8§ 6802. Definitions. 1. "Pharmacy" neans any place in which drugs,
prescriptions or poisons are possessed for the purpose of conpoundi ng,
preserving, dispensing or retailing, or in which drugs, prescriptions or
poi sons are conpounded, preserved, dispensed or retailed, or in which
such drugs, prescriptions or poisons are by advertising or otherw se
offered for sale at retail.

3. "Formul ary" nmeans the |atest edition of the official national
formulary, and its suppl enment.

4. "Pharnacopei a", when not otherwise |limted, neans the | atest
edition of the official United States pharmacopeia, and its suppl enent.

5. "Honmeopat hi ¢ pharmacopei a" neans the of ficial honmeopathic
phar macopei a of the United States, and its suppl enent.

6. "Oficial conmpendiunt neans the official United States
phar macopei a, official homeopathi c pharnmacopei a of the United States,
official national fornulary, or their supplenents.

7. "Drugs" neans:
a. Articles recognized in the official United States pharmacopei a,
of ficial homeopat hi c pharnacopeia of the United States, or official

national formulary.

b. Articles intended for use in the diagnosis, cure, mtigation,
treatment or prevention of disease in man or ani mals.

c. Articles (other than food) intended to affect the structure or any
function of the body of man or aninals.

d. Articles intended for use as a conponent of any article specified
i n paragraphs a, b, or c; but does not include devices or their

conponents, parts or accessori es.

8. "Cosnetics" neans:



a. Articles intended to be rubbed, poured, sprinkled or sprayed on,
i ntroduced into or otherw se applied to the hunman body for cleansing,
beauti fying, pronoting attractiveness, or altering the appearance.

b. Articles intended for use as a conponent of any such articles;
except that the termshall not include soap.

9. "Poison", where not otherwise |imted, neans any drug, chem cal or
preparation likely to be destructive to adult human life in quantity of
sixty grains or |ess.

10. "Label" neans a display of witten, printed or pictorial matter
upon the i medi ate contai ner of any drug, device or cosnetic. Any
requi renent made by or under authority of this article, that any word,
statenent, or other infornmation appear on the |abel shall not be
considered to be conplied with unl ess such word, statenent or other
i nformati on al so appears on the outside container or wapper, if there
be any, of the retail package of such drug, device or cosnetic or is
easily legible through the outside container or wapper.

11. "I medi ate contai ner" does not include package |liners.

12. "Labeling" neans all |abels and other witten, printed or
pictorial matter:

a. Upon any drug, device or cosnetic or any of its containers or
wWr appers, or

b. Acconpanyi ng such drug, device or cosnetic.

13. "M sbranding". If a drug, device or cosnetic is alleged to be
m sbranded because the labeling is msleading, or if an advertisenent is
alleged to be fal se because it is misleading then in determ ni ng whet her
the | abeling or advertisenment is msleading there shall be taken into
account (anong other things) not only representations nade or suggested
by statenment, word, design, device, sound or any conbination thereof,



but also the extent to which the |abeling fails to reveal facts naterial
in the light of such representations or material with respect to
consequences which may result fromthe use of the drug, device, or
cosnetic to which the |abeling or advertising relates under the
conditions of use prescribed in the |abeling or advertising thereof or
under such conditions of use as are customary or usual. No drug, device
or cosnetic which is subject to, and conplies with regul ati ons
promul gat ed under the provisions of the federal food, drug, and cosnetic
act, relating to adulteration and m sbrandi ng shall be deened to be

adul terated or msbranded in violation of the provisions of this article
because of its failure to conply with the board' s regul ations, or the
rules of the state board of pharmacy, insofar as the regulations are in
conflict with regulations relating to adulteration and m sbrandi ng under
the federal food, drug and cosnetic act.

14. "Antiseptic". The representation of a drug, device or cosnetic in
its labeling, as 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, ointment, dusting powder, or such other use as invol ves
prol onged contact with the body.

15. "New drug" neans:

a. Any drug not generally recogni zed, anong experts qualified by
scientific training and experience to evaluate the safety and
ef fectiveness of drugs, as safe and effective for use under the
conditions prescribed, recommended or suggested by the drug' s | abeling,
except that such a drug not so recogni zed shall not be deened to be a
"new drug" if at any tine prior to Septenber first, nineteen hundred
thirty-nine it was subject to the forner federal food and drug act of
June thirtieth, nineteen hundred six, as anmended, and if at such tinme
its | abeling contained the sane representations concerning the
conditions of its use;

b. Any drug, the composition of which is such that the drug, as a
result of investigations to deternmine its safety and effectiveness for



use under such conditions, has becone recogni zed, but which has not
ot herwi se than in such investigations been used to a material extent or
for a material tine under such conditions.

