AN ACT
RELATI NG TO DRUGS; AMENDI NG SECTI ONS OF THE NMSA 1978 TO
BRI NG NEW MEXI CO LAWS PROVI DI NG FOR LABELI NG OF
PHARVACEUTI CALS | NTO COMPLI ANCE W TH THE FEDERAL FOOD, DRUG

AND CCSMETI CS ACT.

BE I T ENACTED BY THE LEQ SLATURE OF THE STATE OF NEW MEXI CO
Section 1. Section 26-1-2 NMSA 1978 (being Laws 1967,
Chapter 23, Section 2, as anended by Laws 1997, Chapter 240,
Section 1 and by Laws 1997, Chapter 244, Section 1 and al so
by Laws 1997, Chapter 253, Section 2) is anmended to read:
"26-1-2. DEFINITIONS.--As used in the New Mexico Drug,
Devi ce and Cosnetic Act:
A.  "board" neans the board of pharmacy or its
duly authorized agent;
B. "person" includes individual, partnershinp,
corporation, association, institution or establishnent;
C. "biological product” neans any virus,
t herapeutic serum toxin, antitoxin or anal ogous product
applicable to the prevention, treatnment or cure of diseases
or injuries of man and donestic animals and, as used within
the neaning of this definition:
(1) a "virus" is interpreted to be a product
containing the mnute living cause of an infectious di sease

and includes filterable viruses, bacteria, rickettsia, fungi
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and protozoa,;

(2) a "therapeutic serunf is a product
obt ai ned from bl ood by renoving the clot or clot conponents
and the bl ood cell s;

(3) a "toxin" is a product containing a
sol ubl e substance poi sonous to |aboratory animals or man in
doses of one mlliliter or less of the product and having the
property, followi ng the injection of nonfatal doses into an
animal, or causing to be produced therein another sol uble
substance that specifically neutralizes the poi sonous
substance and that is denonstrable in the serumof the anim
t hus i muni zed; and

(4) an "antitoxin" is a product containing
t he sol ubl e substance in serumor other body fluid of an
i mmuni zed ani mal that specifically neutralizes the toxin
agai nst which the animal is immne;

D. "controlled substance" nmeans any drug,
substance or i mmedi ate precursor enunerated in Schedul es |
through V of the Controll ed Substances Act;

E. "drug" neans:

(1) articles recognized in an official
conmpendi um

(2) articles intended for use in the
di agnosi s, cure, mtigation, treatnment or prevention of

di sease in man or other aninals and includes the donestic
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ani mal bi ol ogi cal products regul ated under the federal Virus-
Serum Toxin Act, 37 Stat 832-833, 21 U.S.C. 151-158 and the
bi ol ogi cal products applicable to nman regul ated under Federal
58 Stat 690, as anended, 42 U S.C. 216, Section 351, 58 Stat
702, as anended, and 42 U.S.C. 262;

(3) articles other than food that affect the
structure or any function of the body of man or other
animal s; and

(4) articles intended for use as a conponent
of Paragraph (1), (2) or (3) of this subsection, but does not
i ncl ude devices or their conponent parts or accessories;

F. "dangerous drug" nmeans a drug, other than a
control | ed substance enunerated in Schedule | of the
Controll ed Substances Act, that because of a potentiality for
harnful effect or the nmethod of its use or the collatera
measures necessary to its use is not safe except under the
supervision of a practitioner licensed by lawto direct the
use of such drug and hence for which adequate directions for
use cannot be prepared. "Adequate directions for use" means
di recti ons under which the |ayman can use a drug or device
safely and for the purposes for which it is intended. A drug
shall be dispensed only upon the prescription of a
practitioner licensed by law to admi nister or prescribe such
drug if it:

(1) is a habit-form ng drug and contains any
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gquantity of a narcotic or hypnotic substance or a chem cal
derivative of such substance that has been found under the
federal act and the board to be habit form ng;

