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Session of 2017

HOUSE BILL No. 2107

By Committee on Health and Human Services

1-19

AN ACT concerning public health; relating to the pharmacy act of the state
of Kansas; pertaining to biological products; amending K.8.A. 65-669,
65-1660 and 65-7007 and K.S.A. 2016 Supp. 65-1626, 65-1637, 65-
1637b, 65-1643, 65-2837a and 65-4202 and repealing the existing
sections,

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

Sec. 1. K.S.A. 65-669 is hereby amended to read as follows: 65-669,
A drug or device shall be deemed to be misbranded:

(a) Ifits labeling is false or misleading in any particular,

(b) Ifin package form unless it bears a label containing;

(1) The name and place of business of the manufacturer, the packer or
the distribuior, except that in the case of a prescription drug it shall bear
the name and place of business of the person responsible for the
production of the finished dosage form of the drug, the packer and the
distributor; except that nothing in—elause—of this paragraph shall be
construed to apply to wholesalers and the requirement of-elause-1 this
paragraph shall be satisfied by stating such information on the label of the
drug and filing a statement with such information with the secretary which
shall be made available by the secretary on request to local, public and
private health agencies, poison control centers, licentiates of the healing
arts, the state board of pharmacy, consumers and others to promote the
purposes of this act; in no evenl, however, shall the label contain less
information than required under federal law; and

(2) an accurate statement of the quantity of the contents in terms of
weight, measure, or numerical count, except that under-elause-(2-of this
paragraph reasonable variations shall be permitied and exemptions as to
small packages shall be allowed, in accordance with regulations prescribed
by the secretary, or issued under the federal act.

{c) If any word, statement, or other information required by or under
authority of this act to appear on the label or labeling is not prominently
placed thereon with such conspicuousness— as compared with other
words, statements, designs or devices, in the labelingd, and in such terms
as to render it likely to be read and understood by the ordinary individual
under customary conditions of purchase and use.

(d) Ifitis for use by man and contains any quantity of narcotic or
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(1) Adequate directions for use; and

(2) such adequate warning against use in those pathological
conditions or by children where its use may be dangerous to health, or
against unsafe dosage or methods or duration of administration or
application, in such manner and form, as are necessary for the protection
of users.

(3} Where any requirement of-elause paragraph (1) or (2) of this
paragraph subsection, as applied to any drug or device, is not necessary for
the protection of the public health, the secretary shall promulgate
regulations exempting such drug or device from such requirements,
Articles exempted under regulations issued vnder 21 U.8.C. § 352(f) may
also be exempt.

(g) If it purports to be a drug the name of which is recognized in an
official compendium, vnless it is packaged and labeled as prescribed
therein. The method of packing may be modified with the consent of the
secretary, or if consent is obtained under the federal act. Whenever a drug
is recognized in both the United States-pharmacepoeia pharmacopeia and
the homecpathic pharmacopoeia of the United States, it shall be subject to
the requirements of the United States-pharmaeopoeia pharmacopeia with
respect to the packaging and labeling unless it is labeled and offered for
sale as a homcopathic drug, in which case it shall be subject to the
provisions of the homeopathic pharmacopoeia of the United States, and
not to those of the United States—pharmaeopeein pharmacopeia. In the
event of inconsistency between the requirements of this—paragraph—
subsection and those of-paragraph subsection (¢) as to the name by which
the drug or its inpgredients shall be designated, the requirements of
paragraph subsection {e) shall prevail,

{h) If it has been found by the secretary or under the federal act to be
a drug liable to deterioration, unless it is packed in such form and manner,
and its label bears a statement of such precautions, as the regulations
adopted by the secretary require as necessary for the protection of public
health. No such regulations shall be established for any drug recognized in
an official compendium until the secretary shall have informed the
appropriate body charged with the revision of such compendium of the
need for such packaging or labeling requirements and such body shall have
failed within a reasonable time to preseribe such requirements,

(i) (1) Ifitis a drug and its container is so made, formed, or filled as
to be misleading;-er (2) if it is an imitation of another drug; or (3) if' it is
offered for sale under the name of another drug.

(i) I it is dangerous to health when used in the dosage, or with the
frequency of duration prescribed, recommended, or suggested in the
labeling thereof.