16. "Device" neans instrunments, apparatus, and contrivances, i ncluding
t heir conponents, parts and accessories, intended:

a. For use in the diagnosis, cure, mtigation, treatnent, or
preventi on of disease in man or aninals; or

b. To affect the structure or any function of the body of man or
ani mal s.

17. The term "Federal Food, Drug and Cosnetic Act" neans the Federal
Food, Drug, and Cosnetic Act of the United States of Anerica, approved
June twenty-fifth, nineteen hundred thirty-eight, officially cited as
publ i ¢ docunent nunber seven hundred seventeen-seventy-fifth congress
(chapter six hundred seventy-five--third session), and all its
anmendnents now or hereafter enacted.

18. "Whol esal er” nmeans a person who bottles, packs or purchases drugs,
devi ces or cosnetics for the purpose of selling or reselling to
pharmaci es or to other channels as provided in this article.

19. "Advertisenent” neans all representations dissenm nated in any
manner or by any neans, other than by |abeling, for the purpose of
i nducing, or which are likely to induce, directly or indirectly, the
pur chase of drugs, devices or cosnetics.

20. "Controll ed substance" neans any drug defined as a controlled
substance by article thirty-three of the public health | aw.

21. "Manufacturer" nmeans a person who conpounds, nixes, prepares,
produces, and bottles or packs drugs, cosnetics or devices for the
pur pose of distributing or selling to pharnacies or to other channels of
di stribution.



22. "Administer", for the purpose of section sixty-eight hundred one
of this article, neans:

a. (1) the direct application of an imuni zi ng agent to adults,
whet her by injection, ingestion, inhalation or any other neans, pursuant
to a patient specific order or non-patient specific reginmen prescribed
or ordered by a physician or certified nurse practitioner, for:
i mruni zations to prevent influenza, pneunococcal, acute herpes zoster,
hepatitis A hepatitis B, human papill omavirus, neasles, nunps, rubella,
vari cel la, COVID 19, neningococcal, tetanus, diphtheria or pertussis
di sease and nedi cations required for enmergency treatnent of anaphyl axis;
and ot her imunizations for patients eighteen years of age or older if
t he commi ssioner of health in consultation with the comm ssioner
determ nes that an i munization: (i)(A) may be safely adm nistered by a
| i censed pharnmacist within their |awful scope of practice; and (B) is
needed to prevent the transm ssion of a reportabl e conmunicabl e di sease
that is prevalent in New York state; or (ii) is a reconmended
i mruni zation for such patients who: (A) neet age requirenents, (B) |ack
docunent ati on of such inmunization, (C) |ack evidence of past infection,
or (D) have an additional risk factor or another indication. If the
commi ssi oner of health determnes that there is an outbreak of disease,
or that there is the immnent threat of an outbreak of disease, then the
commi ssi oner of health nay issue a non-patient specific reginen
appl i cabl e st atew de.

(2) the direct application of an i mruni zi ng agent to chil dren between
the ages of two and ei ghteen years of age, whether by injection,
i ngestion, inhalation or any other neans, pursuant to a patient specific
order or non-patient specific reginen prescribed or ordered by a
physician or certified nurse practitioner, for imunization to prevent
i nfluenza, COVID 19, and nedications required for energency treatnent of
anaphyl axis resulting fromsuch i muni zation. |If the comm ssioner of
heal th determ nes that there is an outbreak of influenza or COVID- 19, or
that there is the immnent threat of an outbreak of influenza or
COvVI D-19, then the comm ssioner of health nay i ssue a non-patient
specific regi men applicabl e statew de.

b. The injection of nedications for the treatnent of nental health and



substance use disorder, as prescribed or ordered by a |icensed
prescriber, acting within the scope of their practice in this state and
i n accordance with regul ations promnul gated by the conmm ssioner, in
consultation with the departnment of health and any other state agencies
as necessary, provided that:

(1) Such administration is conducted pursuant to a valid
patient-specific prescription or patient-specific order that authorizes
a pharmaci st to adm ni ster nedi cations approved by the U S. Food and
Drug Adm nistration for the treatnent of mental health and substance use
di sorder. The pharmaci st shall notify the licensed prescriber that the
adm nistration is conplete within five days and shall convey such
information to the prescriber by naking an entry into an interoperable
el ectroni c nmedi cal records system an electronic prescribing technol ogy
or a pharmacy record, or by using facsimle, electronic transm ssion or
other electronic neans. If an electronic neans described in this
subpar agraph is not available to the pharmacist at the tinme of
comuni cation, the pharnaci st or pharmacist's designee may comruni cate
the information by tel ephone. Notification shall also be required if a
patient does not receive an admnistration or if the patient experiences
any side effects or adverse reactions to the nedications. Adm nistration
in a pharmacy shall not commence until after the patient has received
the initial injection and is considered eligible for maintenance
treatment by the |icensed prescriber.