(2) because of its toxicity or other
potential for harnful effect or the nethod of its use or the
col | ateral neasures necessary to its use is not safe for use
except under the supervision of a practitioner |icensed by
| aw t o admi nister or prescribe the drug;

(3) is limted by an approved application by
Section 505 of the federal act to the use under the
prof essi onal supervision of a practitioner licensed by lawto
adm ni ster or prescribe the drug;

(4) bears the legend: "Caution: federa
| aw prohibits di spensing w thout prescription.”;

(5) bears the legend: "Caution: federa
law restricts this drug to use by or on the order of a
| i censed veterinarian."; or

(6) bears the legend "RX only";

G "counterfeit drug" neans a drug other than a
controll ed substance that, or the container or |abeling of
whi ch, w thout authorization, bears the trademark, trade nane
or other identifying mark, inmprint or device or any |ikeness
of a drug manufacturer, processor, packer or distributor
ot her than the person who manufactured, processed, packed or

distributed the drug and that falsely purports or is
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represented to be the product of or to have been packed or
di stributed by such other drug manufacturer, processor,
packer or distributor;
H  "device", except when used in Subsection P of

this section and in Subsection G of Section 26-1-3,
Subsection L and Paragraph (4) of Subsection A of Section 26-
1-11 and Subsection C of Section 26-1-24 NMSA 1978, neans an
i nstrument, apparatus, inplenent, nmachine, contrivance,
inplant, in vitro reagent or other simlar or related
article, including any conponent, part or accessory, that is:

(1) recognized in an official conmpendi um

(2) intended for use in the diagnosis of
di sease or other conditions or in the cure, mtigation,
treatment or prevention of disease in man or other aninmals;
or

(3) intended to affect the structure or a
function of the body of man or other aninmals and that does
not achieve any of its principal intended purposes through
chem cal action within or on the body of man or other aninmals
and that is not dependent on being netabolized for
achi evenent of any of its principal intended purposes;

I. "prescription" means an order given

individually for the person for whom prescribed, either
directly fromthe prescriber to the pharmacist or indirectly

by nmeans of a witten order signed by the prescriber, and
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bearing the nane and address of the prescriber, his |icense
classification, the name and address of the patient, the nane
and quantity of the drug prescribed, directions for use and
the date of issue. No person other than a practitioner shal
prescribe or wite a prescription;

J. "practitioner" neans a physician, doctor of
oriental nedicine, dentist, veterinarian, certified nurse
practitioner, clinical nurse specialist, pharmaci st
clinician, certified nurse-mdw fe or other person |icensed
or certified to prescribe and adm ni ster drugs that are
subject to the New Mexico Drug, Device and Cosnetic Act;

K. "cosnetic" means:

(1) articles intended to be rubbed, poured,
sprinkled or sprayed on, introduced into or otherw se applied
to the human body or any part thereof for cleansing,
beautifying, pronoting attractiveness or altering the
appear ance; and

(2) articles intended for use as a conponent
of any articles enunerated in Paragraph (1) of this
subsection, except that the termshall not include soap;

L. "official conpendium neans the official
Uni ted States pharnacopoeia national formulary or the
of fici al honmeopat hi c pharmacopoeia of the United States or
any supplement to either of them

M "label" neans a display of witten, printed or
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graphic matter upon the imredi ate container of an article. A
requi rement made by or under the authority of the New Mexico
Drug, Device and Cosnetic Act that any word, statenent or
other information appear on the | abel shall not be considered
to be conplied with unless the word, statement or other
i nformation al so appears on the outside container or wapper,
if any, of the retail package of the article or is easily
| egi bl e through the outside container or w apper;

N. "inmredi ate container” does not include package
i ners;

O "labeling" neans all |abels and other witten
printed or graphic matter:

(1) on an article or its containers or
wWr appers; or
(2) acconpanying an article;