(k) If it is, or purports to be, or is represented as a drug composed
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amendments thereto, applies; or

8 (2} because of its toxicity or other potentiality for harmful effect,
or the method of its use, or the collateral measures necessary to its use, is
not safe for use except under the supervision of a practitioner licensed by
law to administer such drug; or

€y (3)  is limited by an approved application under 21 U.8.C. § 355
or K.S.A. 65-669a, and amendments thereto, to use under the professional
supervision of a practitioner licensed by law to administer such drug, shall
be dispensed only:

&) (4) Upocn a written prescription of a practitioner licensed by law to
administer such drug or upon the written prescription of a mid-level
practitioner as defined in—subseetion—fiij—of K.S A, 65-1626, and
amendments thereto;; or

& (B) upon an oral prescription of such practitioner or mid-level
practitioner which is teduced promptly to writing and filed by the
pharmacist;; or

iy (C) by refilling, any such written or oral prescription if such
refilling is authorized by the prescriber either in the original prescription or
by oral order which is reduced promptly to writing and filed by the

pharmaeist—

The act of dispensing a drug contrary to the provisions of this
paragraph subsection shall be deemed to be an act which results in a drug
being misbranded while held for sale.

(r} Any drug dispensed by filling or refilling a written or oral
prescription of a practitioner licensed by law to administer such drug or by
filling or refilling a written or oral prescription of a mid-level practitioner
as defined in-subseetion{iof K.S.A. 65-1626, and amendments thereto,
shall be exempt from the requirements of this section, except subsections
(a), (O (2) and (3), (k), and (1), and the packaging requirements of
subsections (g) and (h), if the drug bears a label containing the name and
address of the dispenser, the serial number and date of the preseription or
of its filling, the name of the prescriber and, if stated in the prescription,
the name of the patient, and the directions for use and cautionary
statements, if any, contained in such prescription. This exemption shall not
apply to any drug dispensed in the course of the conduct of a business of
dispensing drugs pursuant to diagnosis by mail, or to a drug dispensed in
violation of-paragraph subsection (q) of this section.

(s) The secretary may, by regulation, remove drugs subject to
subsection (d) of this section and K.S.A. 65-66%9a, and amendmenis
thereto, from the requirements of-paragreaph subsection (q) of this section
when such requirements are not necessary for the protection of the public
health. Drugs removed from the prescription requirentents of the federal
act by regulations issued thereunder may also, by rules and regulations

mwrmﬁﬁmommﬁ _
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distributor is listed on the manufacturer’'s current list of authorized
distributors of record, which is updated by the manufacturer on no less
than a monthly basis.

(e) "Biological product” means the same as that term is defined in 42
US.C. § 262(i), as in effect on July I, 2017,

(f) "Board" means the state board of pharmacy created by K.S.A. 74-
1603, and amendments thereto.

6 (g) "Brand exchange," in the case of o drug product prescribed,
means the dispensing of a different drug product of the same dosage form
and strength and of the same generic name as the brand name drug product
prescribed, and in the case of a biological product prescribed, means the
dispensing of b-biological product-determined by the federal food-and-
deng-administration to-beinterchangeqblo-with the biolomical product-

prescribed’

€2 (A} "Brand name" means the registered trademark name given to a
drug product by its manufacturer, labeler or distributor.

¢y (i) "Chain pharmacy warchouse" means a permanent physical
location for drugs or devices, or both, that acts as a central warchouse and
performs intracompany sales or transfers of prescription drugs or devices
to chain pharmacies that have the same ownership or control. Chain
pharmacy warchouses must be registered as wholesale distributors.

& (7) "Co-licensee" means a pharmaceutical manufacturer that has
entered into an agreement with another pharmaceutical manufacturer to
engage in a business activity or occupation related to the manufacture or
distribution of a prescription drug and the national drug code on the drug
product label shall be used to determine the identity of the drug
manufacturer.

& (k) "DEA" means the U.S. department of justice, drug enforcement
administration.

gey (1) "Deliver" or "delivery" means the actual, constructive or
attempted transfer from one person to another of any drug whether or not
an agency relationship exists,

& (m) "Direct supervision" means the process by which the
responsible pharmacist shall observe and direct the activities of a
pharmacy student or pharmacy technician to a sufficient degree to assure
that all such activities are performed accurately, safely and without risk or
harm to patients, and complete the final check before dispensing,

fay (v} "Dispense” means to deliver prescription medication to the
ultimate user or research subject by or pursuant to the lawful order of a
practitioner or pursuant to the preseription of a mid-level practitioner.

fa} (o) "Dispenser" means a practitioner or pharmacist who dispenses
prescription medication, or a physician assistant who has authority to
dispense prescription-only drugs in accordance with K.S.A. 65-28a08(h),

an interchangeable biological product
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# (u) '"Electronic prescription” means an electronically prepared
prescription that is authorized and transmitted from the prescriber to the
pharmacy by means of electronic transmission.

