only creating a danger to the public from unregulated drugs, but also, if a drug must be
withdrawn from the market, absence of that drug can endanger many consumers whose health
may depend on that drug. She recommended strict licensing requirements for wholesalers, a
pedigree or paper trail for each drug, and increased penalties for violators. She said that
legislation was rapidly evolving, and she recommended HB 2820 as a better bill that HB 2397.

Answering questions, Ms. Zogleman said after Pfizer turns a drug over to a wholesaler, the
companies loses control of the product, commenting that the rationale of either bill is protection
of the public. She replied that federal legislation usually is created after a number of states have
addressed an issue.

Representative Hill commented that the bill appears to be a wise move toward protecting the
public, but he expressed concern about the fiscal cost and wondered about unintended
consequences. Ms. Zogleman replied that presently wholesalers are paying a $300 fee, but that
statutorily the ceiling is $500. She said many states are enacting or considering similar license
requirements for drug wholesalers.

The Chair closed the hearing and announced that the committee would work the bill(s) after
turnaround.

A fiscal note was included. (Attachment 4)

Staff Melissa Calderwood briefed the committee on HB 2452. She said that the bill creates a
new law and amends current law to create a central registry for all licensed nurses and mental
health technicians who have resigned or been terminated from employment, the registry being
made available to health-care providers who employ licensed nurses or licensed mental health
technicians. All health-care providers are required to submit names of such persons, including
details relating to the resignation or termination, to a Board Administrator. The nurse or
technician 1s allowed to submit a written response in the report. The board and its officers are
immune from civil liability for information in the report; however, employees are not allowed to
disclose any further information gained from the registry. A fiscal note was included.
(Attachment 5)

Staff Mary Galligan reviewed HB 2497, commenting that the bill amended existing law,



imposing certain restrictions as to who can work at or live or volunteer at certain child-care
facilities. The bill allows the secretary of the Kansas Department of Health and Environment to
have access to background information regarding those employees, volunteers, or residents.
Placement agency staff who are responsible for this information are required under criminal
penalties to keep the information confidential. A fiscal note was included in the briefing.
(Attachment 6)

The minutes for the February 6, 2006, meeting were approved.

The meeting was adjourned at 2:38 p.m. The next meeting is scheduled for Wednesday,
February 8, 2006.
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Comparison of House Bills 2397 and 2820
February 7, 2006 (8:57am)

Ssssion af 200'52 Material in black is the same in both bills.

HOUSE BILL No. 2399820 Material in blue is found in 2397, but not in 2820.

. o Material in red is found in 2820, but not in 239
By Committee on Appropriations et aecin tonndin 26 s
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AN ACT concerning distribution of certain prescription drugs; enacting
the wholesale licensure and prescription medication integrity act.

Be it enacted by the Legislature of the State of Kansas:

Section 1. Sections 1 through 78, and amendments thereto, shall be

known and may be cited as the ‘‘wholesale licensure and prescription

medication integrity act’’
Sec. 2. As used in the wholesale licensure and prescription medication integrity
act:
(a) ““Authentication’” means to affirmatively verify before any distributiorwholesale
distribution of a prescription drug occurs that each transaction listed on the pedigree has
occurred.
(b) ZChain pharmacy warehouse’” means a physical location for drugs or devices, or
both, that acts as a central warehouse and performs intra23 company sales or transfers of
the drugs or devices to a group of chain pharmacies that have the same common
ownership and control.
(¢) “‘Facility”” means a facility of a wholesale distributor where prescription drugs are
stored, handled, repackaged or offered for sale.

For ease of reading,

(d) ““Normal distribution channel’’ means a chain of custody for a medication that goes

from a manufacturer to a whetesalertoapharmaey-wholesale distributor to a pharmacy

1o a patient or a chain of custody for a medication that goes from a manufacturer to a
wholesale distributor to a chain pharmacy ware3 | house to their intracompany pharmacy

to a patient.
(e) “‘Pedigree’” means a document or electronic file containing information that records

each dlstrlbuuon of any gwen plescnptlon dmg—h*om-ﬁa%c-b‘v‘-a-phﬁnmctrma-}

drogrwithin the disor i%}a;[mn Lhﬁ;;n{:i

(f) ““Prescription drug means any drug, including any biological product, except for
blood and blood components intended for transfusion or biological products that are also
medical devices, required by federal law, or federal regulations, to be dispensed only by a
prescription, including finished dosage forms and bulk drug substances subject to section
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February 7, 2006 (8:57am)

503(Db) of the federal food, drug and cosmetic act (FFDCA).

(g) “‘Repackage’” means repackaging or otherwise changing the container, wrapper or
labeling to further the distribution of a prescription drug excluding that completed by the
pharmacists responsible for dispensing product to the patient,

(h) “‘Repackager’” means a person who repackages.
(1) ““Wholesale distributor’’ means anyone engaged in the wholesale distribution of
prescription drugs, including, but not limited to, mamufactorersutessspectfred
Mannfactrers would | OHTErWisertepackagers; own-label distributors; private-label distributors; jobbers;
generally be exompl brokers; warehouses, including manufacturers’ and distributors’ warehousessehaitrdrig
. = warchouses, and whotesate-drirg-warehousesdrug wholesalers or distributors;
independent wholesale drug traders; amdretattplarmactesietail pharmacies that conduct
wholesale distribution; and chain pharmacy warchouses that conduct wholesale
distribution.
1) Wholesale distribution’” shall not include:
(1) Intracompany sales of prescription drugs. meaning anv transaction or transfer
between any division, subsidiary, parent or affiliated or related company under
common ownership and control of a corporate entity:
(2) the sale, purchase, distribution, trade or transfer of a prescription drug or offer
to sell, purchase. distribute, trade or transfer a preseription drug for emergency
medical reasons:
(3) the distribution of prescription drug samples by manufacturers’
representatives:
4) drug returns, when conducted by a hospital. health care entitv or charitable
institution in accordance with 21 C F.R. § 20
(5) the sale of minimal quantities of prescription drugs by a retail pharmacies to
licensed practitioners for office use:
(6) retail pharmacies’ delivery of prescription drugs to
pursuant to the lawful order of a licensed practitioner:
(7) the sale. transfer, merger or consolidation of all or nggt ofgu-': business of a
pharmacy or pharmacies from or with another pharmacy or pharmacies. whether
accomplished as a purchase and sale of sto;k or busme 85 assefs.
(k) *>Wholesaler’” means a person eneaced in the wholesale distribution of orescription
drugs.