P. "m sbranded" neans a | abel to an article that
is msleading. In determ ning whether the | abel is
m sl eadi ng, there shall be taken into account, anong ot her
things, not only representations nade or suggested by
statenent, word, design, device or any conbination of the
foregoing, but also the extent to which the label fails to
reveal facts material in the light of such representations or
material with respect to consequences that may result from
the use of the article to which the |abel relates under the

conditions of use prescribed in the | abel or under such
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conditions of use as are customary or usual;
Q "advertisement"” means all representations
di ssem nated in any manner or by any neans, other than by
| abeling, for the purpose of inducing, or that are likely to
i nduce, directly or indirectly, the purchase of drugs,
devi ces or cosnetics;
R "antiseptic", when used in the | abeling or
adverti senent of an antiseptic, shall be considered to be a
representation that it is a germcide, except in the case of
a drug purporting to be or represented as an antiseptic for
inhibitory use as a wet dressing, ointnent, dusting powder or
such ot her use as involves prolonged contact with the body;
S.  "new drug" neans any drug:

(1) the conposition of which is such that
the drug is not generally recogni zed, anbong experts qualified
by scientific training and experience to evaluate the safety
and efficacy of drugs, as safe and effective for use under
the conditions prescribed, reconended or suggested in the
| abel i ng thereof; or

(2) the conposition of which is such that
the drug, as a result of investigation to determne its
safety and efficacy for use under such conditions, has becone
so recogni zed, but that has not, otherw se than in such
i nvestigations, been used to a material extent or for a

material tinme under such conditions;
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T. "contaminated with filth" applies to a drug,
device or cosnetic not securely protected fromdirt, dust
and, as far as may be necessary by all reasonabl e neans, from
all foreign or injurious contam nations, or a drug, device or
cosnetic found to contain dirt, dust, foreign or injurious
contanm nation or infestation

U "selling of drugs, devices or cosnetics" shall
be considered to include the manufacture, production,
processi ng, packing, exposure, offer, possession and hol di ng
of any such article for sale and the sale and the supplying
or applying of any such article in the conduct of a drug or
cosnetic establishment;

V. "color additive" means a material that:

(1) is a dye, pignment or other substance
made by a process of synthesis or simlar artifice or
extracted, isolated or otherw se derived, with or w thout
intermediate or final change of identity, froma vegetable,
m neral, animal or other source; or

(2) when added or applied to a drug or
cosnetic or to the human body or a part thereof, is capable,
al one or through reaction with other substances, of inparting
col or thereto; except that such term does not include any
mat erial that has been or hereafter is exenpted under the
f ederal act;

W "federal act" neans the Federal Food, Drug and
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Cosnetic Act;

X. "restricted device" neans a device for which
the sale, distribution or use is |lawful only upon the witten
or oral authorization of a practitioner licensed by lawto
adm ni ster, prescribe or use the device and for which the
federal food and drug adm nistration requires special
training or skills of the practitioner to use or prescribe.
This definition does not include custom devices defined in
the federal act and exenpt from performance standards or
premar ket approval requirenments under Section 520(b) of the
federal act; and

Y. "prescription device" nmeans a device that,
because of its potential for harm the nmethod of its use or
the coll ateral neasures necessary to its use, is not safe
except under the supervision of a practitioner licensed in
this state to direct the use of such device and for which

"adequate directions for use" cannot be prepared, but that

bears the label: "Caution: federal law restricts this
device to sale by or on the order of a__ ", the blank
to be filled with the word "physician", "doctor of orienta
medi ci ne", "dentist", "veterinarian", "certified nurse
practitioner", "clinical nurse specialist”, "pharmaci st
clinician", "certified nurse-mdw fe" or with the descriptive

desi gnation of any other practitioner licensed in this state

to use or order the use of the device." HB 504
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Section 2. Section 26-1-11 NWVSA 1978 (being Laws 1967,
Chapter 23, Section 11, as anmended) is anended to read:
"26-1-11. DRUG OR DEVI CE- - M SBRANDI NG. - -
A. A drug or device shall be deenmed to be
m sbranded:

(1) if its labeling is false or m sl eading
in any particul ar;