€ay (v) "Electronic prescription application” means software that is
used to create electronic prescriptions and that is intended to be installed
on the prescriber's computers and servers where access and records are
controlled by the prescriber.

€3 w) "Electronic signature” means a confidential personalized
digital key, code, number or other method for secure electronic data
transmissions which identifies a particular person as the sowrce of the
message, authenticates the signatory of the message and indicates the
person's approval of the information contained in the transmission.

{w} (x) "Electronic transmission” means the trangmission of an
electronic prescription, formatted as an electronic data file, from a
prescriber's electronic prescription application to a pharmacy's computer,
where the data file is imported into the pharmacy prescription application.

&5 (v} “Electronically prepared prescription" means a prescription
that is generated using an electronic prescription application.

&) (z) "Exclusive distributor" means any entity that: (1) Contracts
with a manufacturer to provide or coordinate warehousing, wholesale
distribution or other services on behalf of a manufacturer and who takes
title to that manufacturer's prescription drug, but who does not have
general respongibility to direct the sale or disposition of the manufacturer's
prescription drug; (2) is registered as a wholesale distributor under the
pharmacy act of the state of Kansas; and (3) to be considered part of the
normal distribution channel, must be an anthorized distributor of record.

{7} (og) "Facsimile transmission” or "fax transmission” means the
transmission of a digital image of a prescription from the prescriber or the
prescriber's agent to the pharmacy. "Facsimile transmission" includes, but
is not limited to, transmission of a written prescription between the
prescriber’s fax machine and the pharmacy's fax machine; transmission of
an electronically prepared prescription from the prescriber's electronic
prescription application to the pharmacy's fax machine, computer or
printer; or transmission of an electronically prepared prescription from the
prescriber's fax machine to the pharmacy's fax machine, computer or
printer.

faay (bh) "Generic name" means the established chemical name or
official name of a drug or drug product.

by fec) (1) "Institutional drug room” means any location where
prescription-only drugs are stored and from which prescription-only drugs
are administered or dispensed and which is maintained or operated for the
purpose of providing the drug needs of:

{A) Inmates of a jail or correctional institution or faeility;
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(1) A practitioner or a practitioner's authorized agent incident to such
practitioner's administering or dispensing of a drug in the course of the
practitioner's professional practice;

(2) a practitioner, by a practitioner's authorized agent or under a
practitioner's supervision for the purpose of, or as an incident to, research,
teaching or chemical analysis and not for sale; or

(3) apharmacist or the pharmacist's authorized agent acting under the
direct supervision of the pharmacist for the purpose of, or incident to, the
dispensing of a drug by the pharmacist.

€ee) (7)) "Manufacturer” means a person licensed or approved by the
FDA to engage in the manufacture of drugs and devices.

thhy (7)) "Mid-level practitioner” means a certified nurse-midwife
engaging in the independent practice of midwifery under the independent
practice of midwifery act, an advanced practice registered nurse issued a
license pursuvant to K.5.A. 65-1131, and amendments thereto, who has
authotity fo prescribe drugs pursuant to a written protocol with a
responsible physician under K.S.A. 65-1130, and amendments thereto, or a
physician assistant licensed pursuant to the physician assistant licensure
act who has authority to prescribe drugs pursuant to a written agreement
with a supervising physician under X.S8.A. 65-28a08, and amendments
thereto.

i) (kk) "Normal distribution channel” means a chain of custody for a
prescription-only drug that goes from a manufacturer of the prescription-
only drug, from that manufacturer to that manufacturer's co-licensed
partner, from that manufacturer to that manufacturer's third-party logistics
provider or from that manufacturer to that manufacturer's exclusive
distributor, directly or by drop shipment, to:

(1) A pharmacy to a patient or to other designated persons authorized
by law to dispense or administer such drug to a patient;

(2) a wholesale distributer to a pharmacy to a patient or other
designated persons authorized by law to dispense or administer such drug
10 a patient;

