
AGENDA ITEM H 




State of Califon1ia 	 Department of Consumer Affairs 

Memorandum 

To: Licensing Committee Date: September 12, 2005 

Froln: Patricia F. Harris 
Executive Officer 

K 
Subject: 	 Development of Proposal to Update 

the Definition and Requirements for 
Pharmacy, Nonresident Pharmacy, 
Pharmacist Practice and Licensure of 
Out-of-State Pharmacists 

Since December 2004, the Licensing Committee has been working to respond to inquiries and 
con1ments pertaining to the scope of practice of phannacy, particularly to the practice of 
phannacy outside of a traditional phannacy setting, and to the provision of services to California 
patients by phannacies, phannacists, and ancillary staff outside state lines. 

The Committee agreed to address these issues through its quarterly meetings. However, the 
COlnmittee was encouraged to develop a concrete proposal sooner rather than later in 
anticipation of the implelnentation ofprovisions of the Medicare Modernization Act (MMA) 
addressing pharmacists' services within the Medication Therapy Management Programs 
(MTMP) of the Medicare Act, which are expected to take effect in 2006. 

Following an initial overview document prepared for the December 2004 meeting, a draft of 
proposed statutory changes was prepared for the March 2005 meeting. That draft was the basis 
for discussions and reactions at the March and June 2005 meetings. 

Based on discussions and feedback at the March and June 2005 lneetings, it seemed most 
appropriate to take a step back, and to frame the discussion in tenns of the various policy choices 
presented. In recognition of the time-sensitive nature of the Committee's mission to better 
define these issues prior to implementation of Medicare Part D, however, what follows also 
contains draft statutory changes to implement the various policy choices. As always, the primary 
concern for the Board is protection of the California public. 

As the Committee has defined and discussed them, there are three primary areas in which further 
specification and possible statutory change has been debated: (l) Given what has been or may 
be an increase in the number of entities/premises, both within California and outside of 
California, that are mostly focusing on "prescription review" and/or "cognitive services" separate 
from and/or in the absence of traditional "pharmacy" tasks such as the actual filling of 
prescriptions and dispensing of drugs, what can or should the Board do to license those 



entities/premises, as "pharmacies" or otherwise; (2) When those "review" or "cognitive" services 
are provided by out-of-state pharmacies or pharmacists to California patients, particularly when 
out-of-state pharmacists are not located in a licensed premises, should the Board require that: the 
out-of-state pharmacist have a California license, or an alternative California registration; that 
the pharmacist at least be affiliated with an entity, i.e., a "pharmacy," that is licensed in 
California; that out-of-state "pharmacies," however defined, have a PIC licensed in California; 
and/or should the Board depend on discipline by pharmacists' (and phannacies') home states of 
licensure to ensure compliance; (3) In order to conform California law to federal expectations, to 
permit California licensees to practice fully as professional pharmacists, and/or to maximize the 
opportunities available under Medicare Part D, should the definitions and scope of practice of 
pharmacy presently stated in Pharmacy Law be expanded and/or further specified by the Board? 

What follows are possible responses. These are not intended to be comprehensive. 

1. Definition of "Pharmacy" 

One of the primary topics of Committee discussion has been, in light of the apparently increased 
emphasis on provision of professional "cognitive services" (e.g., DUR, MTM) by pharmacists, 
which mayor may not be provided out of a traditional "pharmacy" premises: (a) whether to 
license facilities, in California or outside of California, from which such services are provided 
(which do not otherwise fit the traditional definition of a "pharmacy") at all; and (b) if so, 
whether to license them as "pharmacies," some variant thereof, or as something else entirely. 

The draft statutory proposal prepared for the March 2005 meeting assumed that facilities in 
which "pharmacy" was being practiced (whether "pharmacy" as in prescription-filling, or 
"pharmacy" as in consultation, MTMP, etc.) would need to be licensed as pharmacies. It 
identified three separate types of pharmacies for licensure: (i) "Intake/dispensing" pharmacies 
traditional pharmacies; (ii) "Prescription processing" pharmacies - offering prescription review 
services for another pharmacy or other provider; and (iii) "Advice/clinical center" phannacies
providing clinical/cognitive services directly to patients or providers. It also provided for 
"nonresident pharmacies" that could be any of these three types. The draft assumed that the 
three (four) types would not be mutually exclusive, i.e., a given facility could overlap. 

The draft proposal accomplished this expansion in licensure by amending B&P 4037, and by 
lnaking small related changes to B&P 4120, 4125, 4201, and 4207: 

§ 4037. Pharmacy 

(a) "Phannacy" means an area, place, or premises licensed by the board in which the profession 
of pharmacy is practiced and INhere prescriptions are conlpounded. The profession of pharmacy 
Inay be practiced in diverse settings, including the following: 

(1) "Intake/dispensing pharnlacy" means an area, place, or premises licensed by the board in 
which "Phannacy" includes, bat is not lilnited to, any area, place, or prenlises described in a 
license issued by the board vlherein controlled substances, dangerous drugs, or dangerous 
devices are stored, possessed, prepared, manufactured, derived, compounded, or repackaged, and 
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from which the controlled substances, dangerous drugs, or dangerous devices are furnished, sold, 
or dispensed at retail by persolu1ellicensed by the board. 

(2) "Prescription processing phannacy" n1eans an area, place, or pren1ises licensed by the board 
in which personnel licensed by the board engage in and/or supervise dnlg order/prescription 
review by performing functions including, but not limited to, data entry, drug utilization review, 
patient and/or prescriber contact, claitns sublnission and processing, patient profile review, and 
allergy and drug-interaction review, but in which controlled substances, dangerous drugs, or 
dangerous devices are not stored, possessed, prepared, Inanufactured, derived, conlpounded, nor 
repackaged, and from which controlled substances, dangerous drugs, or dangerous devices are 
not furnished, sold, or dispensed at retail. 

(3) "Advice/clinical center phannacy" n1eans an area, place, or prelnises licensed by the board in 
which personnel licensed by the board provide cognitive phannacy services including, but not 
limited to, clinical advice or infonnation, telephonic or in-person patient consultation, drug 
utilization review, and 111edication therapy 1nanagement, but in which controlled substances, 
dangerous drugs, or dangerous devices are not stored, possessed, prepared, Inanufactured, 
derived, compounded, nor repackaged, and fron1 which controlled substances, dangerous drugs, 
or dangerous devices are not furnished, sold, or dispensed at retail. 

(4) "Nonresident pharmacy" Ineans an area, place, or premises licensed by the board that is 
located outside this state, that ships, nlails, or delivers, in any manner, controlled substances, 
dangerous dlUgS, or dangerous devices into this state, and/or that perfonns prescription review, 
patient consultation, dnlg utilization review, medicatioR therapy nlanagement, or other cognitive 
pharmacy services for patients in this state. It nlay be any or all of types (a)(l) to (a)(3). 

(b) These pharn1acy types are not 1nutually exclusive. 

(c) Unless otherwise specified, whenever the tenn "pharnlacy" is used in this chapter, it shall be 
deemed to refer to everyone of the types in (a)(l) to (a)(4). Unless otherwise specified, each 
requiren1ent made applicable to any pharn1acy by this chapter is applicable to all. 

fb1@ "Phannacy" shall not include any area in a facility licensed by the State Department of 
Health Services where floor supplies, ward supplies, operating room supplies, or emergency 
r001n supplies of dangerous drugs or dangerous devices are stored or possessed solely for 
treatment ofpatients registered for treatment in the facility or for treatlnent of patients receiving 
emergency care in the facility. 

(e) "Pharn1acy" shall not include any of those clinics listed in Section 4180 or Section 4190. 

§ 4120. Nonresident pharmacies; registration; application forms; legislative intent 

(a) A nonresident phannacy shall not sell or distribute dangerous drugs or dangerous devices in 
this state through any person or media other than a wholesaler who has obtained a license 
pursuant to this chapter or through a selling or distribution outlet that is licensed as a wholesaler 
pursuant to this chapter without registering as a nonresident phannacy. 
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(b) Applications for a nonresident pharmacy registration shall be made on a form furnished by 
the board. The board may require any information as the board deems reasonably necessary to 
carry out the purposes of this section. 

(c) Each application to conduct a nonresident pharn1acy shall specify the type or types of 
pharnlacy for which the application is sublnitted, pursuant to Section 4037. 
(cg) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
pharmacy pursuant to this section to change or affect the tax liability imposed by Chapter 3 
(commencing with Section 23501) of Part 11 of Division 2 of the Revenue and Taxation Code on 
any nonresident pharmacy. 

(a~) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
phannacy pursuant to this section to serve as any evidence that the nonresident pharmacy is 
doing business within this state. 

§ 4125. Quality assurance program 

(a) Every pharmacy shall establish a quality assurance program that shall, at a minimum, 
document medication errors and/or inappropriate provision of cognitive services such as 
prescription review, consultation, dnlg utilization review, or nledication therapy Inanagen1ent 
attributable, in whole or in part, to the pharmacy or its personnel. The purpose of the quality 
assurance progrmn shall be to assess errors that occur in the pharmacy in dispensing or 
furnishing prescription medications, or providing cognitive services,-so that the pharmacy Inay 
take appropriate action to prevent a recurrence. 

(b) Records generated for and maintained as a component of a pharmacy's ongoing quality 
assurance program shall be considered peer review documents and not subject to discovery in 
any arbitration, civil, or other proceeding, except as provided hereafter. That privilege shall not 
prevent review of a pharmacy's quality assurance program and records maintained as part of that 
system by the board as necessary to protect the public health and safety or if fraud is alleged by a 
government agency with jurisdiction over the pharmacy. Nothing in this section shall be 
construed to prohibit a patient from accessing his or her own prescription records. Nothing in this 
section shall affect the discoverability of any records not solely generated for and maintained as 
a component of a pharmacy's ongoing quality assurance program. 

(c) This section shall becOlue operative on January 1, 2002. 

§ 4201. Contents of applications; fees; powers of license holders 

(a) Each application to conduct a pharmacy, wholesaler, or veterinary food-animal drug retailer, 
shall be made on a form furnished by the board, and shall state the nan1e, address, usual 
occupation, and professional qualifications, if any, of the applicant. If the applicant is other than 
a natural person, the application shall state the information as to each person beneficially 
interested therein. 
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(b) Each application to conduct a phannacy shall specify the type or types ofphannacy for which 
the application is submitted, pursuant to Section 4037. 

(b~) As used in this section, and subject to subdivision (eg), the term "person beneficially 
interested" means and includes: 

(1) If the applicant is a partnership or other unincorporated association, each partner or member. 

(2) If the applicant is a corporation, each of its officers, directors, and stockholders, provided that 
no natural person shall be deemed to be beneficially interested in a nonprofit corporation. 

(3) If the applicant is a limited liability company, each officer, manager, or member. 

(eg) In any case where the applicant is a partnership or other unincorporated association, is a 
limited liability company, or is a corporation, and where the number of partners, members, or 
stockholders, as the case may be, exceeds five, the application shall so state, and shall further 
state the information required by subdivision (a) as to each of the five partners, members, or 
stockholders who own the five largest interests in the applicant entity. Upon request by the 
executive officer, the applicant shall furnish the board with the information required by 
subdivision (a) as to partners, members, or stockholders not named in the application, or shall 
refer the board to an appropriate source of that information. 

(d~) The application shall contain a statement to the effect that the applicant has not been 
convicted of a felony and has not violated any of the provisions of this chapter. If the applicant 
cannot make this statement, the application shall contain a statement of the violation, if any, or 
reasons which will prevent the applicant from being able to comply with the requirements with 
respect to the statement. 