from licen

also s

wholsalers would be

specitically included

in the definition.

a patient or pati tient’s dgcﬂl

Sec. 3. (a) EveryLach wholesale distributor wiriehnwho engages in the wholesale distribution of e
oo ok prescription drugs rtie-state-shall be licensed by the state hmmmﬂmrﬁy‘rrﬁhe-sﬁte ==
havease  Trwhrelritrestdeshoard of pharmacy and every nonresident wholesale distributor shall be
licensed in thea state if it ships prescription drugs into theat state. in accordance with the
May need io clarify Whﬂkﬁﬁrhtmtmndjrcsemmmrmcdwaﬁmrnﬁcgrﬁvlhm act before engaging in
whether non-resident wholesale distributions of wholesale prescription drugs-imthe-state—tbytrradditiomte-any, »

Holesatais e bie
roemeRae @ The state board of pharmacy shall exempt manufacturers from any licensing and other

licensed in by the Bd.

of Pharmacy. distribution.

Neither biil

recongiles with
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February 7, 2006 (8:57am)

regirementpreseribed-bytawthestate-requirements of this section. to the extent not
reguired by federal law or regulation. unless particular requirements are deemed
necessary and appropriate following rulemaking,

{b) The state board of pharmacy shall require the following minimum information from
each wholesale distributor applying for a license under subsection (a) of this section-atre:

and regulations. (1) The name, full business address and telephone number of the appticant-or
- licensee;
Substance of information (2) all trade or business names used by the-appheatt-or licensee;

required is gener

(3) addresses, telephone numbers and the names of contact persons for all
facilities used by the-appiteant-or licensee for the storage, handling and
distribution of prescription drugs;
(4) Fthe type of ownership or operation, including, but not limited to, partnership,
corporation or sole proprietorship;
(5) *Fthe name or names of the owner or operator of the licensee-or, applieant-atrd
retated-information—including:
(A) If anmrindividuata person, the name of the tetviduatperson;
(B) if a partnership, the name of each partner and the name of the
partnership;
(C) if a corporation, the name and title of each corporate officer and
director, the corporate names and the state of incorporation; and
(D) if a sole proprietorship, the full name of the sole proprietor and the
name of the business entity;
(6) a list of all licenses and permits issued to the applicant orteensechy any by
atry-other state that authorizes the applicant ertieensee-to purchase or possess
prescription drugs;
(7) the name of the

samne. May

consisie

2820 would only require

information

designated 1

nformation ; i % ; . .
[P RO EE“S SeCtIoT "t"d h”gcrpi tts fﬂ[ CEtCh ﬂi SnCh pegsensn 68) EIIC TratTe Gi Ehc

¢ applicant s

g : . ; : :
personal information statement and fingerprints, required pursuant to

subparagraph (8) of subsection (b¥9) of this section and-firgerprints-for such
person and

5 e parag
tb-){-ﬂﬁ-n-i—ﬂ-rﬁ-scch-mﬁcqrmedﬁ) Lr.l(.h person maumd by subpar «manh (/} ot

subsection {c) of this section to provide a personal information statement and
fingerprints shall provide the following information to the state:

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

(B) the person’s date and place of birth;
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February 7, 2006 (8:57am)

(C) the person’s occupations, positions of employment and offices held
during the past seven years;

(D) the principal 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 was hetdcarried
on;

(E) whether the person has been, during the past seven years, the subject
of any proceeding for the revocation of any license or any criminal
violation and, if so, the nature of the proceeding and the disposition of the
proceeding;

(F) whether, during the past seven years, the person has been enjoined,
either temporarily or permanently, by a court of competent jurisdiction
from violating any federal or state law regulating the possession, control
or distribution of prescription drugs or criminal violations, together with
details concerning any such event;

(G) a description of any involvement by the person 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 products and any lawsuits in which such businesses were
named as a party;

(H) a description of any misdemeanor or felony criminal offense of which
the person, as an adult, was found guilty, regardless of whether
adjudication of guilt was withheld or whether the person pled guilty or
nolo contendere. If the person indicates that a criminal conviction is under
appeal and submits a copy of the notice of appeal of that criminal

offense, the applicant-or-teensee must, within 15 days after the disposition
of the appeal, submit to the state board of pharmacy a copy of the final
written order of disposition; and

(I) 72 photograph of the person taken in the previous 30 days.

(c) The information required pursuant to subsection (b) of this section shall be provided

under oath.

(d) The board-of-pharmacystate shall not issue-or-rerrew a wholesale distributor license of
an applicant-ortreersee, unless the state-board-of-pharmacy;

(1) C onducts a Qh\\lC:}l inspection of the facility at the address provided by the

applicant as required in subsection (b) of section 3 of this section; and

(2) determines that the designated representative meets the following
qualifications:

(tA) Is at least 21 years of age;
(2B) has been employed full time for at least three years in a pharmacy or
with a wholesale distributor in a capacity related to the dispensing and
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2357 would require te

iicense renewal

check would only

be conducted upon

applicalion.

specifies the
ntof the

-ed bond.