(3) a wholesale distributor to a chain pharmacy warehouse to that
chain pharmacy warehouse's intracompany pharmacy to a patient or other
designated persons authorized by faw to dispense or administer such drug
{o 4 patient; or

(4) a chain pharmacy warehouse to the chain pharmacy warehouse's
intracompany pharmacy to a patient or other designated persons authorized
by law to dispense or administer such drug to a patient,

G () "Person" means individual, corporation, government,
governmental subdivision or agency, partnership, association or any other
legal entity.

ddey (mm)  "Pharmacist” means any natural person licensed under this
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to a prescription-only drug,

&y (1) "Preceptor” means a licensed pharmacist who possesses at
least two years' experience as a pharmacist and who supervises students
obtaining the pharmaceutical experience required by law as a condition to
taking the examination for licensure as a pharmacist.

€3y (w) "Prescriber” means a practitioner or a mid-level practitioner.

¢ty (vw) "Prescription” or "prescription order" means: (1) An order to
be filled by a pharmacist for prescription medication issued and signed by
a prescriber in the authorized course of such prescriber's professional
practice; or (2) an order transmitted to a pharmacist through word of
mouth, note, telephone or other means of communication directed by such
prescriber, regardless of whether the communication is oral, electronic,
facsimile or in printed form.

fow) (ww)  "Prescription medication" means any drug, including label
and container according to context, which is dispensed pursvant to a
prescription order.

&y (xx)  "Prescription-only drug" means any drug whether intended
for use by human or animal, required by federal or state law, including 21
U.S.C. § 353, to be dispensed only pursuant to a written or oral
prescription or order of a practitioner or is restricted to use by practitioners
only.

ww) (vy) 'Probation” means the practice or operation under a
temporary license, registration or permit or a conditional license,
registration or permit of a business or profession for which a license,
registration or permit is granted by the board under the provisions of the
pharmacy act of the state of Kansas requiring certain actions to be
accomplished or cerfain actions not to occur before a regular license,
registration or permit is issued,

e (27} “"Professional incompetency” means:

(1) Ome or more instances involving failure to adhere to the
applicable standard of pharmaceutical care to a degree which constitutes
gross negligence, as determined by the board;

(2) repeated instances involving failure to adhere to the applicable
standard of pharmaceutical care to a degree which constitutes ordinary
negligence, as determined by the board; or

(3) a pattern of pharmacy practice or other behavior which
demonstrates a manifest incapacity or incompetence to practice pharmacy.

&) (ang)  "Readily retrievable" means that records kept by automatic
data processing applications or other electronic or mechanized record-
keeping systems can be separated out from all other records within a
reasonable time not to exceed 48 hours of a request from the board or
other authorized agent or that hard-copy records are kept on which certain
items are asterisked, redlined or in some other manner visually identifiable
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course of such prescriber's professional practice. A prescription issued
solely on the basis of an internet-based questionnaire or consultation
without an appropriate prescriber-patient relationship is not a valid
prescription order.

5 (hhh) "Veterinary medical teaching hospital pharmacy" means
any location where prescription-only drugs are stored as part of an
accredited college of veterinary medicine and from which prescription-
only drugs are distributed for use in treatment of or adininistration to a
nonhuman.

feeey (i) "Wholesale distributor” means any person engaged in
wholesale distribution of prescription drugs or devices in or into the state,
including, but not limited to, manufacturers, repackagers, own-label
distributors, private-label distributors, jobbers, brokers, warechouses,
including manufacturers' and distributors’ warehouses, co-licensees,
exclusive distributors, third party logistics providers, chain pharmacy
warehouses that conduct wholesate distributions, and wholesale drug
warehouses, independent wholesale drug traders and retail pharmacies that
conduct wholesale distributions. Wholesale distributor shall not include
persons engaged in the sale of durable medical equipment to consumers or
patients.

thhy  (jjj)) "Wholesale distribution” means the distribution of
prescription drugs or devices by wholesale distributors to persons other
than consumers or patients, and includes the transfer of prescription drugs
by a pharmacy to another pharmacy if the total number of units of
transferred drugs during a twelve-month period does not exceed 5% of the
total number of all units dispensed by the pharmacy during the
immediately preceding twelve-month period. Wholesale distribution does
not include:

(1) The sale, purchase or trade of a prescription drug or device, an
offer to sell, purchase or trade a prescription drug or device or the
dispensing of a preseription drug or device pursuant to a prescription;