(ef) Upon the approval of the application by the board and payment of the fee required by this 
chapter for each pharmacy, wholesaler, or veterinary food-animal drug retailer, the executive 
officer of the board shall issue a license to conduct a pharmacy, wholesaler, or veterinary food
animal drug retailer, if all of the provisions of this chapter have been complied with. 

(fg) Notwithstanding any other provision of law, the pharmacy license shall authorize the holder 
to conduct a pharmacy. The license shall be renewed annually and shall not be transferable. 

(gh) Notwithstanding any other provision of law, the wholesale license shall authorize the holder 
to wholesale dangerous drugs and dangerous devices. The license shall be renewed annually and 
shall not be transferable. 

(hi) Notwithstanding any other provision of law, the veterinary food-animal drug retailer license 
shall authorize the holder thereof to conduct a veterinary food-animal drug retailer and to sell 
and dispense veterinary food-animal drugs as defined in Section 4042. 
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(tj) For licenses referred to in subdivisions (fg), (gh), and (ltD, any change in the proposed 
beneficial ownership interest shall be reported to the board within 30 days thereafter upon a fonn 
to be furnished by the board. 

G) This section sltall becOll1e operative on July 1, 2001. 

§ 4207. Investigations; limitations; requests for additional information 

(a) Upon receipt of an application for a license and the applicable fee, the board shall make a 
thorough investigation to detennine whether the applicant is qualified for the license being 
sought. The board shall also detennine whether this article has been complied with, and shall 
investigate all matters directly related to the issuance of the license that may affect the public 
welfare. 

(b) The board shall not investigate matters connected with the operation of a premises other than 
those matters solely related to the furnishing of dangerous drugs or dangerous devices, or to the 
performance or provision of cognitive services, that might adversely affect the public welfare. 

(c) The board shall deny an application for a license if the applicant does not qualify for the 
license being sought. 

(d) Notwithstanding any other provision of law, the board may request any infonnation it deems 
necessary to complete the application investigation required by this section, and a request for 
infonnation that the board deems necessary in carrying out this section in any application or 
related fonn devised by the board shall not be required to be adopted by regulation pursuant to 
the Administrative Procedures Act (Chapter 3.5 (commencing with Section 11340) of Part 1 of 
Division 3 of Title 2 of the Government Code). 

Alternatively, there may be simpler statutory ways to accomplish the same goal, such as the 
following shortened/alternative versions of B&P 4037, 4120, and 4201: 

§ 4037. Pharmacy 

(a) "Phannacy" means an area, place, or premises licensed by the board in which the profession 
of phannacy is practiced and ,vhere prescriptions are cOlnpounded. "Phannacy" includes, but is 
not limited to~ 

.,.Qlany area, place, or premises described in a license issued by the board wherein controlled 
substances, dangerous drugs, or dangerous devices are stored, possessed, prepared, 
manufactured, derived, compounded, or repackaged, and from which the controlled substances, 
dangerous drugs, or dangerous devices are furnished, sold, or dispensed at retail~7 

(2) any area, place, or prelnises described in a license issued by the board wherein personnel 
licensed by the board engage in and/or supervise drug order/prescription review by perfon11ing 
functions including, but not lilnited to, data entry, dnlg utilization review, patient and/or 
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prescriber contact, clainls SUblllission and processing, patient profile review, and allergy and 
drug-interaction review; 

(3) any area, place, or prelnises described in a license issued by the board wherein persomlel 
licensed by the board provide cognitive pharmacy services including, but not lilnited to, clinical 
advice or infornlation, telephonic or in-person patient consultation, drug utilization review, and 
medication therapy nlanagement. 

(b) "Pharmacy" shall not include any area in a facility licensed by the State Department of Health 
Services where floor supplies, ward supplies, operating room supplies, or emergency room 
supplies of dangerous drugs or dangerous devices are stored or possessed solely for treatment of 
patients registered for treatment in the facility or for treatment of patients receiving emergency 
care in the facility. 

(c) "Pharnlacy" shall not include a clinic licensed under Section 4180 or Section 4190. 
§ 4120. Nonresident pharmacies; registration; application forms; legislative intent 

(a) A nonresident pharmacy shall not sell or distribute dangerous drugs or dangerous devices in 
this state through any person or media other than a wholesaler who has obtained a license 
pursuant to this chapter or through a selling or distribution outlet that is licensed as a wholesaler 
pursuant to this chapter without registering as a nonresident pharmacy. 

(b) Applications for a nonresident pharmacy registration shall be made on a form furnished by 
the board. The board may require any information as the board deems reasonably necessary to 
carry out the purposes of this section. 

(c) Each application to conduct a nonresident pharnlacy shall specify the type or types of 
pharmacy to be practiced on the subject prenlises, pursuant to Section 4037(a). 

(6g) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
pharmacy pursuant to this section to change or affect the tax liability iInposed by Chapter 3 
(commencing with Section 23501) of Part 11 of Division 2 of the Revenue and Taxation Code on 
any nonresident pharmacy. 

(e~) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
pharmacy pursuant to this sectionto serve as any evidence that the nonresident pharmacy is 
doing business within this state. 

§ 4201. Contents of applications; fees; powers of license holders 

(a) Each application to conduct a pharmacy, wholesaler, or veterinary food-animal drug retailer, 
shall be made on a form furnished by the board, and shall state the name, address, usual 
occupation, and professional qualifications, if any, of the applicant. If the applicant is other than 
a natural person, the application shall state the information as to each person beneficially 
interested therein. 
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(b) Each application to conduct a phannacy shall specify the type or types ofphannacy to be 
practiced on the subject premises, pursuant to Section 4037(a). 

(bf) As used in this section, and subject to subdivision (eg), the term "person beneficially 
interested" means and includes: 

(l) If the applicant is a partnership or other unincorporated association, each partner or member. 

(2) If the applicant is a corporation, each of its officers, directors, and stockholders, provided that 
no natural person shall be deemed to be beneficially interested in a nonprofit corporation. 

(3) If the applicant is a limited liability company, each officer, manager, or member. 

(eg) In any case where the applicant is a partnership or other unincorporated association, is a 
limited liability company, or is a corporation, and where the number of partners, members, or 
stockholders, as the case may be, exceeds five, the application shall so state, and shall further 
state the information required by subdivision (a) as to each of the five partners, members, or 
stockholders who own the five largest interests in the applicant entity. Upon request by the 
executive officer, the applicant shall furnish the board with the information required by 
subdivision (a) as to partners, members, or stockholders not named in the application, or shall 
refer the board to an appropriate source of that information. 

(tl~) The application shall contain a statement to the effect that the applicant has not been 
convicted of a felony and has not violated any of the provisions of this chapter. If the applicant 
cannot make this statement, the application shall contain a statement of the violation, if any, or 
reasons which will prevent the applicant from being able to comply with the requirements with 
respect to the statement. 

(ei) Upon the approval of the application by the board and payment of the fee required by this 
chapter for each pharmacy, wholesaler, or veterinary food-animal drug retailer, the executive 
officer of the board shall issue a license to conduct a pharmacy, wholesaler, or veterinary food
animal drug retailer, if all of the provisions of this chapter have been complied with. 

(fg) Notwithstanding any other provision of law, the pharmacy license shall authorize the holder 
to conduct a pharmacy. The license shall be renewed annually and shall not be transferable. 

(gh) Notwithstanding any other provision of law, the wholesale license shall authorize the holder 
to wholesale dangerous drugs and dangerous devices. The license shall be renewed annually and 
shall not be transferable. 

(hi) Notwithstanding any other provision of law, the veterinary food-animal drug retailer license 
shall authorize the holder thereof to conduct a veterinary food-animal drug retailer and to sell 
and dispense veterinary food-animal drugs as defined in Section 4042. 

8 



(tj) For licenses referred to in subdivisions (fg), (gh), and (ni), any change in the proposed 
beneficial ownership interest shall be reported to the board within 30 days thereafter upon a form 
to be furnished by the board. 

(j) This section shall becol11e operative on July 1, 2001. 

Alternatively, if the goal is to license as "pharmacies" facilities performing prescription 
review or cognitive services, but not to permit those licensed facilities to possess/store 
dangerous drugs or devices, i.e., to limit possession/storage of dangerous drugs and devices 
to only "traditional" pharmacy settings, that could be accomplished with the following 
versions of these statutes: 

§ 4037. Pharmacy 

(a) "Pharmacy" means an area, place, or premises licensed by the board in which the profession 
of pharmacy is practiced and 'Nnere prescriptions are con1]Jounded. Only a "dispensing 
pharmacy," as defined in subdivision (b), nlay possess, prepare, luanufacture, derive, cOlupound, 
repackage, furnish, sell or dispense controlled substances, dangerous drugs, or dangerous 
devices. In all other respects, whenever the term "pharmacy" is used in this chapter, it shall be 
deenled to refer to everyone of the types in subdivision (b). 

illl-"Pharmacy" includes, but is not limited to~ 

,Ut, a "dispensing phanuacy," which is any area, place, or premises described in a license issued 
by the board wherein controlled substances, dangerous drugs, or dangerous devices are stored, 
possessed, prepared, manufactured, derived, cOlnpounded, or repackaged, and from which the 
controlled substances, dangerous dnlgs, or dangerous devices are furnished, sold, or dispensed at 
retait 

(2) a "prescription processing pharmacy", which is any area, place, or premises described in a 
license issued by the board wherein personnel licensed by the board engage in and/or supervise 
drug order/prescription review by perfornling functions including, but not lilnited to, data entry, 
dnlg utilization review, patient and/or prescriber contact, clailus subluission and processing, 
patient profile review, and allergy and drug-interaction review; 

(3) an "advice/clinical center phannacy," which is any area, place, or prenlises described in a 
license issued by the board wherein personnel licensed by the board provide cognitive pharmacy 
services including, but not limited to, clinical advice or infonnation, telephonic or in-person 
patient consultation, drug utilization review, and Inedication therapy managelnent.7 

(b~) "Pharmacy" shall not include any area in a facility licensed by the State Department of 
Health Services where floor supplies, ward supplies, operating room supplies, or emergency 
room supplies of dangerous drugs or dangerous devices are stored or possessed solely for 
treatment of patients registered for treatment in the facility or for treatment of patients receiving 
emergency care in the facility. 
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Cd) "Phannacy" shall not include a clinic licensed under Section 4180 or Section 4190. 

§ 4120. Nonresident pharmacies; registration; application forms; legislative intent 

(a) A nonresident pharmacy shall not sell or distribute dangerous drugs or dangerous devices in 
this state through any person or media other than a wholesaler who has obtained a license 
pursuant to this chapter or through a selling or distribution outlet that is licensed as a wholesaler 
pursuant to this chapter without registering as a nonresident pharmacy. 

(b) Applications for a nonresident pharmacy registration shall be made on a form furnished by 
the board. The board may require any information as the board deems reasonably necessary to 
carry out the purposes of this section. 

Cc) Each application to conduct a nonresident phamlacy shall specify a single type of phamlacy 
to be practiced on the subject prenlises, pursuant to Section 4037Cb). There shall be a separate 
registration required for each type of pharnlacy to be practiced. 

(6g) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
pharmacy pursuant to this section to change or affect the tax liability imposed by Chapter 3 
(commencing with Section 23501) of Part 11 of Division 2 of the Revenue and Taxation Code on 
any nonresident pharmacy. 

(a~) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
pharmacy pursuant to this section to serve as any evidence that the nonresident pharmacy is 
doing business within this state. 

§ 4201. Contents of applications; fees; powers of license holders 

(a) Each application to conduct a pharmacy, wholesaler, or veterinary food-animal drug retailer, 
shall be made on a form furnished by the board, and shall state the name, address, usual 
occupation, and professional qualifications, if any, of the applicant. If the applicant is other than 
a natural person, the application shall state the information as to each person beneficially 
interested therein. 