(2) Such prescription may be subject to reassessnment at appropriate
intervals, as determ ned by the |icensed prescriber.

(3) Such activity is conducted in accordance with regul ations,
promul gat ed or adopted by the commi ssioner, in consultation with the
department of health and any other state agencies, as necessary, which
shal |l include requirenents for the follow ng:

(i) Maintaining continued conpetency regarding the popul ati ons served
and nedi cations adm ni st ered.

(ii) Pre-adm nistration patient consent and education regardi ng commopn
side effects, drug interactions, injection site reactions and ot her
i nformati on routinely provided to patients upon dispensing. If a patient
is unable to provide consent, the pharmaci st nust obtain consent froma
person | egally responsi bl e when the recipient is incapable of
consenti ng.



(iii) When administering an injection in a pharmacy, the pharnmaci st
shall provide an area for the injection that provides for the patient's
privacy.

(iv) Ensuring that only U S. Food and Drug Adm ni stration approved
medi cati ons are adm ni stered.

23. "Electronic prescription” nmeans a prescription created, recorded,
or stored by electronic neans; issued with an el ectronic signature; and
transmtted by el ectronic neans, in accordance with regul ations of the
commi ssi oner and applicable regul ations of the comm ssioner of health
and federal regulations; provided, however, that an original hard copy
prescription that is created electronically or otherw se nay be
transmtted fromthe prescriber to the pharnmacist by facsimle and nust
be manual | y signed. "Electronic" neans of or relating to technol ogy
having electrical, digital, magnetic, wreless, optical,
el ectromagnetic, or simlar capabilities. "Electronic signature” neans
an el ectroni ¢ sound, synbol, or process, attached to or logically
associated with an el ectronic prescription and executed or adopted by a
person with the intent to sign the prescription, in accordance with
regul ati ons of the comm ssioner and applicable regul ations of the
comm ssi oner of health and federal regul ations.

24. " Conpoundi ng" neans the conbining, adm xing, mxing, diluting,
pooling, reconstituting, or otherwi se altering of a drug or bul k drug
substance to create a drug with respect to an outsourcing facility under
section 503B of the Federal Food, Drug and Cosnetic Act and further
defined in this section.

25. "Qutsourcing facility" neans a facility that:

(a) is engaged in the compoundi ng of sterile drugs;

(b) is currently registered as an outsourcing facility with the
Secretary of Health and Human Services; and

(c) conplies with all applicable requirenents of federal and state
| aw, including the Federal Food, Drug and Cosnetic Act.

26. "Sterile drug" nmeans a drug that is intended for parenteral
adm ni stration, an ophthalmc or oral inhalation drug in aqueous formt,



or a drug that is required to be sterile under federal or state |aw.

27. "Biological product” neans a biol ogical product as defined in
subsection (i) of section 351 of the Public Health Service Act, 42
U S. C Section 262(i).

28. "I nterchangeabl e bi ol ogi cal product” nmeans a bi ol ogi cal product
|l icensed by the United States Food and Drug Admi nistration pursuant to
42 U.S.C. Section 262(k)(4) as set forth in the |atest edition or
suppl ement of the United States Food and Drug Admi nistration Lists of
Li censed Bi ol ogi cal Products with Reference Product Exclusivity and
Biosimlarity or Interchangeability Eval uations, sonetines referred to
as the "Purple Book," or a biological product determ ned by the United
States Food and Drug Adm nistration to be therapeutically equival ent as
set forth in the latest edition or supplenent of the United States Food
and Drug Adm nistration Approved Drug Products with Therapeutic
Equi val ence Eval uations, sonetines referred to as the "Orange Book."

29. "Sel f-adm ni stered hornonal contraceptives", for the purpose of
section sixty-eight hundred one of this article, neans self-adm ni stered
contraceptive nedi cations or devices approved by the federal Food and
Drug Adm nistration to prevent pregnancy by using hornones to regul ate
or prevent ovul ation, and includes oral hornonal contraceptives,
hor monal contraceptive vagi nal rings and hornonal contraceptive patches.

(30) "Shared pharmacy services" neans a systemthat allows a
regi stered pharnaci st or a regi stered pharnacy, pursuant to a request
from anot her regi stered pharnaci st or pharmacy, to process or fill a
prescription or order, pursuant to regul ations pronul gated by the
commi ssi oner.