(2) the sale, purchase or trade of a prescription drug or device or an
offer to sell, purchase or trade a prescription drug or device for emergency
medical reasons;

(3) intracompany fransactions, as defined in this section, unless in
violation of own use provisions;

{4) the sale, purchase or trade of a prescription drug or device or an
offer to sell, purchase or trade a prescription drug or device among
hospitals, chain pharmacy warehouses, pharmacies or other health care
entities that are under common control;

(5) the sale, purchase or trade of a prescription drug or device or the
offer to sell, purchase or trade a prescription drug or device by a charitable
organization described in 503(c)(3) of the internal revenue code of 1954 to



Lue ypm Aruiiojuod s UL pafy oq [reys suopduosaid (v (e)
sspuetaambal SUrmol]og o1 (M S0UBPIOIIR UL PA{[IFAL
10 pofy 9q Auo [jeys suondussold |, a[qissiuned oBueyoxs puesq, :9es
[0S SUI] eInJBUSIS JSYIO AU} PUR USHMM SB asuddsip, tajeis [[eys oy
2IMYRUSIS STO ‘SOUI| OM] SIB 2IAT) J] “SOUI] SINEBUSIS OM} 0AB] ABUI SI9PIO
vonduosead uepEIM 1O} SUHOY YUele] “se] Aq popqryold ssa[un HOISSTIISUES)
omonoee Aq Jo opoydojs) ‘(B0 ‘UspuA g AW SISPIO nonduasarg
‘paInoss puw peso[ous oq reys saspuond oy Koeuneynd e je sougpusne
u jou st jstovwnaeyd B uoyM ‘oyzls ST Jo joe Aoeunreyd oy £q pepraosd
astmtonio se jdeoxy “Afuo systoeweyd o) poun] oq [[eys suondrrosard
jo Susuadsip pue Supunoduios oy ‘meyp AQ pepiacid osLIy0
se jdeoxa ‘pue oFreyp ul Jsporuueyd € eq [[BGS 210} Jovuneyd, e
s j0u s1y) u pourgep eoed Joyio 1o doys ‘210)s A1eAd U "LE9T-$9 SMOT[O]

se peal 0) popustie £qaisy s1 ££9T1-¢9 ddng 9107 V'S '€ 998
‘suorrensal
pue Sa[nI SpIEOQ oY) LM QOUBPIOIIE Wl J0ssaooud  suIml Kred
PIE B 0} JO IOINQLUSP 9[esa[oym SuneuISLo FeInjogmuen [rwsLo o
01 s3nup vondusaxd pajjeoal 1o paUINgel ‘padewep Parrdxo Jo osnotRIEM

Koeuneyd ureyd 10 Aorwieyd [1ejelr B WOL JoJSUBI) JO OJES 31} (1)
10 4280 391510 1o} srouonnoeld pasuasi|

0y soeurreyd [rejer Aq s3nip Jo sonnuenb fetmiUIL JO S[ES AN zD
‘soATIeIIas0Ido SIOINGUISTP PZIIOYNE

pue sioimoepnuenr Aq ssidwmies  Srup Jo  UOHNQLISIP A an
‘suoryemaol
pue SO spreoq SY) Y DOUBPIODDE U ‘SI9SSE SSoUsng J0 300ls
J0 aes pue oseyoind € se poysydinooor Joyeym ‘serewreyd Jo Loeunreyd
JTejel Jorpous Yia Jo woxy setowwieyd Jo Advwireyd (el B Jo ssauisug

o1 Jo wed JO (& JO UONERPI[OSUOD JO JBZIou ‘ajsuen ‘o[es au} (o1)
‘guoTyR[NSal pue $O[NI §,pIBOG O YA SOUBPIO0IE
Ul uopmusul  S[qelleyd 1o osnoypsaem  Kovuueyd UrBYo ‘Lorurreyd
Aue ereo ey ‘endsoy B AQ psjonpuod UsyM ‘s3nIp uoyduasard

S[qRES-UOU O5[MIYI0 1o paSewep ‘pandxa Poj[essl JO Ui 3y} {6)
‘"orsnysuRl) JoJ papuajul

siwevodwiod poojq pue poojq Jo apen Jo aseyound ‘afes o (®)
Yuomasife Jurssasord uondunsaid pozZijenuad € 0} juensind

soroeueygd usamioq soorAep Jo s3nap vondunsaid Jo Jojsurn ot ()
‘suonrziueSio 0soU) JO SIPqUIRW
e JRY) SANIIUS 2JBD et JE[IUNS JO s[efdsoy Joylo Wol 1o uoneziuedio
Suseyoand dnoid oy WO osh UMO ) 10F 891A9p 10 FnIp uondrosexd
e Jo uonezieedio Suiseypind dnos3 e Jo Jaquietin € S| Jey) APjus S1ed ey

