HOUSE BILL No. 6323
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HOUSE BILL No. 6323

August 9, 2006, Introduced by Rep. Newell and referred to the Committee on Health Policy.

A Dbill to amend 1978 PA 368, entitled
"Public health code,"
by amendi ng sections 7405, 17703, 17708, 17709, 17745, 17751, and
17763 (MCL 333. 7405, 333.17703, 333.17708, 333.17709, 333.17745,
333.17751, and 333.17763), section 7405 as anended by 2004 PA 536,
section 17703 as anended by 1992 PA 281, sections 17708, 17751, and
17763 as anended by 2005 PA 85, and section 17745 as anmended by
1997 PA 186, and by addi ng section 17754.

THE PECPLE OF THE STATE OF M CHI GAN ENACT

Sec. 7405. (1) A person:

(a) Wio is licensed by the adm nistrator under this article
shall not distribute, prescribe, or dispense a controlled substance

in violation of section 7333.
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(b) Wio is a licensee shall not manufacture a controll ed
substance not authorized by his or her license or distribute,
prescribe, or dispense a controlled substance not authorized by his
or her license to another |icensee or other authorized person,
except as authorized by rules promul gated by the adm nistrator.

(c) Shall not refuse an entry into any prem ses for an
i nspection authorized by this article.

(d) Shall not knowi ngly keep or maintain a store, shop,
war ehouse, dwelling, building, vehicle, boat, aircraft, or other
structure or place, that is frequented by persons using controlled
substances in violation of this article for the purpose of using
control |l ed substances, or that is used for keeping or selling
control |l ed substances in violation of this article.

(e) Wio is a practitioner shall not dispense a prescription
for a controlled substance witten and signed or transmtted by
FACSI M LE, ELECTRONI C TRANSM SSI ON, OR OTHER MEANS OF COVMUNI CATI ON
BY a physician prescriber licensed to practice in a state other
than M chi gan, unless the prescription is issued by a physician
prescriber who resides adjacent to the |and border between this
state and an adjoining state or resides in Illinois or Mnnesota
and who is authorized under the laws of that state to practice
nmedi ci ne or osteopathic nmedicine and surgery and to prescribe
control |l ed substances and whose practice may extend into this
state, but who does not maintain an office or designate a place to
neet patients or receive calls in this state.

(2) A person who viol ates subsection (1) is subject to the

penal ti es prescribed in section 7406.
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Sec. 17703. (1) "Device" means an instrunent, apparatus, or
contrivance, including its conmponents, parts, and accessori es,

i ntended for use in the diagnosis, cure, mtigation, treatnent, or
preventi on of disease in human beings or other aninmals, or to
affect the structure or function of the body of human bei ngs or

ot her ani mal s.

(2) "Dispense"” neans to issue 1 or nore doses of a drug for
subsequent administration to, or use by, a patient.

(3) "Dispensing prescriber” nmeans a prescriber, other than a
veterinari an, who di spenses prescription drugs.

(4) "Drug" means any of the foll ow ng:

(a) A substance recogni zed or for which the standards or
specifications are prescribed in the official conpendi um

(b) A substance intended for use in the diagnosis, cure,
mtigation, treatnent, or prevention of disease in human beings or
ot her ani mal s.

(c) A substance, other than food, intended to affect the
structure or a function of the body of human bei ngs or other
ani mal s.

(d) A substance intended for use as a conponent of a substance
specified in subdivision (a), (b), or (c), but not including a
device or its conponents, parts, or accessories.

(5) "ELECTRONI C SI GNATURE" MEANS AN ELECTRONI C SOUND, SYMBOL
OR PROCESS ATTACHED TO OR LOG CALLY ASSOCI ATED W TH A RECORD AND
EXECUTED OR ADOPTED BY A PERSON W TH THE | NTENT TO SI GN THE RECORD

Sec. 17708. (1) "Preceptor" neans a pharnaci st approved by the

board to direct the training of an intern in an approved pharnmacy.
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(2) "Prescriber"” nmeans a licensed dentist, a licensed doctor
of nmedicine, a |licensed doctor of osteopathic nmedicine and surgery,
a licensed doctor of podiatric medicine and surgery, a licensed
optonetrist certified under part 174 to adm nister and prescribe
t her apeuti ¢ pharnmaceuti cal agents, a licensed veterinarian, or
anot her licensed health professional acting under the del egation
and using, recording, or otherw se indicating the nane of the
del egating licensed doctor of nedicine or |icensed doctor of
ost eopat hi ¢ nedi ci ne and surgery.