Cb) Each application to conduct a pharnlacy shall specify a single type of phannacy to be 
practiced on the subject prenlises, pursuant to Section 4037(b). There shall be a separate license 
required for each type of pharmacy to be practiced. 

(b~J As used in this section, and subject to subdivision (6g), the term "person beneficially 
interested" means and includes: 

(1) If the applicant is a partnership or other unincorporated association, each partner or member. 

(2) If the applicant is a corporation, each of its officers, directors, and stockholders, provided that 
no natural person shall be deemed to be beneficially interested in a nonprofit corporation. 
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(3) If the applicant is a limited liability company, each officer, manager, or member. 

(e~D In any case where the applicant is a partnership or other unincorporated association, is a 
limited liability company, or is a corporation, and where the number of partners, members, or 
stockholders, as the case may be, exceeds five, the application shall so state, and shall further 
state the information required by subdivision (a) as to each of the five partners, members, or 
stockholders who own the five largest interests in the applicant entity. Upon request by the 
executive officer, the applicant shall furnish the board with the infonnation required by 
subdivision (a) as to partners, members, or stockholders not named in the application, or shall 
refer the board to an appropriate source of that information. 

(a~) The application shall contain a statement to the effect that the applicant has not been 
convicted of a felony and has not violated any of the provisions of this chapter. If the applicant 
cannot make this statement, the application shall contain a statement of the violation, if any, or 
reasons which will prevent the applicant from being able to comply with the requirements with 
respect to the statement. 

(ef) Upon the approval of the application by the board and payment of the fee required by this 
chapter for each pharmacy, wholesaler, or veterinary food-animal drug retailer, the executive 
officer of the board shall issue a license to conduct a pharmacy, wholesaler, or veterinary food
animal drug retailer, if all of the provisions of this chapter have been complied with. 

(fg) Notwithstanding any other provision of law, the pharmacy license shall authorize the holder 
to conduct a pharmacy. The license shall be renewed annually and shall not be transferable. 

(gh) Notwithstanding any other provision of law, the wholesale license shall authorize the holder 
to wholesale dangerous drugs and dangerous devices. The license shall be renewed annually and 
shall not be transferable. 

(hi) Notwithstanding any other provision of law, the veterinary food-animal drug retailer license 
shall authorize the holder thereof to conduct a veterinary food-anilnal drug retailer and to sell 
and dispense veterinary food-animal drugs as defined in Section 4042. 

(ii) For licenses referred to in subdivisions (fg), (gh), and (hi), any change in the proposed 
beneficial ownership interest shall be reported to the board within 30 days thereafter upon a form 
to be furnished by the board. 

0) This section shall become operative on July 1, 2001. 

If the goal is to license "advice centers" / "prescription processing centers" as something 
other than "pharmacies," B&P 4037, 4120, and 4201 could be left unchanged in favor of the 
following changes to 4110, 4111, 4201, etc., and the following additional provisions: 

§ 4016.5. Advice Center 
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"Advice center" lneans an area, place, or prelnises licensed by the board wherein personnel 
licensed by the board provide cognitive phatmacy services including, but not limited to, clinical 
advice or information, telephonic or in-person patient consultation, dnlg utilization review, and 
medication therapy management. 

§ 4040.1. Prescription Processing Center 

"Prescription processing center" nleans an area, place, or prenlises licensed by the board wherein 
personnel licensed by the board engage in and/or supervise drug order/prescription review by 
performing functions including, but not limited to, data entry, drug utilization review, patient 
and/or prescriber contact, claims subnlission and processing, patient profile review, and allergy 
and dnlg-interaction review. 

§ 4110. Licenses; renewal; transfer; temporary permits; fees 

(a) No person shall conduct a pharmacy, advice center, or prescription processing center in the 
State of California unless he or she has obtained a license from the board. A license shall be 
required for each pharmacy, advice center, or prescription processing center owned or operated 
by a specific person. A separate license shall be required for each of the premises of any person 
operating a pharmacy, advice center, or prescription processing center in more than one location. 
The license shall be renewed annually. The board may, by regulation, determine the 
circumstances under which a license may be transferred. 

(b) The board may, at its discretion, issue a temporary permit, when the ownership of a 
pharmacy, advice center, or prescription processing center is transferred from one person to 
another, upon the conditions and for any periods of time as the board determines to be in the 
public interest. A temporary permit fee shall be established by the board at an amount not to 
exceed the annual fee for renewal of a permit to conduct a pharmacy, advice center, or 
prescription processing center. When needed to protect public safety, a temporary permit may be 
issued for a period not to exceed 180 days, and may be issued subj ect to terms and conditions the 
board deems necessary. If the board determines a temporary permit was issued by mistake or 
denies the application for a permanent license or registration, the temporary license or 
registration shall terminate upon either personal service of the notice of termination upon the 
permitholder or service by certified mail, return receipt requested, at the permitholder's address 
of record with the board, whichever comes first. Neither for purposes of retaining a temporary 
permit nor for purposes of any disciplinary or license denial proceeding before the board shall 
the temporary permitholder be deemed to have a vested property right or interest in the permit. 

§ 4111. Issuance and renewal of licenses; persons or entities precluded; exceptions 

(a) Except as otherwise provided in subdivision (b), (d), or ( e), the board shall not issue or renew 
a license to conduct a pharmacy, advice center, or prescription processing center to any of the 
following: 

(1) A person or persons authorized to prescribe or write a prescription, as specified in Section 
4040, in the State of California. 
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(2) A person or persons with whom a person or persons specified in paragraph (1) shares a 
community or other financial interest in the permit sought. 

(3) Any corporation that is controlled by, or in which 10 percent or more of the stock is owned 
by a person or persons prohibited from pharmacy, advice center, or prescription processing 
center ownership by paragraph (1) or (2). 

(b) Subdivision (a) shall not preclude the issuance of a permit for an inpatient hospital pharmacy 
to the owner of the hospital in which it is located. 

(c) The board may require any information the board deems is reasonably necessary for the 
enforcement of this section. 

(d) Subdivision (a) shall not preclude the issuance of a new or renewal license for a pharmacy.,. 
advice center, or prescription processing center to be owned or owned and operated by a person 
licensed on or before August 1, 1981, under the Knox -Keene Health Care Service Plan Act of 
1975 (Chapter 2.2 (commencing with Section 1340) of Division 2 of the Health and Safety 
Code) and qualified on or before August 1, 1981, under subsection (d) of Section 1310 of Title 
XIII of the federal Public Health Service Act, as amended, whose ownership includes persons 
defined pursuant to paragraphs (1) and (2) of subdivision (a). 

(e) Subdivision ( a) shall not preclude the issuance of a new or renewal license for a pharmacy.,. 
advice center, or prescription processing center to be owned or owned and operated by a 
pharmacist authorized to issue a drug order pursuant to subparagraph (D) of paragraph (4) of, or 
clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section 4052. 

§ 4112.1. Nonresident advice centers; registration; prerequisites and requirements; fee; 
application 

(a) Any advice center located outside this state that provides cognitive phannacy services 
including, but not limited to, clinical advice or information, telephonic or in-person patient 
consultation, drug utilization review, or Inedication therapy managelnent,.into this state shall be 
considered a nOlu'esident advice center. 
(b) All nonresident advice centers shall register with the board. The board may register a 
nonresident advice center that is organized as a lilnited liability company in the state in which it 
is licensed. 

(c) A nonresident advice center shall disclose to the board the location, natnes, and titles of (1) 
its agent for service of process in this state, (2) all principal corporate officers, if any, (3) all 
general partners, if any, and (4) all phanuacists who are providing cognitive pharmacy services 
including, but not limited to, clinical advice or information, telephonic or in-person patient 
consultation, drug utilization review, and medication therapy management.to residents of this 
state. A report containing this infonnation shall be made on an annual basis and within 30 days 
after any change of office, corporate officer, patiner, or pharnlacist. 
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(d) All nonresident advice centers shall c01nply with all lawful directions and requests for 
information from the regulatory or licensing agency of the state in which it is licensed as well as 
with all requests for infonnation made by the board pursuant to this section. The nonresident 
advice center shall maintain, at all tilnes, a valid unexpired license, pennit, or registration to 
conduct the advice center in compliance with the laws of the state in which it is a resident. As a 
prerequisite to registering with the board, the nonresident advice center shall subnlit a copy of 
the nl0st recent inspection report resulting fronl an inspection conducted by the regulatory or 
licensing agency of the state ill which it is located. 

(e) All nonresident advice centers shallinaintain records of cognitive pharmacy services 
including, but not linlited to, clinical advice or infomlation, telephonic or in-person patient 
consultation, drug utilization review, and nledication therapy tnanagelnent provided.to patients 
or providers in this state so that the records are readily retrievable from the records of other 
services provided. 

(t) Any advice center subject to this section shall, during its regular hours of operation, but not 
less than six days per week, and for a nlininlunl of 40 hours per week, provide a toll-free 
telephone service to facilitate comtnunication between patients in this state and a phannacist at 
the advice center who has access to the patient's records. This toll-free telephone number shall be 
disclosed during each interaction with a patient or provider in this state. 

(g) The registration fee shall be the fee specified in ... 

§ 4112.2. Nonresident prescription processing centers; registration; prerequisites and 
requirements; fee; application 

(a) Any prescription processing center located outside this state that provides drug 
order/prescription review by perfonning functions including, but not limited to, data entry, drug 
utilization review, patient and/or prescriber contact, claims subnlission and processing, patient 
profile review, and allergy and drug-interaction review, into this state shall be considered a 
nonresident prescription processing center. 

(b) All nonresident prescription processing centers shall register with the board. The board may 
register a nonresident prescription processing center that is organized as a limited liability 
company in the state in which it is licensed. 

(c) A nonresident prescription processing center shall disclose to the board the location, HaIneS, 
and titles of 0) its agent for service of process in this state, (2) all principal corporate officers, if 
any, (3) all general partners, if any, and (4) all phannacists who are providing drug 
order/prescription review by perfornling functions including, but not litnited to, data entry, dnlg 
utilization review, patient and/or prescriber contact, claitns suhlnission and processing, patient 
profile review, and allergy and drug-interaction review to residents of this state. A report 
containing this infolmation shall be made on an annual basis and within 30 days after any change 
of office, cot]?orate officer, partner, or pharmacist. 

14 

http:provided.to


Cd) All nonresident prescription processing centers shall COlTIply with all lawful directions and 
requests for infornlation froln the regulatory or licensing agency of the state in which it is 
licensed as well as with all requests for information made by the board pursuant to this section. 
The nonresident prescription processing center shalllnaintain, at all tilnes, a valid unexpired 
license, permit, or registration to conduct the prescription processing center in compliance with 
the laws of the state in which it is a resident. As a prerequisite to registering with the board, the 
nonresident prescription processing center shall sublnit a copy of the nlost recent inspection 
report resulting froln an inspection conducted by the regulatory or licensing agency of the state 
in which it is located. 

C e) All nonresident prescription processing centers shall maintain records of dnlg 
order/prescription review by perfonning functions including, but not limited to, data entry, drug 
utilization review, patient and/or prescriber contact, claims subnlission and processing, patient 
profile review, and allergy and drug-interaction review provided.to patients or providers in this 
state so that the records are readily retrievable fro In the records of other services provided. 

(:0 Any prescription processing center subject to this section shall, during its regular hours of 
operation, but not less than six days per week, and for a nlininlunl of 40 hours per week, provide 
a toll-free telephone service to facilitate conlmunication between patients in this state and a 
pharmacist at the advice center who has access to the patient's records. This toll-free telephone 
nUlnber shall be disclosed during each interaction with a patient or provider in this state. 

(g) The registration fee shall be the fee specified in ... 