JepIoms Jopo o [exdsoy v A uomismboe Joyyo 10 eserjoind o) {(9)
fan] Aq
papruad SSLAISUIO JUYXD YY) 03 UOHRZIUESIO oY) JO MRIHIL orduou v

91 LO1T 9l

v-'olmﬂ-tn\or-aaO\o-—mmwm\or—ooc\cv—mmﬁ-m&or-eoO\Ov—'Nm
vﬁv—(v—(v-ﬂv—l*'-(P"'—"-“NNNNNNNNﬂmmmmmmmmmmmﬁ'ﬂ'vﬁ'

— e o ND 0 ON D
—



— —
N0 ISR W

L LD W W W W [N NS B B YU S R b I S B il el el el

HB 2107 17

directions of the prescriber, except that:

(1) Fhat-A pharmacist may provide up to three-month supply of a
prescription drug that is not a controlled substance or psychotherapeutic
druog when a practitioner has written a drug order to be filled with a
smaller supply but included sufficient numbers of refills for a three-month
supply;-and

(2) that-a pharmacist who receives a prescription order for a brand
name drog product may exercise brand exchange with a view toward
achieving a lesser cost to the purchaser unless:

{A) The prescriber, in the case of a prescription signed by the
prescriber and written on a blank form containing two signature lines,
signs the signature line following the statement "dispense as written,"

(B) the prescriber, in the case of a prescription signed by the
prescriber, writes in the prescriber's own handwriting "dispense as written"
on the prescription,

(C) the prescriber, in the case of a prescription other than one in
writing signed by the prescriber, expressly indicates the prescription is to
be dispensed as communicated, or

(D) the federal food and drug administration has determined that a
drug product of the same geperic name is not bicequivalent to the
prescribed brand name prescription medication; and

(3) a pharmacist who received a prescription order for a biological
product may exercise brand exchange with a view toward achieving a
lesser cost to the purchaser unless:

{A) The prescriber, in the case of a prescription signed by a
prescriber and written on a blank form containing two signature lines,
signs the signature line following the statement "dispense as writfen";

(B) the prescriber, in the case of a prescription signed by the
prescriber, writes in the prescriber's own handwriting "dispense as
written” on the prescription;

(C} the prescriber, in the case of a prescription other than the one in
writing signed by the prescriber, expressly indicates the prescription is to
be dispensed as communicated; or

(D} hefederal food-and-drugadpinistration-has-not-determined|the

|_mm not an _

biological product fo-belinterchangeable With\the prescribed bjplogical

product.
(b) A pharmacist who selects an interchangeable biological product
shalll-prior—todispensing an-interchangeable-biological product |inform

the paotient or the patienl's representative that an interchangeable

-—{biological product for |

biological product bwill—bel’ substituted for the biological product
prescribed.

f{¢) Prescription orders shall be recorded in writing by the pharmacist
and the record so made by the pharmacist shall constitute the original
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less expensive drug or interchangeable biological product shall not charge
the purchaser more than the regular and customary retail price for the
dispensed drug or biological product.

Nothing contained in this section shall be construed as preventing a
pharmacist from refusing to fill or refill any prescription if in the
pharmacist's professional judgment and discretion such pharmacist is of
the opinion that it should not be filled or refilled.

(h) Within five business days following the dispensing of a biological
product, the dispensing pharmacist or the phavinacist's designee shall
make an entry of the specific product provided to the patient, including the
name of the product and the manyfacturer. The communication shall be
conveyed by making an entry that is electronically accessible to the
prescriber through:

(1} An inter-operable electronic medical records system;

(2) an electronic prescribing technology;

(3) a pharmacy berefits management system; or

{4) apharmacy record.

(i) Entry into an electronic records system as described in subsection
(h) shall be presumed to provide notice fo the prescriber. Otherwise, the
pharmacist shall communicate the biological product dispensed fo the
prescriber using facsimile, telephone, electronic transmission or other
prevailing means, provided that communication shall noi be required
where:

(1) There is no federal food and drug odministration approved
interchangeable biological product for the product prescribed; or

(2) a refill prescription is not changed from the product dispensed on
the prior filling of the prescription,

() The pharmacist shall maintain a record of the biological product
dispensed for at least five years.