(3) "Prescription"” neans an order for a drug or device witten
and signed or transmtted by FACSIM LE, ELECTRONI C TRANSM SSI ON, OR
ot her nmeans of conmunication by a prescriber to be filled,
conmpounded, or dispensed. Prescribing is limted to a prescriber
An order transmtted in other than witten formshall be recorded,
PRI NTED, or witten and i medi ately dated by the pharnmaci st, and
that record constitutes the original prescription. In a health
facility or agency licensed under article 17 or other nedical
institution, an order for a drug or device in the patient's chart
constitutes for the purposes of this definition the origina
prescription. Subject to section 17751(2), prescription includes,
but is not limted to, an order for a drug, not including a
control |l ed substance as defined in section 7104 except under
ci rcunst ances described in section 17763(e), witten and signed or
transmtted by FACSIM LE, ELECTRONI C TRANSM SSI ON, OR ot her neans
of conmuni cation by a physician prescriber licensed to practice in
a state other than M chi gan.

(4) "Prescription drug" nmeans 1 or nore of the follow ng:
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(a) A drug dispensed pursuant to a prescription

(b) A drug bearing the federal |egend "CAUTION: federal |aw
prohi bits di spensing w thout prescription".

(c) A drug designated by the board as a drug that nmay only be
di spensed pursuant to a prescription.

Sec. 17709. (1) "SIGN' MEANS TO AFFI X ONE' S SI GNATURE MANUALLY
TO A DOCUVENT OR TO USE AN ELECTRONI C SI GNATURE

(2) 81— "Substitute" neans to dispense, w thout the
prescriber's authorization, a different drug in place of the drug
prescri bed.

(3) (22— "Wholesale distributor" nmeans a person, other than a
manuf acturer, who supplies, distributes, sells, offers for sale,
barters, or otherw se disposes of, to other persons for resale,
conmpoundi ng, or dispensing, a drug or device sal able on
prescription only that the distributor has not prepared, produced,
derived, propagated, conmpounded, processed, packaged, or
repackaged, or otherw se changed the container or the | abeling
t her eof .

Sec. 17745. (1) Except as otherwi se provided in this
subsection, a prescriber who wi shes to di spense prescription drugs
shall obtain fromthe board a drug control |icense for each
| ocation in which the storage and di spensing of prescription drugs
occur. A drug control license is not necessary if the dispensing
occurs in the emergency departnent, emergency room or trauna
center of a hospital licensed under article 17 or if the dispensing
i nvolves only the issuance of conplinmentary starter dose drugs.

(2) A dispensing prescriber shall dispense prescription drugs
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only to his or her own patients.

(3) A dispensing prescriber shall include in a patient's chart
or clinical record a conplete record, including prescription drug
nanmes, dosages, and quantities, of all prescription drugs dispensed
directly by the dispensing prescriber or indirectly under his or
her del egatory authority. If prescription drugs are dispensed under
the prescriber's delegatory authority, the del egatee who di spenses
the prescription drugs shall initial the patient's chart, clinical
record, or |log of prescription drugs dispensed. In a patient's
chart or clinical record, a dispensing prescriber shall distinguish
bet ween prescription drugs dispensed to the patient and
prescription drugs prescribed for the patient. A dispensing
prescriber shall retain information required under this subsection
for not less than 5 years after the information is entered in the
patient's chart or clinical record.

(4) A dispensing prescriber shall store prescription drugs
under conditions that will maintain their stability, integrity, and
effectiveness and will assure that the prescription drugs are free
of contam nation, deterioration, and adulteration.

(5) A dispensing prescriber shall store prescription drugs in
a substantially constructed, securely |ockable cabinet. Access to
t he cabinet shall be limted to individuals authorized to dispense
prescription drugs in conpliance with this part and article 7.

(6) Unless otherw se requested by a patient, a dispensing
prescriber shall dispense a prescription drug in a safety closure
contai ner that conplies with the poison prevention packagi ng act of

1970, Public Law 91-601, 84 Stat. 1670.
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(7) A dispensing prescriber shall dispense a drug in a
contai ner that bears a | abel containing all of the follow ng
i nformati on:

(a) The name and address of the location fromwhich the
prescription drug is dispensed.

(b) The patient's name and record nunber.

(c) The date the prescription drug was di spensed.

(d) The prescriber's nane.