25820 would not

sed

distribution of and recordkeeping relating to prescription drugs;

(3C) has received a score of 75% or more on an examination given by the
state board of pharmacy regarding federal and state laws governing
wholesale distribution of prescription drugs. Adestenated-representative

s upon

(#D) is employed by the applicant full time in a managerial level position;
(5L) 1s actively involved in and aware of the actual daily operation of the
wholesale distributor;

(61°) is physically present at the facility of the applicant during regular
business hours, except when the absence of the designated representative
1s authorized, including, but not limited to, sick leave and vacation leave;
(74) 1s serving in the capacity of a designated representative for only one
applicant erHeensee-at a time;

(8L1) does not have any convictions under any federal, state or local laws
relating to wholesale or retail prescription drug distribution or distribution
of controlled substances; and

(91) does not have any felony convictions under federal, state; or local
laws.

(€) The state-board-otpharmaey shall submit the fingerprints provided by a person with
arinittat-or-arenewaty license application for a statewide criminal-histery record check
and forforwarding to the federal bureau of investigation ferto conduct a national criminal
fritstory-record check of the person.

(f) The state board of pharmacy shall require every wholesale distributor applying for-
mew-teense-or-the-renewat-of a license to submit a bond tramatotnt-determined-by-—the
state-board-of pharmaeyal least $100.000, or other equivalent means of security
acceptable to the state-beard-of-pharmracy, such as an irrevocable letter of credit or a
deposit in a trust account or financial institution, payable to the-drig-whotesater-trusta
fund established by the state, pursuant to subsection (g) of this section. The purpose of
the bond is to secure payment of any fines or penalties imposed by the state board-of

pharmaey-and any fees and costs incurred by the state-board-ofpharmeacy regarding that
such license, which are authorized under the-whotesate-teensurestate law and

prc%cnpﬂfrn-nwdﬂ:aﬁmmtegﬁy-a-c{-arrd—whlch the licensee fails to pay 30 days after the
fines, penalties or costs become final. The state Board-of-pharmracy-may make a claim
against such bond or security until one year after the licensee’s license ceases to be valid.
Lhe bond shall cover all facilities operated by the applicant in the state.
(g) There is hereby created in the state treasury the drug wholesaler trust fund. The
executive secretary of the state board of pharmacy shall administer the fund. Proceeds
from the bond prescribed by subsection (f) of this section shall be remitted to the state
treasurer in accordance with the provisions of K.S.A. 75-4215, and amendments thereto.
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Neither bill addresses

facilities licenses o'hc*
than requiring eac

facility 1o be hcmsem
}

Information

licensure under the act

would have to be updated

annually. It appears tha

the license would not

expire annually, May
want 1o clarify whether
background checks

licensure.

2820 would impose &

confiting education

’“L‘qlﬁi‘(}ll"-mll ()4

licensed design

represeniaiives.

2820 would

ressing
the Kansas Open
Records Act,

!'(.‘L'l\i:il'(.’\ﬁi for

Upon receipt of each such remittance the state treasurer shall deposit the entire amount in
the state treasury to the credit of the drug wholesaler trust fund. Moneys in the drug
wholesaler trust fund may be expended for the purposes prescribed in subsection (D) of
this section. All expenditures from the drug wholesaler trust fund shall be made in
accordance with appropriation acts upon warrants of the director of accounts and reports
issued pursuant to vouchers approved by the executive secretary of the state board of
pharmacy.

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

(1) Every calendar vear, the state board of pharmacy shall send to each wholesale
distributor licensed under this section a form setting forth the information that the
wholesale distributor provided pursuant to subsection (b) of this section. Within 30 days
of receiving such form, the wholesale distributor must identity and state under oath to the
state board of pharmacy all changes or corrections to the information that were provided
pursuant fo subsection (b} of this section. Changes in, or corrections to, any information
in subsection (b) of this section shall be submitted to the state board of pharmacy as

required by such board. See—4— ch%—&wmd—a:ﬁmﬁhc—cﬁeﬁwc—dﬁco-ﬁhm

caterdar-montiThe state board of pharmacy may suspend or revoke the license of a
wholesale distributor shattselidistributetransferoretherwisescatteast-952ofits
totat-amounti{ such board determines that the wholesale distributor no longer gualifies for
the license issued under this section.

() The designated representative identified pursuant to subsection (b)(7) of section 3 of
this act must complete continuing education programs as required by the state board of
pharmacy regarding federal and state laws governing wholesale distribution of
prescription dnlgsﬁﬂﬂ-ﬁmﬂﬂacyﬁroﬁﬁwmhsmmmg—mﬁdﬁﬁﬁﬁmﬁg-ﬂﬁhﬁg:
.

(k) Information provided under this section of this act shall not be disclosed to any
person or entity other than a state board ot pharmacy, sovernment board or government
agency provided such board or other state or federal agency needs such mforrrxatmn for
licensing or monitoring purposes,

Sec, ga; A wholesale distributor shall mt-pm'chase-orofhcrmseﬂ-ecewc—a—pfescmmm—ﬁvg

2387 would specify

utor could
receive drugs froma

phars 2820 would

1aCy.

permmit drug returns or

CXCNANges inder terms

of an agreement

il UL o EJH(.IEIUCL\.J’., L..A\.f\ti)l LULLI. ) V\‘llUlv‘.\Lll\f UI.DH I.ULH.UI 1ilet y l\.\.ﬂbl\‘b o Pl Lzht/llljl.lull ul Lis

fronrapharmracy-ttthereceive prescription drug wasoriginaty-purchased-by-the

exceptionirsubsectionthyshathmot-(H-Reeetvereturns or exchanges from a pharmacy
frantotntor-quantity- ofapreseriptiomn-drogtarger-thamrthe-amount-or-gquantity-that-was

ot e chits 4 et rdor chain
pharmacy warehouse pursuant to the terms and conditions of the agreement between the

wholesale distributor for-the-preseriptiomrdrog—tdand the pharmacy or chain pharmacy

warchouse. or both, including the returns of expired. damaged and recalled
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2820 would exempt

returns made

hetween

Trom the

Manufacturers would
be exempt from

censure under 2820,

governing delivery,

Sec. 5.