T
(k) The board shall maintain a link on its website to the current listlof E

all biological products that the federal food and drug administration has
determined to be interchangeabie biological products.

Sec. 4. K.S.A. 2016 Supp. 65-1637b is hereby amended fo read as
follows: 653-1637b. (a) The pharmacist shall exercise professional
judgment regarding the accuracy, validity and authenticity of any
prescription order consistent with federal and state laws and rules and
regulations. A pharmacist shall not dispense a prescription drug if the
pharmacist, in the exercise of professional judgment, determines that the
prescription is not a valid prescription order.

(b) The prescriber may anthorize an agent to transmit to the pharmacy
a prescription order orally, by facsimile transmission or by electronic
transmission provided that the first and last names of the transmitting
agent are included in the order.
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prescriber for a single fill as indicated on the prescription order. A
prescription for a schedule I, IV or V controlled substance may authorize
no more than five refills within six months following the date on which the
prescription is issued.

{g) Prescriptions shall only be filled or refilled in accordance with the
following requirements:

(1) Al prescriptions shall be filled in strict conformity with any
directions of the prescriber, except that a pharmacist who receives a
prescription order for a brand name drug product may exercise brand
exchange with a view toward achieving a lesser cost to the purchaser
unless:

(A) The prescriber, in the case of a prescription electronically signed
by the prescriber, includes the statement "dispense as written" on the
prescription;

(B) the prescriber, in the case of a written prescription signed by the
prescriber, writes in the prescriber's own handwriting "dispense as written"
on the prescription;

(C) the prescriber, in the case of a prescription other than one in
writing signed by the preseriber, expressly indicates the prescription is to
be dispensed as communicated; or

(D) the federal food and drug administration has determined that a
drug product of the same generic name is not bioequivalent to the
prescribed brand name prescription medication.

(2) All prescriptions shall be filled in strict conformity with any
directions of the prescriber, except that a pharmacist who receives a
prescription order for a biological product may exercise brand exchange
with a view toward achieving g lesser cost to the purchaser unless:

(A) The prescriber, in the case of a prescription signed by the
prescriber and written on a blank form containing two signature lines,
signs the signature line following the statement "dispense as written”;

{B) the prescriber, in the case of a prescription signed by the
prescriber, writes In the prescriber's own handwriting "dispense as
written" on the prescription;

(C) the prescriber, in the case of a prescription other than one in
writing signed by the prescriber, expressly indicates the prescription is to
be dispensed as communicated; or

(D) lhefedoral food-and drug administration_has-not-determinadlthe

\_mm not mz_

biological product bte-belinterchangeable withlthe prescribed biological

product.

(b) If a prescription order contains a statement that during any
particular time the prescription may be refilled at will, there shall be no
limitation as to the number of times that such prescription may be refilled
except that it may not be refilled after the expiration of the time specified

~~—{biological product for |
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biological product.

(m) Nothing contained in this section shall be construed as preventing
a pharmacist from refusing to fill or refill any prescription if in the
pharmacist’s professional judgment and discretion such pharmacist is of
the opinion that it should not be filled or refilled.

Sec. 5. K.5.A. 2016 Supp. 65-1643 is hereby amended to read as
follows: 65-1643. It shall be unlawful:

(@ 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;
and (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
gualified 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 te requirements,
sanitation and equipment, as the board may from time to time adopt for the
protection of public health and safety.

(¢) 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.
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supervised by a licensed pharmacist;

(B) any person purchasing, receiving or otherwise acquiring any such
controlled substance produces a photo identification showing the date of
birth of the person and signs a log and enters in the log, or allows the seller
to enter in the log, such person's address and the date and time of sale or
allows the seller to enter such information into an electronic logging
gystem pursuant to K.S.A. 2016 Supp. 65-16,102, and amendments
thereto. The log or database required by the board shall be available for
inspection during regular business hours to the board of pharmacy and any
law enforcement officer;

(C) the seller determines that the name entered in the log corresponds
to the name provided on such identification and that the date and time
entered are correct; and

(D) the seller enters in the log the name of the controlted substance
and the quantity sold; or

(2) there is a lawful prescription.