§ 4120.1. Nonresident advice centers; registration; application fonTIs; legislative intent 

Ca) A nonresident advice center shall not provide cognitive pharmacy services including, but not 
liInited to, clinical advice or infonnation, telephonic or in-person patient consultation, drug 
utilization review, or medication therapy nlanagement, to or for patients or providers in this state 
without registering as a nom-esident advice center. 
(b) Applications for a nonresident advice center shall be Inade on a fonn furnished by the board. 
The board 111ay require any information the board deenlS reasonably necessary to carry out the 
pUrPoses of this section. 

C c) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
advice center pursuant to this section to change or affect the tax liability iInposed by Chapter 3 
(commencing with Section 23501) ofPmi 11 of Division 2 of the Revenue and Taxation Code on 
any nonresident advice center. 

(d) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
advice center pursuant to this section to serve as any evidence that the nonresident advice center 
is doing business within this state. 

§ 4120.2. Nonresident prescription processing centers; registration; application fornls; legislative 
intent 
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(a) A nonresident prescription processing center shall not provide drug order/prescription review 
services by perfonning functions including, but not limited to, data entry, drug utilization review, 
patient and/or prescriber contact, claims subnlission and processing, patient profile review, and 
allergy and dnlg-interaction review, to or for patients or providers in this state without 
registering as a nonresident prescription processing center. 

(b) Applications for a nonresident prescription processing center shall be nlade on a fonn 
furnished by the board. The board luay require any infornlation the board deems reasonably 
necessary to cany out the purposes of this section. 

(c) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
prescription processing center pursuant to this section to change or affect the tax liability 
imposed by Chapter 3 (comnlencing with Section 23501) of Part 11 of Division 2 of the Revenue 
and Taxation Code on any nonresident prescription processing center. 

(d) The Legislature, by enacting this section, does not intend a license issued to any nonresident 
prescription processing center pursuant to this section to serve as any evidence that the 
nonresident prescription processing center is doing business within this state. 

§ 4125. Quality assurance program 

(a) Every phannacy, advice center, and prescription processing center shall establish a quality 
assurance program that shall, at a minimum, document medication errors and/or errors in 
provision of cognitive pharmacy services or prescription processing services attributable, in 
whole or in part, to the phannacy or its personnel. The purpose of the quality assurance program 
shall be to assess errors that occur in the phannacy in dispensing or furnishing prescription 
medications, or providing cognitive phannacy services or prescription processing services,-so 
that the phannacy may take appropriate action to prevent a recurrence. 

(b) Records generated for and maintained as a component of a phannacy's ongoing quality 
assurance program shall be considered peer review documents and not subject to discovery in 
any arbitration, civil, or other proceeding, except as provided hereafter. That privilege shall not 
prevent review of a phannacy's quality assurance program and records maintained as part of that 
system by the board as necessary to protect the public health and safety or if fraud is alleged by a 
government agency with jurisdiction over the phannacy. Nothing in this section shall be 
construed to prohibit a patient from accessing his or her own prescription records. Nothing in this 
section shall affect the discoverability of any records not solely generated for and maintained as 
a component of a phannacy's ongoing quality assurance program. 

(c) This section shall becOlne operative on January 1, 2002. 

§ 4201. Contents of applications; fees; powers of license holders 

(a) Each application to conduct a phannacy, wholesaler, ef-veterinary food-animal drug retailer, 
advice center, or prescription processing center, shall be made on a fonn furnished by the board, 
and shall state the name, address, usual occupation, and professional qualifications, if any, of the 
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applicant. If the applicant is other than a natural person, the application shall state the 
information as to each person beneficially interested therein. 

(b) As used in this section, and subject to subdivision (c), the term "person beneficially 
interested" means and includes: 

(1) If the applicant is a partnership or other unincorporated association, each partner or member. 

(2) If the applicant is a corporation, each of its officers, directors, and stockholders, provided that 
no natural person shall be deemed to be beneficially interested in a nonprofit corporation. 

(3) If the applicant is a limited liability company, each officer, manager, or member. 

(c) In any case where the applicant is a partnership or other unincorporated association, is a 
limited liability company, or is a corporation, and where the number of partners, melnbers, or 
stockholders, as the case may be, exceeds five, the application shall so state, and shall further 
state the information required by subdivision (a) as to each of the five partners, members, or 
stockholders who own the five largest interests in the applicant entity. Upon request by the 
executive officer, the applicant shall furnish the board with the information required by 
subdivision (a) as to partners, members, or stockholders not named in the application, or shall 
refer the board to an appropriate source of that information. 

(d) The application shall contain a statement to the effect that the applicant has not been 
convicted of a felony and has not violated any of the provisions of this chapter. If the applicant 
cannot make this statement, the application shall contain a statement of the violation, if any, or 
reasons which will prevent the applicant from being able to comply with the requirements with 
respect to the statement. 

(e) Upon the approval of the application by the board and payment of the fee required by this 
chapter for each pharmacy, wholesaler, er-veterinary food-animal drug retailer, advice center, or 
prescription processing center, the executive officer of the board shall issue a license to conduct 
a pharmacy, wholesaler, er-veterinary food-animal drug retailer, advice center, or prescription 
processing center, if all of the provisions of this chapter have been complied with. 

(f) Notwithstanding any other provision of law, the pharmacy license shall authorize the holder 
to conduct a pharmacy. The license shall be renewed annually and shall not be transferable. 

(g) Notwithstanding any other provision of law, the wholesale license shall authorize the holder 
to wholesale dangerous drugs and dangerous devices. The license shall be renewed annually and 
shall not be transferable. 

(h) Notwithstanding any other provision of law, the veterinary food-animal drug retailer license 
shall authorize the holder thereof to conduct a veterinary food-animal drug retailer and to sell 
and dispense veterinary food-aniInal drugs as defined in Section 4042. 
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(i) Notwithstanding any other provision of law, the advice center license shall authorize the 
holder thereof to conduct an advice center and to provide cognitive phannacy services as defined 
in Section 4016.5. 

CD Notwithstanding any other provision of law, the prescription processing center license shall 
authorize the holder thereof to conduct a prescription processing center and to provide drug 
order/prescription review services as defined in Section 4040.1. 

(ik) For licenses referred to in subdivisions (f), (g), aru:l-(h), (1), and (D, any change in the 
proposed beneficial ownership interest shall be reported to the board within 30 days thereafter 
upon a fonn to be furnished by the board. 

0) This section shall becol11e operati-ve on July 1, 2001. 

§ 4207. Investigations; limitations; requests for additional information 

(a) Upon receipt of an application for a license and the applicable fee, the board shall make a 
thorough investigation to detennine whether the applicant is qualified for the license being 
sought. The board shall also detennine whether this article has been complied with, and shall 
investigate all matters directly related to the issuance of the license that may affect the public 
welfare. 

(b) The board shall not investigate matters connected with the operation of a premises other than 
those matters solely related to the furnishing of dangerous drugs or dangerous devices, or to the 
perfornlance or provision of advice center or prescription processing center services, that might 
adversely affect the public welfare. 

(c) The board shall deny an application for a license if the applicant does not qualify for the 
license being sought. 

(d) Notwithstanding any other provision of law, the board may request any infonnation it deems 
necessary to complete the application investigation required by this section, and a request for 
infonnation that the board deems necessary in carrying out this section in any application or 
related fonn devised by the board shall not be required to be adopted by regulation pursuant to 
the Administrative Procedures Act (Chapter 3.5 (commencing with Section 11340) of Part 1 of 
Division 3 of Title 2 of the Govelwnent Code). 

Finally, other options would include (i) licensing such entities as "pharmacies" under the 
current definition(s), without revision, (ii) not licensing these entities at all, (iii) deferring 
the licensure of these entities to some other agency (e.g., Department of Health Services), or 
(iv) awaiting some consensus at the national level about interstate cooperation thereon. 

None of these alternatives would apparently require statutory revision at this time. 
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2. Out-of-State Pharmacists ( and Pharmacies) 

A second primary topic for discussion has been whether and/or how to regulate those out-of-state 
pharmacists who provide cognitive services and/or prescription processing services to and/or for 
California patients and providers, particularly where those pharmacists are doing so not through 
affiliation with or employment by a licensed entity (e.g., nonresident pharmacy, advice center, or 
prescription processing center), but on a consulting or other non-site-specific basis. During all of 
the Committee's discussion(s) of this issue, there has been acknowledgment of a need to balance 
the Board's primary duty to protect the public with its desire not to impede either patient access 
to services (particularly for California patients) or to squeeze pharmacists out of the marketplace. 

This issue has not arisen directly in the past, with regard to out-of-state pharmacists filling and/or 
dispensing prescription drugs, because until now those out-of-state pharmacists have worked in 
(or at least this has been the assumption) nonresident pharmacies that were themselves required 
to maintain licensure. So there has not previously been a perceived need to consider licensing 
out-of-state pharmacists separately (in California) from the entities in which they practice. Now, 
however, there apparently has been or may be an industry growth in the number ofpharmacists 
in other states providing services to California patients or providers who are not permanently or 
indivisibly affiliated with any particular (licensed) premises. This seems particularly likely with 
regard to cognitive/prescription processing services, which due to imaging/file-sharing advances, 
are not nearly as tied to a particular "place" as are (or were) dispensing functions. 
Secondary and tertiary considerations arise from this discussion as well, including: whether to 
limit the requirement of California licensure to out-of-state pharmacists providing cognitive or 
prescription processing services, or to extend it to those dispensing medications as well; whether 
to require this licensure of all pharmacists providing such services to California patients and/or 
providers, or only those not affiliated with a licensed entity of some kind; whether to put primary 
responsibility for record-keeping pertaining to provision of services to California patients on the 
shoulders of a licensed entity, or on the shoulders of the pharmacist (whether or not licensed in 
California); and/or if out-of-state pharmacists are not required to be licensed in California, how 
best to enforce violations of (particularly, California) law committed by those pharmacists. 

The wide-ranging discussion at the March and June 2005 meetings has seemed to acknowledge a 
possibility of choosing between (this list is not exhaustive or exclusive, only reflective of those 
options primarily discussed) (a) licensing all out-of-state pharmacists, (b) requiring out-of-state 
phannacists to maintain some form of registration short of licensure, (c) licensing only entities 
under the auspices of which out-of-state pharmacists would (be required to) practice, and/or (d) 
requiring that the pharmacists-in-charge of these licensed entities also be licensed in California. 

The March 2005 draft statutory chose a combination of (a), ( c), and (d), requiring licensure for 
all out-of-state pharmacists providing cognitive services or prescription processing services to 
California, and also requiring licensure of the pharmacist-in-charge of a nonresident pharmacy. 
This was accomplished through amendments to B&P 4051(c) and (d), 4112(e) and (g), and 4113. 

§ 4051. Dangerous drugs and devicesPhannacy practice 
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(a) The holder of a valid, unexpired pharnlacist license issued by the board is vested with the 
authority and responsibility to perform the following functions inherent to phalmacy practice: 

(1) Interpreting, verifying, and implenlenting drug orders and prescriptions; 
(2) Dispensing pursuant to legitimate drug orders and prescriptions; 
(3) Ensuring proper drug storage, documentation, labeling and record-keeping; 
(4) Maintaining accurate, cOlnplete, and confidential patient profiles and records; 
(5) Supervising pharmacy technicians and other ancillary personnel in the phannacy; 
(6) Designing and implelnenting quality assurance procedures and protocols; 
(7) Compounding drug products pursuant to prescription and for prescriber office use; 
(8) Maintaining safe, secure, and sanitary conditions in licensed premises; 
(9) Performing cognitive services, including drug utilization reviews and management, 
nledication therapy reviews and Inanagelnent, and patient counseling and consultation; 
(10) Collaborating with prescribers and other care providers regarding patient care; 
(11) Implementing standardized procedures and protocols regarding patient care; 
(12) Adlninistering or furnishing drugs or biologicals where permitted by law; 
(13) Initiating, adjusting, or implelnenting patient drug regiInens where pennitted by law; and 
(14) Such other pharnlacy functions as are authorized by this chapter. 