wers would

be subject to

invento

pharmaceutical product to either the original manufacturer or a third party returns
processor. and such returns or exchanges shall not be subject to the pedigree requirement
prescribed by section 5 of this act. Wholesale distributors shall be held accountable for
policing their returns process and insuring that such returns are of products manufactured
by their operations, are secure and do not permit the entry of adulterated and counterfeit
product.
(b) A manufacturer or wholesale distributor shall furnish prescription drugs only to a
person licensed by the appropriate-state Heensirganthorittesboard of pharmacy. -Before
furnishing prescription drugs to a person not known to the manufacturer or wholesale
distributor, the manufacturer or wholesale distributor shall affirmatively verify that the
person is legally authorized to receive the prescription drugs by contacting the
appropriatestate Heensinganthoritiesboard of pharmacy.
(ec) Prescription drugs furnished by a manufacturer or wholesale distributor shall be
delivered only to the premises listed on the license, providedexcept that the manufacturer
or wholesale distributor may furnish prescription drugs to an authorized person or agent
of that person at the premises of the manufacturer or wholesale distributor if:

(1) The 1dentity and authorization of the recipient is properly established; and

(2) this method of receipt is employed only to meet the immediate needs of a

particular patient of the authorized person.
(d) Prescription drugs may be furnished to a hospital pharmacy receiving area provided
that a pharmacist or authorized receiving personnel signs, at the time of delivery, a
receipt statimgshowing the type and quantity of stetrthe prescription drugrordrugs so
received. Any discrepancy between thre-receipt and the type and quantity of the
prescription drug actually received shall be reported to the delivering manufacturer or
wholesale distributor on or before the next business day after the delivery to the
pharmacy receiving area.
(fe) A manufacturer or wholesale distributor shall not accept payment 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 or owners otf record, the chief executive
officer or the chief financial officer listed on +hethe license of a person or entity legally
authorized to receive prescription drugs. Any account established for the purchase of
prescription drugs shatimust bear the name of the licensee.

(a) Each person who is engaged i in the wholesale dlstnbutlon of a—prescuptlon d’l“tl‘g‘

shall cgtabhsh and maintain inventories and records of <>.il transaciions seaazdmg the

rceug and distribution or other dlSQOsiEI{m of the prescnptlon drtrg—sim-l-hmwde—a

(2] - HPPE A
}jbulﬁl\z\« Ul \-kall UIII\., lll\, tu\.:“l.lk‘r UI5 br.lbll DLUL, uauu Ut Ll. all)l\.zl Ui G PTCOUTTPTITR LIE

whrerradrugs. These records shall include pedigrees for all prescription drugdrugs that
leave-? the normal dlstrlbutlon channe]-mfdﬂf-ﬁd—fra&ed—mhtrmmﬁdwmher
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il (1) A retail pharmacy or chain pharmacy warehouse shall comply with the

2820 would o

pharmacies and chain requirements of this section only if the pharmacy or chain pharmacy warehouse
pharmacy warchouses from engages in wholesale distribution of prescription drugs.
the specific inventory and (2) The state board of pharmacy shall conduct a studv to be completed on or

record-keeping provisions.

betore January 1. 2007. Such report shall include consuliation with
manufacturers, distributors and )haimamw rcsgomsbk for the qalt, and
distribution of prescrlptlon drug : ]

Il 4 Ao £ I i ol 1
U e PIRsuE l}JLlUU l.ll ugs. ocuu, Ll ClL!\.- U TdifsTorm oo POV TIPUYIT AR U ocTween

2820 would require the Board

}iLbllahbD W l‘l-}-l A VUL TUTT WYY b}l;}) i tl] ill\.bt LTICT :‘5\—”\—.}' JlLbl}lb aliv Jl'Jt aulujuvt
tortheprovistonsof thisseettor—products in the state. Based on the results of the
study the state board of pharmacy shall determine a mandated implementation
date for electronic pedigrees. The implementation date for the mandated
electronic pedigree shall be no sooner than December 31, 2007,
(b) Each person who is engaged in the wholesale distribution of a prescription drug,
including repackagers, but excluding the original manufacture— of the finished form of
the prescription drug, who is in possession of a pedigree for a prescription drug and
attempts to further distribute swehthat prescription drug, shall affirmatively verify before
any distribution of a prescription drug occurs that each transaction listed on the pedigree
has occurred.
(c) The pedigree shall:
(1) Include all necessary identifying information concerning each sale in the chain
of distribution of the product from the manufacturer, through acquisition and sale
by any wholesale distributor or repackager, until final sale to a pharmacy or other
person dispensing or administering the drug. FAt minimum, the necessary chain
of distribution information shall includerbtrt-shatnot-betimited-to:
(A) FhrerName, address, telephone number and if available, the e-mail
2397 would require address, of each owner of the prescription drug, and each wholesale

tion and a distributor wherdoes-not-take-tittetool the prescription drug;

LNl E 4 i s | WP B o . 1
: (O U STIERATOT T O T CacimoOWATST O T P sErpiotrarag -arra-cact
for persons who do NOT s : £

take title of the drag.

————t€&(13) the name and address of each location from which the product was
shipped, if different from the owner’s;
(B() the-transaction dates; and
(ED) certification that each recipient has authenticated the pedigree.
(2) FALminimum, the pedigree shall also includerbut-shattrotbetintitedto:
(A) FirenName of the prescription drug;
(B) dosage form and strength of the prescription drug;
(C) size of the container;
(D) number of containers;
(E) lot number of the prescription drug; and
(F) name of the manufacturer of the finished dosage form.
(d) Each statementpedigree or electronic file shall be:

2820 menkions an

sthier than
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February 7, 2006 (8:57am)

(1) Maintained by the purchaser and the wholesale distributor for three years_from
the date of sale or transfer; and

(2) available for inspection or remevatuse within two business days upon a

‘ At request of an authorized officer of the law.