(2) if in package form unless it bears a
| abel containing the nanme and place of the business of the
manuf act urer, packer or distributor and an accurate statenent
of the quantity of the contents in ternms of weight, neasure
or nunerical count; provided that reasonable variations shall
be permtted and exenptions as to small packages shall be
all owed in accordance with regul ati ons prescribed by the
board or issued under the federal act;

(3) if it is a drug subject to the
restrictions on sale contained in Subparagraph 1 of
Subsection (b) of 21 U S.C. Section 353, which provisions
descri be those substances commonly referred to as "l egend
drugs", and if the drug is in package form unless it bears a
| abel on its inmediate container, and on any outer container
if such there be, including the nane and pl ace of the
busi ness of the manufacturer of the finished dosage form and
the nanme and pl ace of business of the packer or distributor

and an accurate statenent of the quantity of the contents in
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ternms of weight, neasure or numerical count;

(4) if any word, statenent or other
information required by or under authority of the New Mexico
Drug, Device and Cosnetic Act to appear on the | abel or
| abeling is not promnently placed with such conspi cuousness,
as conpared with other words, statenents, designs or devices
in the labeling, and in such terns as to render it likely to
be read and understood by the ordinary individual under
customary condi tions of purchase and use;

(5) if it is for use by man and contains any
guantity of a narcotic or hypnotic substance or any chem ca
derivative of such substance, which derivative after
i nvestigation has been found to be and desi gnated as habit-
formng by regul ations issued pursuant to Section 502(d) or
511 of the federal act, unless its | abel bears the nane and
gquantity or proportion of such substance or derivative and in
juxtaposition therewith the statement "Wrning--My be habit-
form ng" and neets | abeling requirenents of the federal
Compr ehensi ve Drug Abuse Prevention and Control Act of 1970;
or

(6) if it is a drug, unless the |abel bears,
to the exclusion of any other nonproprietary nane except the
appl i cabl e systemati c chem cal nane or the chem cal formula,
the established nane, as defined in this section, of the

drug, and in case it is fabricated fromtw or nore active
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i ngredients, the established nane and quantity of each active
i ngredient, including the kind and quantity or proportion of
any al cohol and al so including the established nane and
gquantity or proportion of any brom des, ether, chloroform
acetanilid, acetphenetidin, antipyrine, amdropyrine,
atropi ne, hyoscine, hyoscyam ne, arsenic, digitalis,
digitalis glycosides, mercury, ouabain, strophanthin,
strychnine, thyroid or any derivative or preparation of any
such substances contained therein; provided that the
requirenments for stating the quantity of the active
i ngredients, other than the quantity of those specifically
nanmed in this section, shall apply only to prescription
drugs; provided, further, that to the extent that conpliance
with the requirenents of this section is inpracticable,
exenptions shall be all owed under regul ati ons pronul gated by
t he board or under the federal act.
B. As used in this section, the term "established

nanme" with respect to a drug or ingredi ent means:

(1) the applicable official nanme designated
pursuant to Section 508 of the federal act; or

(2) if there is no such nanme and such drug
or such ingredient is an article recognized in an official
compendi um then the official title in such compendiumor if
nei ther applies, then the conmmon or usual nane, if any, of

such drug or of such ingredient; provided that where an
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article is recognized in the United States pharnmcopoei a and
in the honeopat hi ¢ pharmacopoei a under different officia
titles, the official title used in the United States
phar macopoei a shall apply unless it is |abeled and offered
for sale as a honeopat hic drug, in which case the officia
title used in the honeopat hi c pharmacopoei a shall apply.

C. A drug or device shall be deened to be
m sbranded unless its | abeling bears adequate directions for
use and such adequate warni ngs agai nst use in those
pat hol ogi cal conditions or by children where its use may be
dangerous to health or agai nst unsafe dosage or nethods or
duration of administration or application, in such manner and
formas are necessary for the protection of users; provided
t hat where adequate directions for use as applied to any drug
or device are not necessary for the protection of the public
health, the board shall pronul gate regul ati ons exenpting such
drug or device from such requirenents; provided, further,
that articles exenpted under regul ati ons i ssued under Section
502 (f) of the federal act may al so be exenpt.