(ab.) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, 
compound, furnish, sell, or dispense any dangerous drug or dangerous device, or to dispense or 
compound any prescription pursuant to Section 4040 of a prescriber unless he or she is a 
phannacist licensed under this chapter. 

(c) Except as otherwise provided in this chapter, it is unlawful for any person to perfonn any 
prescription review, consultation, drug utilization review, medication therapy nlanagement, or 
other cognitive services for, pertaining to, or at the request of, patients, prescribers, or other care 
providers in this state, unless he or she is a phannacist licensed under this chapter. 

(eQ) Notwithstanding any other law, a pharmacist licensed under this chapter may authorize the 
initiation of a prescription, pursuant to Section 4052, and otherwise provide cognitive services, 
clinical advice or information.'). or patient consultation.1 if all of the following conditions are met: 

(1) The cognitive service, clinical advice or information.1 or patient consultation is provided to a 
health care professional or to a patient. 

(2) The pharmacist has access to prescription records, patient profile§., or other relevant medical 
information for purposes of cognitive services, patient and clinical consultation.1 and advice, and 
appropriately reviews that infornlation before perfonning any of these functions."; 

(3) Access to the information described in paragraph (2) is secure from unauthorized access and 
use. 

(4) A phannacist authorizing the initiation or adjustment of a prescription, providing clinical 
advice or infornlation or patient consultation outside the prelnises of a licensed phannacy shall 
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lnaintain the patient records or other patient-specific infonnation used in those activities in a 
readily retrievable form and provide those records to the board upon request. These records or 
information shall be preserved for a period of at least three years from the date they were relied 
upon or consulted by for the purposes of perfonning any such function. 

§ 4112. Nonresident pharmacies; registration; prerequisites and requirements; fee; application; 
contact lenses 

(a) Any pharmacy located outside this state that ships, mails, or delivers, in any manner, 
controlled substances, dangerous drugs, or dangerous devices into this state, and/or that perfomls 
prescription review, patient consultation, drug utilization review, nledication therapy 
managelnent, or other cognitive phatmacy services for patients in this state,-shall be considered a 
nonresident pharmacy. 

(b) All nonresident pharmacies shall register with the board. The board may register a 
nonresident pharmacy that is organized as a limited liability company in the state in which it is 
licensed. 

(c) A nonresident pharmacy shall disclose to the board the location, names, and titles of (1) its 
agent for service ofprocess in this state, (2) all principal corporate officers, if any, (3) all general 
partners, if any, and (4) all pharmacists who are dispensing controlled substances, dangerous 
drugs, or dangerous devices to residents of this state. A report containing this information shall 
be made on an annual basis and within 30 days after any change of office, corporate officer, 
partner, or pharmacist. 

(d) All nonresident pharmacies shall comply with all lawful directions and requests for 
information froln the regulatory or licensing agency of the state in which it is licensed as well as 
with all requests for information made by the board pursuant to this section. The nonresident 
pharmacy shall maintain, at all times, a valid unexpired license, permit, or registration to conduct 
the pharmacy in compliance with the laws of the state in which it is a resident. As a prerequisite 
to registering with the board, the nonresident pharmacy shall submit a copy of the most recent 
inspection report resulting from an inspection conducted by the regulatory or licensing agency of 
the state in which it is located. 

(e) All nonresident phamlacies shall cOInply with Section 4113. 

(eD All nonresident pharmacies shall maintain records of controlled substances, dangerous 
drugs, or dangerous devices dispensed to patients in this state so that the records are readily 
retrievable from the records of other drugs dispensed. 

(g) Any prescription review, consultation, drug utilization review, Inedication therapy 
nlanagement, or other cognitive services performed by a nonresident phannacy for, pertaining to, 
or at the request of, patients, prescribers, or other care providers in this state, may only be 
perfomled by a phannacist licensed under this chapter. 
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(fh) Any phannacy subject to this section shall, during its regular hours of operation, but not less 
than six days per week, and for a minimum of 40 hours per week, provide a toll-free telephone 
service to facilitate communication between patients in this state and a phannacist at the 
phannacy who has access to the patient's records. This toll-free telephone number shall be 
disclosed on a label affixed to each container of drugs dispensed to patients in this state. 

(gi) The board shall adopt regulations that apply the same requirements or standards for oral 
consultation to a nonresident phannacy that operates pursuant to this section and ships, mails, or 
delivers any controlled substances, dangerous drugs, or dangerous devices to residents of this 
state, as are applied to an in-state phannacy that operates pursuant to Section 4037 when the 
phannacy ships, mails, or delivers any controlled substances, dangerous drugs, or dangerous 
devices to residents of this state. The board shall not adopt any regulations that require face-to
face consultation for a prescription that is shipped, mailed, or delivered to the patient. The 
regulations adopted pursuant to this subdivision shall not result in any unnecessary delay in 
patients receiving their medication. 

(ni) The registration fee shall be the fee specified in subdivision (a) of Section 4400. 

(i) The registration requirements of this section shall apply only to a nonresident pharmacy that 
ships, mails, or delivers controlled substances, dangerous drugs, and dangerous devices into this 
st-at-e-pursuant to a prescription. 
Uk) Nothing in this section shall be construed to authorize the dispensing of contact lenses by 
nonresident phannacists except as provided by Section 4124. 

§ 4113. Pharmacists-in-charge; designation; responsibilities; notifications 

(a) Every phannacy shall designate a phannacist-in-charge, and shall not operate as a phannacy 
without a designated phannacist-in-charge. and vlWithin 30 days tlwreefof a new or replacement 
designation, the phannacy shall notify subn1it an application for approval of this designation to 
the board stating in writing ef-the identity and license number of that-the designated phamlacist
in-charge, phannacist and the date he or she was designated. The designated phannacist-in
charge lTIUSt have a valid, unexpired pharnlacist license issued by the board. Where a designated 
pharmacist-in-charge has been denied a license, had a license revoked, suspended, or placed on 
probation, or is the subject of an ongoing board investigation into possible unprofessional 
conduct, the board nlay prospectively refuse or retroactively withdraw its approval of the 
designation and require that the phannacy designate another phannacist-in-charge. 

(b) The phannacist-in-charge shall be responsible for a phannacy's compliance with all state and 
federal laws and regulations pertaining to the practice of phannacy. 

(c) Every phannacy shall notify the board within 30 days of the date when a phannacist ceases to 
be a phannacist-in-charge. This duty is separate fronl and additional to that stated in subpart (a). 
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There has been concern expressed at the March and June 2005 meetings that this requirement of 
licensure would be burdensome to nonresident pharmacies and out-of-state pharmacists. Various 
other options were discussed at the meetings such as a "registration program" for the nonresident 
pharmacist, some type of national license certification by the National Association of Boards of 
Pharmacy (NABP), reciprocity, and/or no additional licensure but a requirement that the out-of
state pharmacist meet California practice standards. Another possibility would be striking the 
requirement that the individual practitioner be licensed in California, instead requiring that the 
out-of-state pharmacist providing services (or drugs) to California patients practice under the 
auspices of an entity licensed as a nonresident pharmacy (or other form of site license), with a 
possible further requirement that the pharmacist-in-charge be a California licensee. 

As was discussed at the June 2005 Committee meeting, NABP model rules would require that a 
pharmacist providing telepharmacy services across state lines identify himself or herself to any 
patient as a "licensed pharmacist," notify patients of the jurisdiction in which he/she is currently 
licensed to practice pharmacy, and register (with relevant state boards) to practice telepharmacy 
across state lines and provide patients with the jurisdiction's Board address and phone number. 

Alnong the above-listed alternatives to requiring licensure of all out-of-state pharmacists (or at 
least out-of-state PICs) that have been discussed, two are presented herein in possible statutory 
form: (1) the possibility of a non-licensure "certification" of some sort (perhaps supported by 
NABP), which would require conformance to California standards; and (2) the possibility that 
licensure would not be required of out-of-state pharmacists so long as services delivered to any 
California patient were delivered under the auspices of a California-licensed pharmacy/entity. 

First, possible draft language for the "certification" alternative: 

§ 4018.5. Celiified out-of-state pharnlacist 

"Celiified out-of-state pharnlacist" Ineans and includes a pharmacist licensed in good standing 
by another state who has applied for and received a certification of status frOlD the board. 

§ 4051. Dangerous drugs and devicesPhannacy practice 

(a) The holder of a valid, unexpired phannacist license issued by the board is vested with the 
authority and responsibility to perform the following functions inherent to pharnlacy practice: 

0) Interpreting, verifying, and implelnenting drug orders and prescriptions; 
(2) Dispensing pursuant to legitinlate drug orders and prescriptions; 
(3) Ensuring proper drug storage, docunlentation, labeling and record-keeping; 
(4) Maintaining accurate, complete, and confidential patient profiles and records; 
(5) Supervising phamlacy technicians and other ancillary personnel in the pharnlacy; 
(6) Designing and implenlenting quality assurance procedures and protocols; 
(7) Compounding dnlg products pursuant to prescription and for prescriber office use; 
(8) Maintaining safe, secure, and sanitary conditions in licensed prenlises; 
(9) Perfornling cognitive services, including drug utilization reviews and managenlent, 
Inedication therapy reviews and management, and patient counseling and consultation; 
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(10) Collaborating with prescribers and other care providers regarding patient care; 
(11) Inlplenlenting standardized procedures and protocols regarding patient care; 
(12) Adlninistering or furnishing dnlgs or biologicals where pennitted by law; 
(13) Initiating, adjusting, or implementing patient dlUg regiInens where permitted by law; and 
(1.4) Such other phamlacy functions as are authorized by this chapter. 

(ah) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, 
compound, furnish, sell, or dispense any dangerous drug or dangerous device, or to dispense or 
compound any prescription pursuant to Section 4040 of a prescriber to a patient in this state 
unless he or she is a phannacist licensed under this chapter or is a certified out-of-state 
phannacist pursuant to Section 4200.6. 

(c) Except as otherwise provided in this chapter, it is unlawful for any person to perfonn any 
prescription review, consultation, drug utilization review, medication therapy nlanagenlent, or 
other cognitive services for, pertaining to, or at the request of, patients, prescribers, or other care 
providers in this state, unless he or she is a phannacist licensed under this chapter or is a certified 
out-of-state phannacist pursuant to Section 4200.6. 

(174) Notwithstanding any other law, a phannacist licensed under this chapter or a certified out
of-state phannacist may authorize the initiation of a prescription, pursuant to Section 4052, and 
otherwise provide cognitive services, clinical advice or infonnation:l or patient consultation:l if all 
of the following conditions are met: 

(1) The cognitive service, clinical advice or infonnation:l or patient consultation is provided to a 
health care professional or to a patient. 

(2) The pharmacist or certified out-of-state phannacist has access to prescription records, patient 
profile~, or other relevant medical information for purposes of cognitive services, patient and 
clinical consultation:l and advice, and appropriately reviews that infonnation before perfornling 
any of these functions.-;

(3) Access to the infonnation described in paragraph (2) is secure from unauthorized access and 
use. 

(4) A phannacist or certified out-of-state phannacist authorizing the initiation or adjustlnent of a 
prescription, providing clinical advice or information or patient consultation outside the premises 
of a licensed phannacy shall maintain the patient records or other patient-specific infonl1ation 
used in those activities in a readily retrievable form and provide those records to the board upon 
request. These records or infornlation shall be preserved for a period of at least three years fro In 
the date they \vere relied upon or consulted by for the purposes of perfornling any such function. 