»suhsection () The state board of pharmacy adtrinistering-this-act-shall adopt rules and a form
relating to the requirements of this seettorromorbetore-96subsection no later than 120
days after the effective date of this act.

Sec. 6. (a) If the state finds that there is a reasonable probability that:
(1) A wholesale distributor, other than a manufacturer, has:
(A) Knowingty-vViolated a provision efin this act; or
(B) falsified a pedigree, or krrowimgby-sold, distributed, transferred,
manufactured, repackaged, handled or held a counterfeit prescription drug
intended for human use.
(2) The prescription drug witchtsateged-te-be-ttrat issue as a result of a violation
of paragraph (1) of subsection (a) of this section could cause serious, adverse
health consequences or death; and
(3) other procedures would result in unreasonable delay, the state shall issue an
order requiring the appropriate person, including the mamufactarers—distributors
or retailers of the drug; to immediately cease distribution of the drug within that
state.
(b) An order issued under-paragraph-3)-of subsection (a) of this seetiemsection shall
provide the person subject to the order with an opportunity for an informal hearing, to be
held emror-beforeno later than 10 days after the date of the issuance of the order, on the
actions required by the order. If, after providing an opportunity for such a hearing, the
state determines that inadequate grounds exist to support the actions required by the
order, the state shall vacate the order.

Sec. 7. tayIt shall be unlawful for a person to perform or cause the performance of or aid and
abet any of the following acts in this state:

(+2) Failure to obtain a license in accordance with this act, or operating without a valid
license when a license is required by this act;

290 does not
acddress the

it of

inventory that

must be sold, o — . ?

—{3(b) purchasing or otherwise receiving a prescription drug from a pharmacy, unless the
requirements trrprescribed by subsection (a) of section 3 of this act are met;
(#¢) the sale, distribution or transfer of a prescription drug to a person that is not
authorized under the law of the jurisdiction in which the person receives the prescription
drug to receive the prescription drug, in violation of subsection (eb) of section 34 of this
act;

(5d) failure to deliver prescription drugs to specified premises, as tequired-prescribed by

C:\data\Health\2397\WordPerfect Document Compare Summarywith 2820.wpdbage 10 of 11
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February 7, 2006 (8:57am)

subsection (dc) of section 34 of this act;
(6¢) accepting payment or credit for the sale of prescription drugs in violation of
subsection (e} of section 4 of this act;
(#1) failure to maintain or provide pedigrees as required by this act;
(82) failure to obtain, pass or authenticate a pedigree, as required by this act;
(9h) providing the state or any of its representatives or any federal official with false or
fraudulent records or making false or fraudulent statements regarding any matter
underwithin the provisions of this act;
(+91) 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;
2820 would providean (1)) except for the wholesale distribution by manufacturers of a prescription drug that
smepghimmihe has been delivered into commerce pursuant to an application approved under federal law
by the United States food and drug administration. the manufacture, repacking, sale,
transfer, delivery, holding or offering er{or sale any prescription drug that is adulterated,
misbranded, counterfeit, suspected of being counterfeit or has otherwise been rendered
unfit for distribution;
(F2rk) except for the wholesale distribution by manufacturers of a prescription drug that
has been delivered into commerce pursuant to an application approved under federal law
by the United States food and drug administration, the adulteration, misbranding or
counterfeiting of any prescription drug;
(+51) the receipt of any prescription drug that is adulterated, misbranded, stolen, obtained
by fraud or deceit, counterfeit or suspected of being counterfeit and the delivery or
proffered delivery of such drug for pay or otherwise; aret
(m) t+4-the alteration, mutilation, destruction, obliteration or removal of the whole or
vaspecise a0y part of the labeling of a prescription drug or the commission of any other act with
i s respect to a prescription drug that results in the prescription drug being misbranded—4-tb;
general prohibitions for gcmm{i
i (1) such prohibited acts shall not include a prescription drug manufacturer or agent of a
prescription drug manufacturer. obtaining or attempting to obtain a prescription druo for
the sole purpose of testing the prescription drug for authenticity.

pravision outlawing

2820 provid

exemptior

manufactarers of

authenticity,

Sec. 8. (a) A person convicted of violating subseetrorfmsection 7. and amendments thereto,

e

shall be guilty of a Sdrug severity level 1 felony.

(eh) This section shall be part of and supplemental to the ¥ansaserimimatcode uniform
controlled substances act.-

Sec. #9. This act shall take effect and be in force from and after its- publication in the statute
book.-
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65-1643
Chapter 65.--PUBLIC HEALTH
Article 16.--REGULATION OF PHARMACISTS

65-1643. Registration or permit required; pharmacies, manufacturers, wholesalers, auctions,
sales, distribution or dispensing of samples, retailers, institutional drug rooms, pharmacy
students, veterinary medical teaching hospital pharmacies; certain acts declared unlawful. It shall
be unlawful:

(a) For any person to operate, maintain, open or establish any pharmacy within this state
without first having obtained a registration from the board. Each application for registration of a
pharmacy shall indicate the person or persons desiring the registration, including the pharmacist
in charge, as well as the location, including the street name and number, and such other
information as may be required by the board to establish the identity and exact location of the
pharmacy. The issuance of a registration for any pharmacy shall also have the effect of
permitting such pharmacy to operate as a retail dealer without requiring such pharmacy to obtain
a retail dealer's permit. On evidence satisfactory to the board: (1) That the pharmacy for which
the registration is sought will be conducted in full compliance with the law and the rules and
regulations of the board; (2) that the location and appointments of the pharmacy are such that it
can be operated and maintained without endangering the public health or safety; (3) that the
pharmacy will be under the supervision of a pharmacist, a registration shall be issued to such
persons as the board shall deem qualified to conduct such a pharmacy.