D. A drug or device shall be deenmed to be
m sbranded if it purports to be a drug the name of which is
recogni zed in an official conpendiumunless it is packed and
| abel ed as prescribed therein; provided that the method of
packi ng may be nodified with the consent of the board.

Whenever a drug is recognized in both the United States HB 504
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phar macopoei a and t he honeopat hi ¢ pharnacopoei a of the United
States, it shall be subject to the requirenents of the United
St at es pharmacopoeia with respect to packagi ng and | abeling
unless it is labeled and offered for sale as a honmeopathic
drug, in which case it shall be subject to the provisions of
t he honeopat hi ¢ pharmacopoeia of the United States and not
those of the United States pharnacopoeia; provided, further
that in the event of inconsistency between the requirenments
of this subsection and those of Paragraph (6) of Subsection A
of this section as to the name by which the drug or its
i ngredi ents shall be designated, the requirenents of
Par agraph (6) of Subsection A of this section shall prevail.
E. A drug or device shall be deenmed to be
m sbranded if it has been found by the board or under the
federal act to be a drug liable to deterioration unless it is
packaged in such formand manner and its |abel bears the
statenment of such precautions as the regul ations issued by
the board or under the federal act require as necessary for
the protection of public health. No regulation shall be
establ i shed for any drug recognized in an official conpendi um
until the board has informed the appropriate body charged
with the revision of such conpendi um of the need for such
packagi ng or |abeling requirenments and such body has fail ed
within a reasonable tine to prescribe such requirenents.

F. A drug or device shall be deenmed to be HB 504
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m sbranded if it is a drug and its container is so made,
formed or filled as to be msleading or if it is an imtation
of another drug or if it is offered for sal e under the nane
of another drug or if it bears a copy, counterfeit or
colorable imtation of a trademark, |abel, contai ner or
i dentifying nanme or design of another drug.

G A drug or device shall be deened to be
m sbranded if it is dangerous to health when used in the
dosage or with the frequency or duration prescribed,
recommended or suggested in the | abeling.

H. A drug or device shall be deenmed to be
m sbranded if it is or purports to be or is represented as a
drug conposed wholly or partly of insulin unless it is froma
batch with respect to which a certificate or rel ease has been
i ssued pursuant to Section 506 of the federal act and such
certificate or release is in effect with respect to such
drug.

I. A drug or device shall be deenmed to be
m sbranded if it is or purports to be or is represented as a
drug conposed wholly or partly of any kind of penicillin,
streptonycin, chlortetracycline, chloranphenicol, bacitracin
or any other antibiotic drug or any derivative thereof unless
it is froma batch with respect to which a certificate or
rel ease has been issued pursuant to Section 507 of the

federal act and such certificate or release is in effect with
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respect to such drug; provided that this subsection shall not
apply to any drug or class of drugs exenpted by regul ations
promul gat ed under Section 507(c) or (d) of the federal act.
For the purpose of this subsection, the term™"antibiotic
drug" nmeans any drug intended for use by man containi ng any
gquantity of any chem cal substance which is produced by a
m cr oor gani sm and whi ch has the capacity to inhibit or
destroy mcroorganisnms in dilute solution, including the
chem cal |y synt hesi zed equi val ent of any such substance.

J. A drug or device shall be deened to be
m sbranded if it is a color additive, the intended use of
which in or on drugs is for the purpose of coloring only,
unl ess its packaging and |labeling are in conformty with such
packagi ng and | abeling requirenents applicable to such col or
addi tive, prescribed under the provisions of Subsection C of
Section 26-1-9 NVSA 1978 or of the federal act.

K. A drug or device shall be deenmed to be
m sbranded, in the case of any dangerous drug distributed or
offered for sale in this state, unless the manufacturer,
packer, distributor or retailer thereof includes in al
adverti senents and other descriptive printed matter issued or
caused to be issued by the manufacturer, packer or
distributor or retailer with respect to that drug a true
statenment of:

(1) the established nane as defined in HB 504
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Par agraph (6) of Subsection A of this section;

(2) the fornmula show ng quantitatively each
i ngredient of the drug to the extent required for | abels
under Section 502(e) of the federal act; and

(3) such other information in brief summary
relating to side effects and contraindications as are
required in regulations issued under the federal act.