§ 4112. Nonresident pharmacies; registration; prerequisites and requirements; fee; application; 
contact lenses 

(a) Any pharmacy located outside this state that ships, mails, or delivers, in any manner, 
controlled substances, dangerous drugs, or dangerous devices into this state, and/or that perfonns 
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prescription review, patient consultation, drug utilization review, nledication therapy 
nlanagement, or other cognitive pharmacy services for patients in this state,-shall be considered a 
nonresident pharmacy. 

(b) All nonresident pharmacies shall register with the board. The board may register a 
nonresident pharmacy that is organized as a limited liability company in the state in which it is 
licensed. 

(c) A nonresident pharmacy shall disclose to the board the location, names, and titles of (1) its 
agent for service of process in this state, (2) all principal corporate officers, if any, (3) all general 
partners, if any, and (4) all pharmacists who are dispensing controlled substances, dangerous 
drugs, or dangerous devices to residents of this state. A report containing this information shall 
be made on an annual basis and within 30 days after any change of office, corporate officer, 
partner, or pharmacist. 

(d) All nonresident pharmacies shall comply with all lawful directions and requests for 
information from the regulatory or licensing agency of the state in which it is licensed as well as 
with all requests for information made by the board pursuant to this section. The nonresident 
pharmacy shall maintain, at all times, a valid unexpired license, permit, or registration to conduct 
the pharmacy in compliance with the laws of the state in which it is a resident. As a prerequisite 
to registering with the board, the nonresident pharmacy shall submit a copy of the most recent 
inspection report resulting from an inspection conducted by the regulatory or licensing agency of 
the state in which it is located. 
(e) All nonresident phamlacies shall con1ply with Section 4113. 

(ef) All nonresident pharmacies shall maintain records of controlled substances, dangerous 
drugs, or dangerous devices dispensed to patients in this state so that the records are readily 
retrievable from the records of other drugs dispensed. 

(g) Any prescription review, consultation, drug utilization review, lnedication therapy 
lnanagement, or other cognitive services perfolmed by a nom'esident phannacy for, pertaining to, 
or at the request of, patients, prescribers, or other care providers in this state, n1ay only be 
performed by a phamlacist licensed under this chapter or by a celiified out-of-state phamlacist. 

(fh) Any pharmacy subject to this section shall, during its regular hours of operation, but not less 
than six days per week, and for a minimum of 40 hours per week, provide a toll-free telephone 
service to facilitate communication between patients in this state and a pharmacist at the 
pharmacy who has access to the patient's records. This toll-free telephone number shall be 
disclosed on a label affixed to each container of drugs dispensed to patients in this state. 

(gi) The board shall adopt regulations that apply the same requirements or standards for oral 
consultation to a nonresident pharmacy that operates pursuant to this section and ships, mails, or 
delivers any controlled substances, dangerous drugs, or dangerous devices to residents of this 
state, as are applied to an in-state pharmacy that operates pursuant to Section 4037 when the 
pharmacy ships, mails, or delivers any controlled substances, dangerous drugs, or dangerous 
devices to residents of this state. The board shall not adopt any regulations that require face-to
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face consultation for a prescription that is shipped, mailed, or delivered to the patient. The 
regulations adopted pursuant to this subdivision shall not result in any unnecessary delay in 
patients receiving their medication. 

(hi) The registration fee shall be the fee specified in subdivision (a) of Section 4400. 

(i) The registration requirements of this section shall apply only to a nonresident pharmacy that 
ships, mails, or delivers controlled substances, dangerous dnlgs, and dangerous devices into this 
state pursuant to a prescription. 

Uk) Nothing in this section shall be construed to authorize the dispensing of contact lenses by 
nonresident phannacists except as provided by Section 4124. 

§ 4200.6. Certified out-of-state phamlacist; qualifications; proof; fees 

(a) The board may certify as a certified out-of-state pharmacist any applicant who I11eets all the 
following requirel11ents: 

(1) Is at least 18 years of age. 

(2) Has a phamlacist license in good standing issued by another state in the ·United States. 

(3) Provides a certification of his or her licensure in good standing fron} the state(s) of licensure 
[and/or a certification of licensure in good standing frol11 the NABP]. 

(4) Affinns, under penalty of perjury, his or her knowledge of the requireI11ents ofCalifonlia law 
pertaining to phannacy, agrees to abide by and/or be bound by California perfon11ance standards, 
and aclmowledges that any violation thereof shall lead to revocation of this certification. 

Cb) Proof of the qualifications of an applicant for certification as a certified out-of-state 
phamlacist, shall be I11ade to the satisfaction of the board and shall be substantiated by affidavits 
or other evidence as may be required by the board. 

(c) Each person, upon application for certification as a certified out-of-state phannacist under 
this chapter, shall pay to the executive officer of the board, the fees provided by this chapter. The 
fees shall be cOI11pensation to the board for investigation or exanlination of the applicant. 

Cd) Any certification issued hereunder shall expire after two years, and may only be renewed by 
subsequent application for renewal. Any applicant for renewal must nleet all of the requireI11ents 
for an initial applicant for certification as stated by this section. 

Ce) Any application for initial certification or renewal is subject to denial on any of the grounds 
for denial of any other license issued by the board. 

CD Any celiification issued hereunder is subject to suspension, revocation, or other discipline on 
any of the grounds for discipline against any other license issued by the board. 
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Second, possible draft language for the "affiliation" requirement: 

§ 4051. Dangerous drugs and devicesPharnlacy practice 

(a) The holder of a valid, unexpired pharnlacist license issued by the board is vested with the 
authority and responsibility to perfolm the following functions inherent to phannacy practice: 
(1) Interpreting, verifying, and implelnenting drug orders and prescriptions; 
(2) :Oispensing pursuant to legitilnate drug orders and prescriptions; 
(3) Ensuring proper drug storage, docunlentation, labeling and record-keeping; 
(4) Maintaining accurate, complete, and confidential patient profiles and records; 
(5) Supervising phannacy technicians and other ancillary personnel in the pharnlacy; 
(6) Designing andinlplementing quality assurance procedures and protocols; 
(7) Compounding drug products pursuant to prescription and for prescriber office use; 
(8) Maintaining safe, secure, and sanitary conditions in licensed premises; 
(9) Perfornling cognitive services, including drug utilization reviews and 111anagenlent, 
111edication therapy reviews and management, and patient counseling and consultation; 
(10) Collaborating with prescribers and other care providers regarding patient care; 
(11) Ilnplelnenting standardized procedures and protocols regarding patient care; 
(12) Administering or furnishing drugs or biologicals where pernlitted by law; 
(13) Initiating, adjusting, or inlplenlenting patient drug regimens where pernlitted by law; and 
(14) Such other phannacy functions as are authorized by this chapter. 
(flb.) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, 
compound, furnish, sell, or dispense any dangerous drug or dangerous device, or to dispense or 
compound any prescription pursuant to Section 4040 of a prescriber to a patient in this state 
unless he or she is a phannacist licensed under this chapter or is a phanl1acist perfonning any of 
these functions while enlployed by or as an owner, officer, principal or agent of a phannacy or a 
nom"esident pharnlacy licensed under this chapter. 

(c) Except as otherwise provided in this chapter, it is unlawful for any person to perfornl any 
prescription review, consultation, drug utilization review, nledication therapy Inanagelnent, or 
other cognitive services for, pertaining to, or at the request of, patients, prescribers, or other care 
providers in this state, unless he or she is a pharmacist licensed under this chapter or is a 
pharnlacist perfonning any of these functions while employed by or as an owner, officer, 
principal or agent of a pharnlacy or a nonresident phannacy licensed under this chapter. 

(1.74) Notwithstanding any other law, a phannacist licensed under this chapter or functioning as 
an employee, owner, officer, principal, or agent of a pharnlacy or a nonresident pharnlacy 
licensed under this chapter may authorize the initiation of a prescription, pursuant to Section 
4052, and otherwise provide cognitive services, clinical advice or infonnation.1 or patient 
consultation.1 if all of the following conditions are met: 

(1) The cognitive service, clinical advice or infonnation.1 or patient consultation is provided to a 
health care professional or to a patient. 
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(2) The pharmacist licensed under this chapter or functioning as an employee, owner, officer, 
principal, or agent of a phatmacy or a nonresident pharmacy licensed under this chapter has 
access to prescription records, patient profile§, or other relevant medical information for 
purposes of cognitive services, patient and clinical consultation!). and advice, and appropriately 
reviews that infornlation before performing any of these functions.-;

(3) Access to the information described in paragraph (2) is secure from unauthorized access and 
use. 

(4) A phamlacist licensed under this chapter or a phamlacist functioning as an elnployee, owner, 
officer, principal, or agent of a phatmacy or a nonresident pharmacy licensed under this chapter, 
in authorizing the initiation or adjustment of a prescription, or in providing clinical advice or 
infonnation or patient consultation outside the premises of a licensed pharmacy, shall maintain 
the patient records or other patient-specific information used in those activities in a readily 
retrievable form and provide those records to the board upon request. These records or 
infonnation shall be preserved for a period of at least three years fronl the date they were relied 
upon or consulted by for the purposes of perfonning any such function. 

§ 4112. Nonresident pharmacies; registration; prerequisites and requirements; fee; application; 
contact lenses 

(a) Any pharmacy located outside this state that ships, mails, or delivers, in any manner, 
controlled substances, dangerous drugs, or dangerous devices into this state, and/or that performs 
prescription review, patient consultation, dnlg utilization review, medication therapy 
Inanagenlent, or other cognitive pharmacy services for patients in this state,-shall be considered a 
nonresident pharmacy. 

(b) All nonresident pharmacies shall register with the board. The board may register a 
nonresident phannacy that is organized as a limited liability company in the state in which it is 
licensed. 

(c) A nonresident pharmacy shall disclose to the board the location, names, and titles of (1) its 
agent for service ofprocess in this state, (2) all principal corporate officers, if any, (3) all general 
partners, if any, and (4) all pharmacists who are dispensing controlled substances, dangerous 
dnlgs, or dangerous devices to residents of this state. A report containing this information shall 
be made on an annual basis and within 30 days after any change of office, corporate officer, 
partner, or pharmacist. 

(d) All nonresident pharmacies shall comply with all lawful directions and requests for 
information from the regulatory or licensing agency of the state in which it is licensed as well as 
with all requests for information made by the board pursuant to this section. The nonresident 
pharmacy shall maintain, at all times, a valid unexpired license, permit, or registration to conduct 
the pharmacy in compliance with the laws of the state in which it is a resident. As a prerequisite 
to registering with the board, the nonresident pharmacy shall submit a copy of the most recent 
inspection report resulting from an inspection conducted by the regulatory or licensing agency of 
the state in which it is located. 
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(e) All nonresident pharmacies shall conlply with Section 4113. 

(e1) All nonresident pharmacies shall maintain records of controlled substances, dangerous 
drugs, or dangerous devices dispensed to patients in this state so that the records are readily 
retrievable from the records of other drugs dispensed. 

(g) Any prescription review, consultation, drug utilization review, nledication therapy 
lnanagelnent, or other cognitive services perfonned by a nonresident pharmacy for, pertaining to, 
or at the request of, patients, prescribers, or other care providers in this state, may only be 
performed by a pharmacist licensed under this chapter or by a phannacist who is an employee, 
owner, officer, principal, or agent of the nonresident phatmacy. 

(411) Any pharmacy subject to this section shall, during its regular hours of operation, but not less 
than six days per week, and for a minimum of 40 hours per week, provide a toll-free telephone 
service to facilitate communication between patients in this state and a pharmacist at the 
phannacy who has access to the patient's records. This toll-free telephone number shall be 
disclosed on a label affixed to each container of drugs dispensed to patients in this state. 