(b) For any person to manufacture within this state any drugs except under the personal and
immediate supervision of a pharmacist or such other person or persons as may be approved by
the board after an investigation and a determination by the board that such person or persons is
qualified by scientific or technical training or experience to perform such duties of supervision as
may be necessary to protect the public health and safety; and no person shall manufacture any
such drugs without first obtaining a registration so to do from the board. Such registration shall
be subject to such rules and regulations with respect to requirements, sanitation and equipment,
as the board may from time to time adopt for the protection of public health and safety.

(c) For any person to distribute at wholesale any drugs without first obtaining a registration
so to do from the board.

(d) For any person to sell or offer for sale at public auction or private sale in a place where
public auctions are conducted, any drugs without first having obtained a registration from the
board so to do, and it shall be necessary to obtain the permission of the board in every instance
where any of the products covered by this section are to be sold or offered for sale.

(e) For any person to in any manner distribute or dispense samples of any drugs without
first having obtained a permit from the board so to do, and it shall be necessary to obtain
permission from the board in every instance where the samples are to be distributed or
dispensed. Nothing in this subsection shall be held to regulate or in any manner interfere with the
furnishing of samples of drugs to duly licensed practitioners, to mid-level practitioners, to
pharmacists or to medical care facilities.



(f) Except as otherwise provided in this subsection (f), for any person operating a store or
place of business to sell, offer for sale or distribute any drugs to the public without first having
obtained a registration or permit from the board authorizing such person so to do. No retail
dealer who sells 12 or fewer different nonprescription drug products shall be required to obtain a
retail dealer's permit under the pharmacy act of the state of Kansas or to pay a retail dealer new
permit or permit renewal fee under such act. It shall be lawful for a retail dealer who is the
holder of a valid retail dealer's permit issued by the board or for a retail dealer who sells 12 or
fewer different nonprescription drug products to sell and distribute nonprescription drugs which
are prepackaged, fully prepared by the manufacturer or distributor for use by the consumer and
labeled in accordance with the requirements of the state and federal food, drug and cosmetic
acts. Such nonprescription drugs shall not include: (1) A controlled substance; (2) a
prescription-only drug; or (3) a drug product intended for human use by hypodermic injection;
but such a retail dealer shall not be authorized to display any of the words listed in subsection (u)
of K.S.A. 65-1626 and amendments thereto, for the designation of a pharmacy or drugstore.

(g) For any person to sell any drugs manufactured and sold only in the state of Kansas,
unless the label and directions on such drugs shall first have been approved by the board.

(h) For any person to operate an institutional drug room without first having obtained a
registration to do so from the board. Such registration shall be subject to the provisions of K.S.A.
65-1637a and amendments thereto and any rules and regulations adopted pursuant thereto.

(i) For any person to be a pharmacy student without first obtaining a registration to do so
from the board, in accordance with rules and regulations adopted by the board, and paying a
pharmacy student registration fee of $25 to the board.

() For any person to operate a veterinary medical teaching hospital pharmacy without first
having obtained a registration to do so from the board. Such registration shall be subject to the
provisions of K.S.A. 65-1662 and amendments thereto and any rules and regulations adopted
pursuant thereto.

History: L. 1953, ch. 290, § 29; L. 1967, ch. 342, § 3; L. 1975, ch. 319, § 29; L. 1979, ch.
193, § 3; L. 1982, ch. 263, § 7, L. 1983, ch. 210, § 2; L. 1986, ch. 231, § 29; L. 1997, ch. 112, §
3; L. 1997, ch. 184, § 2; L. 1999, ch. 38, § 5; L. 1999, ch. 149, § 8; L. 2000, ch. 89, § 2; Apr. 27.
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.
CHDMA

Healthcare Distribution
Management Association

February 1, 2006

Honorable Jim Morrison
Chair, House Health and Human Services Committee
Kansas House of Representatives

VIA - EMAIL
Dear Representative Morrison:

On behalf of the Healthcare Distribution Management Association (HDMA) pharmaceutical distributor members in
Kansas, [ submit the following in response to the prescription drug wholesale licensing provisions in House Bill 2397.
HDMA and its member companies support licensing standards that address the responsibility of distributors in this
market and provide accountability for their business practices. We are committed to a business model that is built on
maintaining the safety and integrity of the prescription drug products we distribute.

To achieve these goals, HDMA is working with states across the country to address key elements that we believe are
the most effective approach to deterring and preventing the infiltration of counterfeit and adulterated prescription drug
products in this industry. These include: 1) a comprehensive state licensure program; 2) stronger and more consistent
state penalties for those who counterfeit prescription drugs; 3) technological solutions to prescription drug pedigree;
and, 4) uniformity among the states that adopt laws and regulations that address the inspections, investigations and
enforcement in facilities across the country. These basic elements are a part of HDMAs efforts to comply with federal
statutes governing states’ responsibilities in conforming federal guidelines as they are addressed in the Prescription
Drug Marketing Act.* Furthermore, HDMA respectfully requests that the State of Kansas consider the following
comments which represent some of HDMA’s concerns with HB 2397:

Provision in the legislation include the definition of the “Normal Distribution Chain.” It is HDMA’s position that the
definition as written would limit market access to prescription drug products in time of shortages and high public
demand. In limited instances, distributors are without access of a given product either because they have reached their
monthly limit of product from the manufacturer, an epidemic or surge in treatment arises in one area of the country, or
natural disasters make access to prescription drug products an issue. HDMA suggests providing enough flexibility in
the market to allow for the following:

Section 2 (d) - Normal Distribution Channel Definition

For the purposes of this chapter, within the normal distribution channel, a licensed distributor that receives a
product direct from the manufacturer may sell the product to a pharmacy, chain drug warehouse, or
practitioner or to one other licensed wholesale that sells the product direct to a pharmacy, chain drug
warehouse, or practitioner without passing a pediaree, if the transaction includes a statement that the
product was purchased direct from the manufacturer or from a licensed distributor who purchased the
product direct from the manufacturer.