L. A drug or device shall be deenmed to be
m sbranded if a trademark, trade nanme or other identifying
mark, inprint or device of another or any |ikeness of the
foregoi ng has been placed thereon or upon its container with
intent to defraud.

M  Drugs and devices which are, in accordance
with the practice of the trade, to be processed, |abeled or
repacked in substantial quantities at establishments ot her
than those where originally packaged in accordance with
requirements of the New Mexico Drug, Device and Cosnetic Act
shall be deenmed to be m sbranded unl ess such drugs or devices
are being delivered, manufactured, processed, | abel ed,
repacked or otherwi se held in conpliance with regul ations
i ssued by the board or under the federal act.

N. A dangerous drug, except for drugs decl ared
dangerous pursuant to Subsection B of Section 26-1-18 NVSA
1978, shall be deened to be misbranded if, at any tine prior

to dispensing, its label fails to bear either of the HB 504
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foll owi ng | egends:
(1) "Caution: federal |aw prohibits
di spensi ng wi thout prescription."; or
(2) "RXonly"."
Section 3. Section 61-11-2 NWVSA 1978 (being Laws 1969,
Chapter 29, Section 2, as anended) is anended to read:
"61-11-2. DEFINITIONS.--As used in the Pharmacy Act:

A, "admnister" means the direct application of a
drug to the body of a patient or research subject by
i njection, inhalation, ingestion or any other neans as a
result of an order of a licensed practitioner;

B. "board" neans the board of pharmacy;

C. "conpoundi ng" means preparing, m xing,
assenbl i ng, packaging or |abeling a drug or device as the
result of a licensed practitioner's prescription or for the
purpose of, or as an incident to, research, teaching or
chem cal analysis and not for sale or dispensing.

" Conpoundi ng" al so includes preparing drugs or devices in
anticipation of a prescription based on routine, regularly
observed prescribing patterns;

D. "confidential information" nmeans information
in the patient's pharmacy records accessed, nmaintained by or
transmtted to the pharmaci st or conmmunicated to the patient
as part of patient counseling and may be released only to the

patient or as the patient directs; or to those licensed
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practitioners and other authorized health care professionals
as defined by regulation of the board when, in the

pharmaci st's professional judgnent, such release is necessary
to protect the patient's health and well-being; or to such

ot her persons authorized by law to receive such information,
regardl ess of whether such information is on paper, preserved
on mcrofilmor stored on el ectronic nedi a;

E. "consulting pharnmacist” neans a pharmaci st
whose services are engaged on a routine basis by a hospital
or other health care facility and who is responsible for the
di stribution, receipt and storage of drugs according to the
state and federal regulations;

F. "custodial care facility" neans a nursing
home, retirenent care, nental care or other facility that
provi des extended health care;

G "dangerous drug" neans a drug that is required
by an applicable federal or state law or rule to be di spensed
pursuant to a prescription or is restricted to use by
licensed practitioners; or that is required by federal lawto
be |l abeled with any of the follow ng statenents prior to
bei ng di spensed or delivered:

(1) "Caution: federal |aw prohibits
di spensi ng w thout prescription.";
(2) "Caution: federal law restricts this

drug to use by or on the order of a licensed veterinarian.";
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or
(3) "RX only";

H. "device" means an instrunent, apparatus,
i npl erent, machi ne, contrivance, inplant or simlar or
related article, including a conponent part or accessory,
that is required by federal law to bear the | abel, "Caution:
federal or state |aw requires dispensing by or on the order
of a physician.";

I. "dispense" nmeans the eval uati on and
i npl emrentation of a prescription, including the preparation
and delivery of a drug or device to a patient or patient's
agent in a suitable container appropriately |abeled for
subsequent admi nistration to or use by a patient;