(k) For any pharmacy to allow customers to have direct access to any
controlled substance designated in-subseetton{fey-er-tD-of K.S.A. 65-4113,
and amendments thereto. Such controlled substance shall be placed behind
the counter or stored in a locked cabinet that is located in an area of the
pharmacy to which customers do not have direct access,

(1) A seller who in good faith releases information in a log pursuant to
subsection (j) to any law enforcement officer is immune from civil liability
for such release unless the release conmstitutes gross negligence or
intentional, wanton or willful misconduct.

(m) For any person to sell or lease or offer for sale or lease durable
medical equipment without first obtaining a registration from the board, in
accordance with rules and regulations adopted by the board, except that
this subsection shall not apply to:

(1) Sales not made in the regular course of the person's business; or

(2) sales by charitable organizations exempt from federal income
taxation pursuant to the internal revenue code of 1986, as amended.

Sec. 6. K.S.A. 65-1660 is hereby amended fo read as follows: 63-
1660. (a) Except as otherwise provided in this section, the provisions of
the pharmacy act of the state of Kansas shall not apply to dialysates,
devices or drugs which are designated by the board for the purposes of this
section relating to treatment of a person with chronic kidney failure
receiving dialysis and which are prescribed or ordered by a physician or a
mid-level practitioner for administration or delivery to a person with
chronic kidney failure if:

(1) The wholesale distributor is registered with the board and
lawfully holds the drug or device; and

(2) the wholesale distributor: (A) Delivers the drug or device to: (i) A
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shall, in addition to other requirements of applicable laws, apply for and
obtain approval of the investigation from the board of healing arts,

(7) The treatment of obesity with controlled substances, as may be
defined by rules and regulations adopted by the board of healing arts.

(8) The treatment of binge eating disorder.

(%) The treatment of any other disorder or disease for which such
drugs or compounds have been found to be safe and effective by
competent scientific research which findings have been generally accepted
by the scientific community, in which case, the licensee before prescribing,
ordering, dispensing, administering, selling, supplying or giving the drug
or compound for a particular condition, ot the licensee before authorizing
a mid-level practitioner to prescribe the drug or compound for a particular
condition, shall obtain a determination from the board of healing arts that
the drug or compound can be used for that particular condition,

Sec. 8. K.S.A. 2016 Supp, 65-4202 is hereby amended to read as
follows: 65-4202. As used in this act; {a) "Board" means the state board of
nursing,

(b) The ‘“practice of mental health technology" means the
performance, under the direction of a physician licensed to practice
medicine and surgery or registered professional nurse, of services in caring
for and treatment of the mentally ill, emotionally disturbed, or people with
intellectual disability for compensation or personal profit, which services:

(1) Involve responsible nursing and therapeutic procedures for
patients with mental illness or intellectual disability requiring interpersonal
and technical skills i the observations and recognition of symptoms and
reactions of such patients, the accurate recording of such symptoms and
reactions and the carrying out of treatments and medications as prescribed
by a licensed physician or a mid-level practitioner as defined in-subseetion
@iref K.8. A, 65-1626, and amendments thereto;-and

(2) require an application of techniques and procedures that involve
understanding of cause and effect and the safeguarding of life and health
of the patient and others; and

(3) require the performance of dufies that are necessary 1o facilitate
rchabilitation of the patient or are necessary in the physical, therapeutic
and psychiatric care of the patient and require close work with persons
licensed to practice medicine and surgery, psychiatrists, psychologists,
rehabilitation therapists, social workers, registered nurses, and other
professional personnel.

() A "licensed mental health technician" means a person who
lawfully practices mental health technology as defined in this act.

(d) An Mapproved course in mental health technology” means a
program of training and study including a basic curriculum which shall be
prescribed and approved by the board in accordance with the standards
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(4) a regulated chemical retailer who only sells or distributes
regulated chemicals that are nonprescription, over-the-counter medicines
with less than three grams of base ingredient in the package in the
following manner:

(A) Blister packs of not more than two dosage units per blister;

(B) liquid cold or cough medicines;

{C) liquid cold or cough gel capsules; and

(D) nasal drops or sprays.

Sec. 10. K.S.A. 65-669, 65-1660 and 65-7007 and K.8.A. 2016 Supp.
65-1626, 65-1637, 65-1637b, 65-1643, 65-2837a and 65-4202 are hereby
repealed.

Sec. 11. This act shall take effect and be in force from and after its
publication in the statute book.