(e) The directions for use.

(f) The nane and strength of the prescription drug.

(g) The quantity di spensed.

(h) The expiration date of the prescription drug or the
stat ement required under section 17756.

(8) A dispensing prescriber who di spenses a conplinentary
starter dose drug to a patient shall give the patient at |east al
of the followi ng information, either by dispensing the
conplinmentary starter dose drug to the patient in a container that
bears a | abel containing the information or by giving the patient a
witten docunent which may include, but is not limted to, a
preprinted insert that cones with the conplinmentary starter dose
drug, that contains the information:

(a) The name and strength of the conplinentary starter dose
dr ug.

(b) Directions for the patient's use of the conplinentary
starter dose drug.

(c) The expiration date of the conplinentary starter dose drug

or the statenent required under section 17756.
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(9) The information required under subsection (8) is in
addition to, and does not supersede or nodify, other state or
federal |aw regulating the |labeling of prescription drugs.

(10) In addition to neeting the requirenents of this part, a
di spensi ng prescriber who di spenses controll ed substances shal
conply with section 7303a.

(11) The board may periodically inspect |ocations fromwhich
prescription drugs are di spensed.

(12) The act, task, or function of dispensing prescription

drugs shall be del egated only as provided in section 16215 and this

part.
(13) A supervising physician nmay delegate in witing to a

pharmaci st practicing in a hospital pharmacy within a hospital

Iicensed under article 17 the receipt of conplinmentary starter dose

drugs other than controll ed substances as defined by article 7 or
federal |law. Wen the del egated receipt of conplinmentary starter

dose drugs occurs, both the pharmacist's nane and the supervising

physi ci an's name shall be used, recorded, or otherwi se indicated in

connection with each receipt. A pharnmacist described in this
subsection nmay di spense a prescription for conplinmentary starter
dose drugs witten or transmtted by FACSIM LE, ELECTRONI C
TRANSM SSI ON, OR ot her nmeans of communication by a prescriber.
(14) As used in this section, "conplinmentary starter dose"
means a prescription drug packaged, dispensed, and distributed in
accordance with state and federal law that is provided to a
di spensi ng prescriber free of charge by a manufacturer or

di stributor and di spensed free of charge by the di spensing
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prescriber to his or her patients.

Sec. 17751. (1) A pharmacist shall not dispense a drug
requiring a prescription under the federal act or a law of this
state except under authority of an original prescription or an
equi val ent record of an original prescription approved by the
boar d.

(2) A pharmaci st may di spense a prescription witten and
signed or transmtted by FACSIM LE, ELECTRONI C TRANSM SSI ON, OR
ot her nmeans of conmuni cation by a physician prescriber in a state
ot her than M chi gan, but not including a prescription for a
control |l ed substance as defined in section 7104 except under
ci rcunst ances described in section 17763(e), only if the pharnaci st
in the exercise of his or her professional judgnent determ nes al
of the foll ow ng:

(a) That the prescription was issued pursuant to an exi sting
physi ci an-pati ent rel ationship.

(b) That the prescription is authentic.

(c) That the prescribed drug is appropriate and necessary for
the treatnent of an acute, chronic, or recurrent condition.

(3) A pharmaci st or a prescriber shall dispense a prescription
only if the prescription falls within the scope of practice of the
prescri ber.

(4) A pharmaci st shall not know ngly dispense a prescription
after the death of the prescriber or patient.

SEC. 17754. (1) EXCEPT AS OTHERW SE PROVI DED UNDER ARTI CLE 7
AND THE FEDERAL ACT, A PRESCRI PTI ON MAY, UPON THE REQUEST OF THE
PATI ENT, BE TRANSM TTED ELECTRONI CALLY AS LONG AS THE PRESCRI PTI ON
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I'S TRANSM TTED DI RECTLY TO A PHARVACY OF THE PATIENT' S CHO CE BY A
PRESCRI BER OR THE PRESCRI BER S AUTHORI ZED AGENT AND THE DATA ARE
NOT ALTERED, MODI FI ED, OR EXTRACTED I N THE TRANSM SSI ON PROCESS.
THE ELECTRONI CALLY TRANSM TTED PRESCRI PTI ON SHALL | NCLUDE ALL OF
THE FOLLOW NG | NFORNMATI ON:

(A) THE NAME, ADDRESS, AND TELEPHONE NUMBER OF THE PRESCRI BER.