J. "distribute" neans the delivery of a drug or
devi ce other than by adm nistering or dispensing;

K. "drug" mneans:

(1) an article recognized as a drug in any
of ficial conpendiumor its supplenent that is designated from
time to tinme by the board for use in the diagnhosis, cure,
mtigation, treatnment or prevention of disease in humans or
ot her ani nal s;

(2) an article intended for use in the
di agnosi s, cure, mtigation, treatnment or prevention of
di seases in humans or other aninals;

(3) an article, other than food, that HB 504
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affects the structure or any function of the body of humans
or other aninmals; and

(4) an article intended for use as a
component of an article described in Paragraph (1), (2) or
(3) of this subsection;

L. "drug reginen review' includes an eval uation

of a prescription and patient record for:
(1) known allergies;
(2) rational therapy contraindications;
(3) reasonabl e dose and route of
adm ni stration;
(4) reasonable directions for use;
(5) duplication of therapy;
(6) drug-drug interactions;
(7) adverse drug reactions; and
(8) proper use and optinmumtherapeutic
out cones;

M "electronic transm ssion"” neans transm ssion
of information in electronic formor the transm ssion of the
exact visual image of a document by way of electronic
equi pnent ;

N. "hospital"™ means an institution that is
licensed as a hospital by the departnent of health;

O  "labeling" neans the process of preparing and

affixing a | abel to any drug contai ner exclusive of the HB 504
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| abeling by a manufacturer, packer or distributor of a
nonprescription drug or conmercially packaged prescription
drug or device; and which | abel includes all information
required by federal or state |law or regul ati ons adopted
pursuant to federal or state |aw,

P. "licensed practitioner” nmeans a person engaged
in a profession licensed by any state, territory or
possession of the United States who, within the limts of his
license, may lawfully prescribe, dispense or admnister drugs
for the treatnent of a patient's condition;

Q "manufacturing"” means the production
preparation, propagation, conversion or processing of a drug
or device, either directly or indirectly, by extraction from
substances of natural origin or independently by neans of
chem cal or biological synthesis and includes packagi ng or
repackagi ng, labeling or relabeling and the pronoti on and
mar keti ng of such drugs or devices. "Mnufacturing” also
i ncludes the preparation and pronotion of conmercially
avai |l abl e products from bul k conpounds for resal e by
pharmaci es, |icensed practitioners or other persons;

R "nonprescription drugs" neans non-narcotic
medi ci nes or drugs that nmay be sold wi thout a prescription
and are prepackaged for use by a consumer and are | abeled in
accordance with the I aws and regul ati ons of the state and

federal governnents; HB 504
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S. "nonresident pharmacy" means any pharmacy
| ocat ed outsi de New Mexico that ships, mails or delivers, in
any manner, drugs into New Mexi co;

T. "patient counseling"” neans the oral
comuni cati on by the pharmacist of information to a patient
or his agent or caregiver regarding proper use of a drug or
devi ce;

U. "person"” means an individual, corporation,
partnership, association or other legal entity;

V. "pharmaceutical care" neans the provision of
drug therapy and other patient care services related to drug
therapy intended to achieve definite outconmes that inprove a
patient's quality of life, including identifying potential
and actual drug-related problens, resolving actual drug-
rel ated problens and preventing potential drug-related
probl ens;

W  "pharnmaci st" neans a person who is |icensed as
a pharmacist in this state;

X.  "pharmaci st in charge" neans a pharnmaci st who
accepts responsibility for the operation of a pharmacy in
conformance with all laws and rules pertinent to the practice
of pharmacy and the distribution of drugs and who is
personally in full and actual charge of the pharmacy and its
per sonnel

Y. "pharmacy" neans a |icensed place of business HB 504
Page 24



where drugs are conpounded or dispensed and pharmaceuti cal
care i s provided;

Z. "pharmacist intern" nmeans a person |icensed by
the board to train under a pharnacist;

AA.  "pharnmacy technician" nmeans a person who is
registered to performrepetitive tasks not requiring the
pr of essi onal judgnment of a pharmaci st;