This new definition effectively captures the intent to restrict the number of transactions of a prescription drug
product after the sale from the manufacturer. HDMA supports an additional layer of security with a
requirement that a statement identify products purchased directly from a manufacturer or from a licensed
distributor that purchased it directly from the manufacturer. ALL other scenarios would require a pedigree.
This important requirement provides the pharmacy with assurances that the product is within one and not
more than two transactions from the direct purchase of the prescription products they receive.

JAHS 2-9-06 .
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Other concerns with HB 2397 as it is proposed for amendment include clarification of the following;

Section 3 (d) (3) — Licensing Requirements of Designated Representatives

HDMA requests that qualifications of designated representatives not include an examination requirement.
HDMA is not aware of an examination prerequisite regarding state and federal laws at the state level.
Designated representatives are held accountable to each state’s regulating authority by the licensing
standards adopted in each state. Further each facility is responsible for compliance with the law in each
state or risk the fines and penalties associated with the licensing standards of each state.

Section 4(a) — Distribution

HDMA opposes the limitation of 95% of sales to a pharmacy or other person dispensing or administering
the product. HDMA believes this provision conflicts with the determination of “normal distribution” and limits
the movement of product to other critical entities in the distribution market including but limited to chain
pharmacy warehouses, mail-order facility warehouses, common carriers, third party logistics operators, etc.

Section 7 (a)(11) and (13)— Penalties

HDMA requests that HB 2397 include a “knowing” provision to the unlawful acts listed in Section 7. It is
HDMA'’s position that the legislation recognize that it may be impossible for distributors acting in good faith,
to determine counterfeit products from their original counterparts. It may be possible to unknowingly be
involved with an adulterated product. HDMA requests that separate penalties exist for knowing and
unknowingly violating the law in this regard.

Again, thank you for the opportunity to participate with the development of HB 2397. I appreciate the time
and effort you have provided to this initiative and hope that I can be of assistance. Should you have any
questions or need additional information, please do not hesitate to contact me.

Sincerely,

David Gonzales

Senior Director of State Government Affairs
Healthcare Distribution Management Association

* The Prescription Drug Marketing Act (PDMA) was enacted on April 22, 1988 (Public Law 100-293) to respond to problems
relating to the safety, efficacy, storage and handling of pharmaceuticals. PDMA established specific requirements for the selling
and distribution of prescription drugs. Included in these is a requirement that wholesale distributors of prescription drugs be state
licensed according to FDA minimum standards. Nearly ten years after enactment of PDMA, on December 3, 1999, FDA published
the final regulation completing the implementation of the Act. This final rule includes provisions dealing with the "authorized
distributor of record" and "drug pedigree" elements of PDMA.
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HB 2397 - Wholesale
——Licensure-and-Prescription
Medication Integrity

Hearing before the House Health and Human Services
Tuesday, 2/7/2006
1:30 PM, Rm 526-S

Testimony by Nancy Zogleman, Pfizer Inc.
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Overview of Issue

Three years ago fake Lipitor was sold in the Kansas City
market because of a faulty distribution system.

The top 3 wholesalers account for 90% of the drug
distribution in the US. Yet there are thousands of registered
wholesalers in the US, creating a secondary market.

When we look at this secondary marketplace in light of the
sharp rise in counterfeit cases in the US, it becomes
increasingly clear that this large number of wholesalers
requires increased regulatory oversight.

HB 2397 was developed by Pfizer to help ensure patient

safety through enhancing the quality and integrity of the drug
distribution system for prescription medications. New bill HB
2820, includes modifications made by multiple groups over
the last year.
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How Fake Lipitor was Sold

B3

Federal prosecutors arrested a twice-convicted
cocaine dealer who manufactured and distributed a
convincing copy of the medicine.

200,000 bottles or 18 million tablets had to be
collected in the Kansas City market

Costa Rica to Brazil to Florida to California to
Maryland to Nebraska to Missouri to Kansas City

One of the distributors charged is a Kansas citizen



c Pedigree Legislation: >
Ensuring the Safety of Medicine

ption drug distribution follows a simple

Most prescri

VAST iVIAJORITY OF Rx MEDICINES To better ensure the safety and quality of

DISTR&BUTED BY THE BIG 3: pharmaceuticals, legislation should be
passed that increases oversight on

wholesalers, especially those operating
outside of the usual distribution channels.

Amerisource-Bergen, Cardinal Health Inc.
and McKesson Corp.

To stop counterfeiting, wholesale distributors must
- Some medicines are sold through smaller be required to:
wholesalers known as regional or

secondary wholesalers. 1. Meet strict licensing requirements

» Wholesalers should pass criminal and business
background checks.

* Multiplicity of distribution points poses « Wholesalers should be sufficiently bonded.

challenges for regulators
2. Create pedigrees or legitimate “trails” for every
. Therk are more than 6.000 wholesalers in sale, trade or transfer of a drug that leaves the

& — normal distribution chain
the U.$. + Safety and quality of prescription drugs will be
easier to verify if sales, trades and transfers are
tracked.




C(meating Counterfeit Drugs: A Report of the

|

Food and Drug Administration Annual Update

http://www.fda.gov/oc/initiatives/counterfeit/update2005.html

s The comprehensive Report highlights several measures that

can be taken to better protect Americans from counterfeit
drugs.