(B) THE FULL NAME OF THE PATI ENT FOR WHOM THE PRESCRI PTION | S
| SSUED.

(©) AN ELECTRONI C SI GNATURE OR OTHER | DENTI FI ER WHI CH
SPECI FI CALLY | DENTI FI ES, AUTHENTI CATES, AND SECURES THE ELECTRON C
TRANSM SSI ON OF THE PRESCRI PTI ON.

(D) THE TI ME AND DATE OF THE TRANSM SSI ON.

(E) THE NAME COF THE PHARVACY | NTENDED TO RECEI VE THE
TRANSM SSI ON.

(F) ANY OTHER | NFORMVATI ON REQUI RED BY THE FEDERAL ACT OR STATE
LAW

(2) THE ELECTRONI C EQUI PMENT OR SYSTEM UTI LI ZED I N THE
TRANSM SSI ON AND COVMUNI CATI ON OF PRESCRI PTI ONS SHALL PROVI DE
ADEQUATE CONFI DENTI ALI TY SAFEGUARDS AND BE NMAI NTAI NED TO PROTECT
PATI ENT CONFI DENTI ALI TY AS REQUI RED UNDER ANY APPL| CABLE FEDERAL
AND STATE LAW AND TO ENSURE AGAI NST UNAUTHORI ZED ACCESS. THE
ELECTRONI C TRANSM SSI ON OF A PRESCRI PTI ON SHALL BE COMMUNI CATED I N
A RETRI EVABLE, RECOGNI ZABLE FORM ACCEPTABLE TO THE | NTENDED
RECI PI ENT. THE ELECTRONI C FORM UTI LI ZED I N THE TRANSM SSI ON OF A
PRESCRI PTI ON SHALL NOT | NCLUDE " DI SPENSE AS WRI TTEN' OR "D. A W" AS
THE DEFAULT SETTING | F THE PRESCRI BER DOES NOT WANT A LOWER COCST
GENERI CALLY EQUI VALENT DRUG PRODUCT DI SPENSED, THE PRESCRI BER SHALL
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I NCLUDE THE TYPEWRI TTEN PHRASE " DI SPENSE AS WRI TTEN' OR "D. A W" IN
THE ELECTRONI CALLY TRANSM TTED PRESCRI PTI ON

(3) PRIOR TO DI SPENSI NG A PRESCRI PTI ON THAT IS ELECTRONI CALLY
TRANSM TTED, THE PHARMACI ST SHALL EXERCI SE PROFESSI ONAL JUDGVENT
REGARDI NG THE ACCURACY, VALIDI TY, AND AUTHENTI CI TY OF THE
TRANSM TTED PRESCRI PTI ON.

(4) AN ELECTRONI CALLY TRANSM TTED PRESCRI PTI ON THAT MEETS THE
REQUI REMENTS OF THIS SECTION IS THE ORI G NAL PRESCRI PTI ON

Sec. 17763. In addition to the grounds set forth in part 161
the disciplinary subconmrittee may fine, reprimand, or place a
pharmaci st |icensee on probation, or deny, linmt, suspend, or
revoke the |license of a pharmacist or order restitution or
community service for a violation or abetting in a violation of
this part or rules pronul gated under this part, or for 1 or nore of
the foll ow ng grounds:

(a) Permtting the dispensing of prescriptions by an
i ndi vi dual who is not a pharmacist, pharnmacist intern, or
di spensi ng prescri ber.

(b) Permtting the dispensing of prescriptions by a pharnaci st
intern, except in the presence and under the personal charge of a
phar maci st .

(c) Selling at auction drugs in bulk or in open packages
unl ess the sal e has been approved in accordance with rules of the
boar d.

(d) Pronoting a prescription drug to the public in any manner.

(e) In addition to the prohibition contained in section

7405(1)(e), dispensing a prescription for a controlled substance as
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defined in section 7104 that is witten and signed or transmtted
by FACSIM LE, ELECTRONI C TRANSM SSI ON, OR OTHER MEANS OF

COVMUNI CATI ON BY a physician prescriber in a state other than

M chi gan, unless the prescription is issued by a physician
prescriber who resides adjacent to the | and border between this
state and an adjoining state or resides in Illinois or Mnnesota
and who is authorized under the laws of that state to practice
nmedi ci ne or osteopathic nmedicine and surgery and to prescribe
control |l ed substances and whose practice nmay extend into this
state, but who does not nmintain an office or designate a place to

neet patients or receive calls in this state.
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