BB. "practice of pharnmacy” neans the eval uation
and i nplenentation of a |lawful order of a |licensed
practitioner; the dispensing of prescriptions; the
participation in drug and device selection or drug
adm ni stration that has been ordered by a |licensed
practitioner, drug reginmen reviews and drug or drug-rel ated
research; the provision of patient counseling and
phar maceuti cal care; the responsibility for conpoundi ng and
| abel i ng of drugs and devices; the proper and safe storage of
drugs and devi ces; and the mai ntenance of proper records;

CC. "prescription" means an order given
individually for the person for whom prescribed, either
directly froma licensed practitioner or his agent to the
pharmaci st, including electronic transm ssion or indirectly
by nmeans of a witten order signed by the prescriber, that
bears the nane and address of the prescriber, his |license
classification, the name and address of the patient, the nane

and quantity of the drug prescribed, directions for use and
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the date of issue;

DD. "significant adverse drug reaction"” nmeans a
drug-rel ated incident that may result in harm injury or
death to the patient; and

EE. "whol esale drug distributor” neans a person
engaged in the whol esale distribution of prescription drugs,

i ncl udi ng manuf acturers, repackers, own-|abel distributors,
private-Ilabel distributors, jobbers, brokers, manufacturer's
war ehouses, distributor’'s warehouses, chain drug warehouses,
whol esal e drug war ehouses, independent whol esal e drug traders
and retail pharnmacies that conduct whol esale distribution.”
Section 4. Section 61-11B-2 NVSA 1978 (being Laws
1993, Chapter 191, Section 2, as anended) is anended to read:
"61-11B-2. DEFINITIONS.--As used in the Pharnmaci st
Prescriptive Authority Act:

A, "administer" means the direct application of a
drug by any means to the body of a person;

B. "board" neans the board of pharmacy;

C. "dangerous drug" neans a drug that, because of
any potentiality for harnful effect or the nmethods of its use
or the collateral measures necessary to its use, is not safe
except under the supervision of a practitioner |icensed by
law to direct the use of such drug and the drug prior to
di spensing is required by federal |aw and state |aw to bear

the manufacturer's | egend of "Caution: federal |law prohibits
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di spensing wi thout prescription.” or "RX only";

D. "guidelines or protocol" means a witten
agreenent between a pharmaci st clinician or group of
pharmaci st clinicians and a practitioner or group of
practitioners that del egates prescriptive authority;

E. "nonitor dangerous drug therapy" neans the
revi ew of the dangerous drug therapy regi nen of patients by a
pharmaci st clinician for the purpose of evaluating and
rendering advice to the prescribing practitioner regarding
adj ustnment of the reginmen. "Mbnitor dangerous drug therapy"
i ncl udes:

(1) collecting and reviewi ng patient
dangerous drug histories;

(2) neasuring and review ng routine patient
vital signs, including pul se, tenperature, blood pressure and
respiration; and

(3) ordering and evaluating the results of
| aboratory tests relating to dangerous drug therapy,

i ncludi ng bl ood chem stries and cell counts, controlled
substance therapy levels, blood, urine, tissue or other body
fluids, culture and sensitivity tests when perforned in
accordance with guidelines or protocols applicable to the
practice setting;

F. "pharmaci st” means a person duly licensed by

the board to engage in the practice of pharmacy pursuant to
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t he Pharmacy Act;

G "pharmacist clinician" neans a pharmacist with
additional training, at |east equivalent to the training
recei ved by a physician assistant, required by regul ations
adopted by the board in consultation with the New Mexico
board of nedical exam ners and the New Mexi co acadeny of
physi ci an assi stants, who exercises prescriptive authority in
accordance wi th guidelines or protocol

H "practitioner"” means a physician duly
aut hori zed by law in New Mexico to prescribe controlled
subst ances; and

I. "prescriptive authority"” means the authority
to prescribe, adm nister or nodify dangerous drug therapy." ___

HB 504
Page 28