(gi) The board shall adopt regulations that apply the same requirements or standards for oral 
consultation to a nonresident pharmacy that operates pursuant to this section and ships, mails, or 
delivers any controlled substances, dangerous drugs, or dangerous devices to residents of this 
state, as are applied to an in-state pharmacy that operates pursuant to Section 4037 when the 
pharmacy ships, mails, or delivers any controlled substances, dangerous drugs, or dangerous 
devices to residents of this state. The board shall not adopt any regulations that require face-to
face consultation for a prescription that is shipped, mailed, or delivered to the patient. The 
regulations adopted pursuant to this subdivision shall not result in any unnecessary delay in 
patients receiving their medication. 

(hi) The registration fee shall be the fee specified in subdivision (a) of Section 4400. 

(i) The registration requirenlents of this section shall apply only to a nonresident phannacy that 
ships,mails, or delivers controlled substances, dangerous drugs, and dangerous devices into this 
state pursuant to a prescription. 

Gk) Nothing in this section shall be construed to authorize the dispensing of contact lenses by 
nonresident pharmacists except as provided by Section 4124. 
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3. Definition of "Pharmacy Practice" 

The third and final primary topic for discussion has been whether and/or how to amend or 
expand statutory definition(s) of practice as a pharmacist to (i) better conform to existing 
practice, (ii) emphasize the professional development of pharmacy, and/or (iii) maximize the 
potential for California pharmacist practice reimbursement under Medicare Part D. 

The statutory proposals pertaining to this subject area made along with the others for the March 
2005 Licensing Committee meeting have not generated comment on specifics of the proposed 
language so much as they have inspired discussion about whether (and how) it is a good idea to 
expand and/or specify the practice definitions in this way. Therefore, what follows is a verbatim 
reiteration of those statutory amendments pertaining to this subject that were presented in March 
2005. Except as already specified above, at least some of these (particularly revisions to B&P 
4052, which essentially just reduce the size of section 4052 and relocate subparts to sections 
4052.1-4052.3) seem non-controversial. Others have not Y:,et been fully debated. 

In brief, the idea behind many of these suggested amendments/revisions is to recognize in statute 
that the practice of pharmacy means far more than simply counting and dispensing medications, 
that it is a professional practice, and that it can be practiced both within and without the four 
walls of a traditional pharmacy, by licensed professional pharmacists. 

§ 4036. Pharmacist 

"Pharmacist" means a natural person to whom a license has been issued by the board, under 
Section 4200, except as specifically provided otherwise in this chapter. The holder of a valid, 
unexpired phalmacist license issued by the board is entitled to practice pharnlacy as defined by 
this chapter, within or outside of a licensed pharmacy as authorized by this chapter. 

§ 4050. Professional status 

(a) In recognition of and consistent with the decisions of the appellate courts of this state, the 
Legislature hereby declares the practice of pharmacy to be a profession. 

(b) Pharmacy practice is a dynamic patient-oriented health service that applies a scientific body 
of1mowl edge to iInprove and promote patient health by means of appropriate drug use, drug
related therapy, and communication for clinical and consultative purposes. Phalmacy practice is 
continually evolving to include nl0re sophisticated and conlprehensive patient care activities. 

§ 4051. Dangerous drugs and devicesPhannacy practice 

(a) The holder of a valid, unexpired phanllacist license issued by the board is vested with the 
authority and responsibility to perfornl the following functions inherent to pharmacy practice: 
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(l) Interpreting, verifying, and inlplenlenting drug orders and prescriptions; 
(2) Dispensing pursuant to legitimate drug orders and prescriptions; 
(3) Ensuring proper drug storage, documentation, labeling and record-keeping; 
(4) Maintaining accurate, cOlnplete, and confidential patient profiles and records; 
(5) Supervising pharmacy technicians and other ancillary personnel in the phannacy; 
(6) Designing and inlplementing quality assurance procedures and protocols; 
(7) Conlpounding drug products pursuant to prescription and for prescriber office use; 
(8) Maintaining safe, secure, and sanitary conditions in licensed prelnises; 
(9) Perfonning cognitive services, including dnlg utilization reviews and managelnent, 
nledication therapy reviews and lnanagement, and patient counseling and consultation; 
(l0) Collaborating with prescribers and other care providers regarding patient care; 
(11) Implelnenting standardized procedures and protocols regarding patient care; 
(12) Adnlinistering or funlishing drugs or biologicals where pennitted by law; 
(13) Initiating, adjusting, or implelnenting patient drug regimens where pennitted by law; and 
(14) Such other phannacy functions as are authorized by this chapter. 

(ab.) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, 
compound, furnish, sell, or dispense any dangerous drug or dangerous device, or to dispense or 
compound any prescription pursuant to Section 4040 of a prescriber unless he or she is a 
phannacist licensed under this chapter. 

ec) Except as otherwise provided in this chapter, it is unlawful for any person to perfornl any 
prescription review, consultation, drug utilization review, nledication therapy Inanagelnent, or 
other cognitive services for, pertaining to, or at the request of, patients. prescribers, or other care 
providers in this state, unless he or she is a pharnlacist licensed under this chapter. 

(eQ) Notwithstanding any other law, a phannacist licensed under this chapter may authorize the 
initiation of a prescription, pursuant to Section 4052, and otherwise provide cognitive services, 
clinical advice or infonnation.1 or patient consultation.1 if all of the following conditions are met: 

(1) The cognitive service, clinical advice or infonnation.1 or patient consultation is provided to a 
health care professional or to a patient. 

(2) The phannacist has access to prescription records, patient profile§, or other relevant medical 
infonnation for purposes of cognitive services, patient and clinical consultation.1 and advice, and 
appropriately reviews that infonnation before perfornling any of these functions."; 

(3) Access to the infonnation described in paragraph (2) is secure from unauthorized access and 
use. 

e 4) A pharmacist authorizing the initiation or adiustment of a prescription, providing clinical 
advice or infonnation or patient consultation outside the premises of a licensed phannacy shall 
Inaintain the patient records or other patient-specific infonnation used in those activities in a 
readily retrievable fonn and provide those records to the board upon request. These records or 
infonnation shall be preserved for a period of at least three years from the date they were relied 
upon or consulted by for the purposes of perfonning any such function. 
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§ 4052. Power to perform procedures and functions; training 

(a) Notwithstanding any other provision of law, a pharmacist may: 

(1) Furnish a reasonable quantity of compounded n1edication drug product to a prescriber for 
office use by the prescriber. 

(2) Transmit a valid prescription to another pharmacist. 

(3) Administer, orally or topically, drugs and biologicals pursuant to a prescriber's order. 

(4) Perform the follo\ving procedures or functions in a licensed health care facility as authorized 
by Section 4052.1. in accordance \vith policies, procedures, or protocols developed by health 
professionals, including physicians, phannacists, and registered ntu-ses, \vith the concurrence of 
the facility administrator: 

(A:) Ordering or perfonning routine drug therapy related patient asseSSlnent procedures including 
telnperatare, pulse, and respiration. 

(B) Ordering drug therapy related laboratory tests. 

(C) j\dministering drugs and biologicals by injection pursaant to a prescriber's order (the 
adnlinistration of ilnlnllnizations under the supervision of a prescriber Inay also be performed 
outside of a licensed health care facilit)0. 

(D) Initiating or adjusting the drug reginlen of a patient pursuant to an order or authorization 
made by the patient's prescriber and in accordance vv'ith the policies, procedures, or protocols of 
the licensed health care facility. 

(5)W Perform the follovling procedures or functions as part of the care provided by a health 
care facility, a licensed home health agency, a licensed clinic in which there is a physician 
oversight, a provider who contracts with a licensed health care service plan with regard to the 
care or services provided to the enrollees of that health care service plan, or a physician, as 
authorized by Section 4052.2. in accordance, as applicable, vlith policies, procedures, or 
protocols of that facility, the hOlne health agency, the licensed clinic, the health care service plan, 
or that physician, in accordance \vith subparagraph (C): 

(i) Ordering or perfomling roatine drug therapy related patient assessment procedures including 
temperature, pulse, and respiration. 

(ii) Ordering drug therapy related laboratory tests. 

(iii) A:dministering dnlgs ffild biologicals by inj ection pursuant to a prescriber's order (the 
administration of itnmunizations under the sllpervision of a prescriber lnay also be performed 
outside of a licensed health care facility). 
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(iv) Initiating or adjusting the drug regimen of a patient pursuant to a specific ",'{ritten order or 
authorization Inade by the individaal patient's treating prescriber, and in accordance vlith the 
policies, procedures, or protocols of the health care facility, home health agency, licensed clinic, 
health care service plan, or physician. Adjusting the drug regimen does not include substituting 
or selecting a different drug, except as authorized by the protocol. The phannacist shall provide 
vifitten notification to the patient's treating prescriber, or enter the appropriate information in an 
electronic patient record system shared by the prescriber, of any drug reginlen initiated p-arsuant 
to this clause 'Nithin 24 hours. 

(B) A. patient's treating prescriber may prohibit, by ",vritten instruction, any adjustment or change 
in the patient's drug regitnen by the phannacist. 

(C) The policies, procedures, or protocols referred to in this paragraph shall be developed by 
health care professionals, including physicians, pharmacists, and registered ffilrses, and, at a 
l11inimum, Inee1: all of the fullovling requirenlents: 

(i) Require that the pharnlacist function as part of a nlultidisciplinary group that includes 
physicians and direct care registered nurses. The multidisciplinary group shall detennine the 
appropriate pmiicipation of the phamlacist mld the direct care registered nurse. 

(ii) Require that the medical records of the patient be available to both the patient's treating 
prescriber and the phannacist. 

(iii) Require that the procedures to be perfonned by the pharmacist relate to a condition for 
which the patient has first been seen by a physician. 

(iv) Except for procedures or functions pro:vided by a health care facility, a licensed clinic in 
'tvhich there is physician oversight, or a provider viho contracts 'tvith a licensed health care plan 
l;vith regard to the care or services provided to the enrollees of that health care service plan, 
require the procedures to be perfomled in accordance v/ith a \vritten, patient specific protocol 
approved by the treating or supervising physician. i\ny change, adjustment, or Inodification of an 
approved preexisting treat111ent or drug therapy shall be provided in \vriting to the treating or 
supervising physician '.vithin 24 hours. 

(6) Manufacture, measure, fit to the patient, or sell and repair dangerous devices or furnish 
instructions to the patient or the patient's representative concerning the use of those devices. 

(7) Provide cognitive services such as drug utilization review, nledication therapy Inanagenlent, 
consultation to patients-,- and professional information, including clinical or pharmacolo gical 
information, advice, or consultation-,- to other health care professionals. 

(8)W Furnish emergency contraception drug therapy in accordance 'Nith either of the 
follo\vingas authorized by Section 4052.3.+ 

(9) Adlninister inlmunizations under the supervision of a prescriber. 
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0) Standardized procedures or protocols developed by the phamlacist and an authorized 
prescriber 'Nho is acting vlithin his or her scope of practice. 

(1i) Standardized procedures or protocols developed and approved by both the board and the 
~4edical Board of California in consultation lNith the j\merican College of Obstetricians and 
Gynecologists, the Califonlia Phannacist Association, and other appropriate entities. Both the 
board and the ~4edical Board of California shall have authority to ensure compliance 'vvith this 
clause, and both boards are specifically charged 'rvith the enforcement of this pro'vision ",vith 
respect to their respective licensees. Nothing in this clause shall be construed to expand the 
aathority of a pharmacist to prescribe any prescription medication. 

(B) Prior to perfon1ling a procedure authorized under this paragraph, a pharmacist shall con1plete 
a training program on emergency contraception that consists of at least one hour of approved 
continuing education on elnergency contraception drug therapy. 