These measures address six critical areas:

Securing the actual drug product and its packaging

Securing the movement of the product as it travels through the
U.S. drug distribution chain

Enhancing regulatory oversight and enforcement
Increasing penalties for counterfeiters

Heightening vigilance and awareness of counterfeit drugs
Increasing international collaboration

\
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Key Elements of the Legislation

3-6

Board of Pharmacy is responsible for

Safeguarding the State’s Drug Supply

Licensure Process is Critical — it ensures that only
those organizations that meet the predetermined standard of
the state are allowed to provide medications to the state’s
citizens

Background Checks Weed out Bad Players - such

as process will allow for the identification of unscrupulous
individuals that have a history of engaging in activities that are
not only illegal but may be dangerous to patients.

Kansas currently has around 700 licensed
wholesalers
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Counterfeit / Pedigree Legislation
Status by State

22 Introduced
8

F Not introduced
January 17, 2006




Legislation Has Evolved
Over The Last Year

m Boards of Pharmacy, NABP, HDMA, Pharmacy
Associations and other manufacturers— have all
offered changes

m Based on these changes, a new bill was drafted —
HB 2820

m HB 2820 — Has been referred to this committee

3-8



March 3, 2005

The Honorable Jim Morrison, Chairperson
House Committee on Health and Human Services
Statehouse, Room 171-W

Topeka, Kansas 66612

Dear Representative Morrison:
SUBIJECT:  Fiscal Note for HB 2397 by House Committee on Appropriations

In accordance with KSA 75-3715a, the following fiscal note concerning HB 2397 is
respectfully submitted to your committee.

HB 2397 would require the Kansas Board of Pharmacy to implement a pedigree system
for the drug distribution system. A pedigree would follow the drug from the manufacturer
through the distribution system, until it reaches the retail store. Each product would be given a
unique identification number and the system would provide sufficient safeguards to ensure that
drugs were not counterfeit or that a wholesale drug diversion submarket was not developed.

The Kansas Board of Pharmacy would have to develop testing and licensure procedures
for all wholesale distributors who deliver any drugs into the state. Either a paper or electronic
system that requires distributors to provide a statement identifying each prior sale of the drug
would have to be implemented. The Board would also have to develop and implement rules and
regulations for the pedigree system and incorporate the system into current record keeping as
well as inspection and regulation functions of the agency. The federal government has provided
for such a system to be put into place through the Prescription Drug Marketing Act. However,
because the costs of the program would have to be passed on to the distributor, no real progress
has been made. Only two states, California and Florida, have passed laws requiring distributor
pedigrees and neither has been implemented. The agency states that there is no information on
which to base a cost estimate. The Board of Pharmacy assumes that the costs of the program,
whatever the level, could be passed on to the distributors. So while agency expenditures would
increase, licensing fees would be increased in order to cover the expenditures.

Sincerely,

Duane A. Goossen
Director of the Budget

cc:  Debra Billingsley, Pharmacy Patti Biggs, Sentencing Commission
Jeremy Barclay, Dept. of Corrections

Pechiat- 4
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March 1, 2005

The Honorable Jim Morrison, Chairperson
House Committee on Health and Human Services
Statehouse, Room 171-W

Topeka, Kansas 66612

Dear Representative Morrison:

SUBJECT:  Fiscal Note for HB 2452 by House Committee on Judiciary
In accordance with KSA 75-3715a, the following fiscal note concerning HB 2452 is
respectfully submitted to your committee.

HB 2452 would require the Kansas State Board of Nursing to establish and maintain a
central registry of all nurses and mental health technicians licensed in the State of Kansas. The
purpose of the registry would be to provide a resource for health care providers who employ
nurses or licensed mental health technicians when they review employment applications.

Estimated State Fiscal Effect
FY 2005 FY 2005 FY 2006 -FY 2006
SGF All Funds SGF All Funds
Revenue = == rore -
Expenditure e $42,061 = $70,123
FTE Pos. -- - - 1.50

The Kansas State Board of Nursing estimates that passage of HB 2452 would increase
expenditures by $42,061 in FY 2005 and $70,123 in FY 2006 for salary and wage expenses, as
well as contractual services. The Board estimates that an additional 1.50 FTE positions would be
necessary to handle the increased workload associated with maintaining the central registry.
Because the Kansas State Board of Nursing is a fee funded agency, these additional expenditures

A Heclisd §
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The Honorable Jim Morrison, Chairperson
March 1, 2005
Page 2—2452

would lower projected fee fund balances. Any fiscal effect resulting from the passage of this bill
would be in addition to amounts included in The FY 2006 Governor’s Budget Report.

Sincerely,

CCt AL
Duane A. Goossen

Director of the Budget

cc:  Roberta Kellogg, Board of Nursing



March 4, 2005

The Honorable Jim Morrison, Chairperson
House Committee on Health and Human Services
Statehouse, Room 171-W

Topeka, Kansas 66612

Dear Representative Morrison:
SUBJECT:  Fiscal Note for HB 2497 by House Committee on Appropriations

In accordance with KSA 75-3715a, the following fiscal note concerning HB 2497 is
respectfully submitted to your committee.

Currently, both child placement agencies and the Kansas Department of Health and
Environment (KDHE) request from the Kansas Bureau of Investigation (KBI) background
checks on prospective foster parents, child care workers, or employees at family day care homes.
HB 2497 would allow KDHE to share its background reports with the child placement agencies,
thereby eliminating the need for the child placement agencies to request background checks for
themselves.

Because the bill would eliminate duplicative background checks, the child placement
agencies would realize a savings estimated to be $9,000. Any fiscal effect resulting from the
passage of this bill is not reflected in The FY 2006 Governor’s Budget Report.

Sincerely,

C e 2,

Duane A. Goossen
Director of the Budget

cc:  Brandy Wheeler, Judiciary
Jackie Aubert, SRS
Aaron Dunkel, Health & Environment
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