(C) A pharmacist, pharmacist's elnployer, or pharnlacist's agent nlay not directly charge a patient 
separate consultation fee for enlergency contraception drug therapy services initiated pursuant to 
this paragraph, bat may charge an adlninistrative fee not to exceed ten dollars ($10) above the 
retail cost of the dnlg. Upon an oral, telephonic, electronic, or 'vvritten reqaest fronl a patient or 
customer, a pharmacist or phannacist's en1ployee shall disclose the total retail price that a 
conSUlner 'vvould pay for enlergency contraception drug therapy. A:s used in this subparagraph, 
total retail price includes providing the consunler with specific infonnation regarding the price of 
the enlergency contraception dnlgs and the price of the administrative fee charged. This 
limitation is not intended to interfere vlith other contractually agreed ·upon terms bet'vveen a 
pharnlacist, a phannacist's employer, or a phatmacist's agent, and a health care service plan or 
insarer. Patients 'vvho are insured or co'vered and receive a phannacy benefit that covers the cost 
of elnergency contraception shall not be required to pay an adlninistrative fee. These patients 
shall be required to pay copay-ments pursuant to the terms and conditions of their coverage. The 
provisions of this subparagraph shall cease to be operative for dedicated elnergency 
contraception drugs vlhen these drugs are reclassified as O'Jler the counter products by the federal 
Food and Drug A:dministration. 

ED) A. phatmacist lnay not require a patient to provide individually identifiable lnedical 
infolmation that is not specified in Section 1707.1 of Title 16 of the California Code of 
Regulations before initiating emergency contraception drug therapy pursaant to this paragraph. 

(b)(l) Prior to perfornling any procedure authorized by paragraph (4) of subdivision (a), a 
phamlacist shall have received appropliate training as prescribed in the policies and procedares 
of the licensed health care facility. 

_(2) Prior to perfornling any procedure authorized by paragraph (5) of subdivision (a), a 
phannacist shall have either (A:) successfully completed clinical residency training or (B) 
delnonstrated clinical experience in direct patient care delivery. 
(3) For each emergency contraception drug therapy initiated pursuant to paragraph (8) of 
subdivision (a), the pharmacist shall provide the recipient of the emergency contraception drugs 
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'tvith a standardized factsheet that includes, but is not limited to, the indications for use of the 
drug, the appropriate Inethod for using the drug, the need for Inedical followup, and other 
appropriate information. The board shall develop this foml in consultation vlith the State 
Departlnent of Health Services, the l'\tnerican College of Obstetricians and Gynecologists, the 
California Pharmacists Association, and other health care organizations. The provisions of this 
section do not preclude the use of existing publications developed by nationally recognized 
medical organizations. 

(120) A pharmacist who is authorized to issue an order to initiate or adjust a controlled substance 
therapy pursuant to this section shall personally register with the federal Drug Enforcement 
Administration. 

(f4) Nothing in this section shall affect the requirements of existing law relating to maintaining 
the confidentiality of medical records. 

(de) Nothing in this section shall affect the requirements of existing law relating to the licensing 
of a health care facility. 

§ 4052.1. Performance of procedures or functions in a licensed health care facility; requirements 

(a) Notwithstanding any other provision of law, a phanuacist may perfonu the following 
procedures or functions in a licensed health care facility in accordance with policies, procedures, 
or protocols developed by health professionals, including physicians, phannacists, and registered 
nurses, with the concurrence of the facility adtninistrator: 

0) Ordering or perfomling routine drug therapy-related patient assessment procedures including 
tetnperature, pulse, and respiration. 

(2) Ordering drug therapy-related laboratory tests. 
(3) Administering drugs and biologicals by injection pursuant to a prescriber's order-fth:e 
adlninistration of inlnlunizations under the sllpervision of a prescriber fi1a)' also be perfonned 
outside of a licensed health care facilit)0.:. 

(4) Initiating or adjusting the drug regimen of a patient pursuant to an order or authorization 
tnade by the patient's prescriber and in accordance with the policies, procedures, or protocols of 
the licensed health care facility. 

(b) Prior to performing any procedure authorized by this section, a pharmacist shall have 
received appropriate training as prescribed in the policies and procedures of the licensed health 
care facility. 

§ 4052.2. Performance of procedures or functions authorized by other providers; requiretnents 

(a) Notwithstanding any other provision of law, a phamlacist may perfoml the following 
procedures or functions as part of the care provided by a health care faci1ity, a licensed hOlue 
health agency, a licensed clinic in which there is a physician oversight, a provider who contracts 
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with a licensed health care service plan with regard to the care or services provided to the 
enrollees of that health care service plan, or a physician, in accordance, as applicable, with 
policies, procedures, or protocols of that facility, the home health agency, the licensed clinic, the 
health care service plan, or that physician, in accordance with subparagraph Cc): 

(1) Ordering or performing routine drug therapy-related patient assessnlent procedures including 
temperature, pulse, and respiration. 

(2) Ordering drug therapy-related laboratory tests. 

(3) Administering drugs and biologicals by injection pursuant to a prescriber's order-fthe 
adlninistration of inlllunizations llnder the sllpervision of a prescriber nla), also be perfonned 
outside of a licensed health care facilit)0.:. 

(4) Initiating or adjusting the drug regimen of a patient pursuant to a specific written order or 
authorization l11ade by the individual patient's treating prescriber, and in accordance with the 
policies, procedures, or protocols of the health care facility, home health agency, licensed clinic, 
health care service plan, or physician. Adjusting the drug regimen does not include substituting 
or selecting a different drug, except as authorized by the protocol. The phannacist shall provide 
written notification to the patient's treating prescriber, or enter the appropriate infonnation in an 
electronic patient record systeln shared by the prescriber, of any drug reginlen initiated pursuant 
to this clause within 24 hours. 

(b) A patient's treating prescriber Inay prohibit, by written instruction, any adjustnlent or change 
in the patient's drug regimen by the phannacist. 

(c) The policies, procedures, or protocols referred to in this paragraph shall be developed by 
health care professionals, including physicians, phamlacists, and registered nurses, and, at a 
nlininlunl, nleet all of the following requirements: 

(1) Require that the pharmacist function as paIi of a Inultidisciplinary group that includes 
physicians and direct care registered nurses. The nlultidisciplinary group shall detenll.ine the 
appropriate participation of the pharnlacist and the direct care registered nurse. 

(2) Require that the medical records of the patient be available to both the patient's treating 
prescriber and the phannacist. 

(3) Require that the procedures to be performed by the phamlacist relate to a condition for which 
the patient has first been seen by a physician. 

(4) Except for procedures or functions provided by a health care facility, a licensed clinic in 
which there is physician oversight, or a provider who contracts with a licensed health care plan 
with regard to the care or services provided to the em'ollees of that health care service plan, 
require the procedures to be performed in accordance with a written, patient-specific protocol 
approved by the treating or supervising physician. Any change, adjustment, or Inodification of an 
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approved preexisting treatnlent or dnlg therapy shall be provided in writing to the treating or 
supervising physician within 24 hours. 

Cd) Prior to performing any procedure authorized by this section, a pharmacist shall have either 
0) successfully completed clinical residency training or (2) denlonstrated clinical experience in 
direct patient care delivery. 

§ 4052.3. Furnishing enlergency contraception drug therapy; requirements 

(a) Notwithstanding any other provision of law, a pharmacist furnish enlergency contraception 
drug therapy in accordance with either of the following: 

0) Standardized procedures or protocols developed by the pharmacist and an authorized 
prescriber who is acting within his or her scope of practice. 

(2) Standardized procedures or protocols developed and approved by both the board and the 
Medical Board of Califonlia in consultation with the Alnerican College of Obstetricians and 
Gynecologists, the California Phatmacist Association, and other appropriate entities. Both the 
board and the Medical Board of California shall have authority to ensure compliance with this 
clause, and both boards are specifically charged with the enforcenlent of this provision with 
respect to their respective licensees. Nothing in this clause shall be construed to expand the 
authority of a pharnlacist to prescribe any prescription nledication. 

(b) Prior to perfonning a procedure authorized under this paragraph, a pharmacist shall conlplete 
a training program on emergency contraception that consists of at least one hour of approved 
continuing education on etnergency contraception drug therapy. 

(c) A pharnlacist, pharnlacist's etnployer, or pharnlacist's agent nlay not directly charge a patient 
a separate consultation fee for elnergency contraception drug therapy services initiated pursuant 
to this paragraph, but may charge an adlninistrative fee not to exceed ten dollars ($10) above the 
retail cost of the drug. Upon an oral, telephonic, electronic, or written request fronl a patient or 
custolner, a pharnlacist or pharmacist's enlployee shall disclose the total retail price that a 
consunler would pay for enlergency contraception dnlg therapy. As used in this subparagraph, 
total retail price includes providing the consunler with specific information regarding the price of 
the emergency contraception drugs and the price of the administrative fee charged. This 
limitation is not intended to interfere with other contractually agreed-upon telms between a 
pharmacist, a pharmacist's elnployer, or a phannacist's agent, and a health care service plan or 
insurer. Patients who are insured or covered and receive a phannacy benefit that covers the cost 
of emergency contraception shall not be required to pay an adtninistrative fee. These patients 
shall be required to pay copaytnents pursuant to the ternlS and conditions of their coverage. The 
provisions of this subparagraph shall cease to be operative for dedicated elnergency 
contraception drugs when these drugs are reclassified as over-the-counter products by the federal 
Food and Drug Adtninistration. 
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Cd) A phannacist Inay not require a patient to provide individually identifiable Inedical 
information that is not specified in Section 1707.1 of Title 16 of the California Code of 
Regulations before initiating emergency contraception dnlg therapy pursuant to this section. 

(e) For each enlergency contraception dnlg therapy initiated pursuant to this section, the 
pharmacist shall provide the recipient of the en1ergency contraception drugs with a standardized 
factsheet that includes, but is not linlited to, the indications for use of the drug, the appropriate 
method for using the drug, the need for nledical followup, and other appropriate infonnation. 
The board shall develop this form in consultation with the State Department ofHealth Services, 
the American College of Obstetricians and Gynecologists, the California Pharmacists 
Association, and other health care organizations. The provisions of this section do not preclude 
the use of existing pUblications developed by nationally recognized Inedical organizations. 

§ 4052.1-1-. Skin puncture 

Notwithstanding Section 2038 or any other provision of law, a pharmacist may perform skin 
puncture in the course of performing routine patient assessment procedures or in the course of 
performing any procedure authorized under Section 1206.5. For purposes of this section, "routine 
patient assessment procedures" means: (a) procedures that a patient could, with or without a 
prescription, perform for himself or herself, or (b) clinical laboratory tests that are classified as 
waived pursuant to the federal Clinical Laboratory Improvement Amendlnents of 1988 (42 
U.S.C. Sec. 263a) and the regulations adopted thereunder by the federal Health Care Financing 
Administration, as authorized by paragraph (11) of subdivision (a) of Section 1206.5. A 
pharmacist perfonning these functions shall report the results obtained from a test to the patient 
and any physician designated by the patient. Any pharmacist who performs the service 
authorized by this section shall not be in violation of Section 2052. 

§ 4306.5. Acts or omissions constituting unprofessional conduct 

hlUnprofessional conduct for a pharmacist may include~ 

ill-aActs or omissions that involve, in whole or in part, the inappropriate exercise of his or her 
education, training, or experience as a pharmacist, whether or not the act or omission arises in 
the course of the practice of pharmacy or the ownership, management, administration, or 
operation of a pharmacy or other entity licensed by the board~ 

@-;Acts or on1issions that involve, in whole or in part, the failure to exercise or in1plen1ent his or 
her best professional judgtnent and/or conesponding responsibility with regard to the dispensing 
or furnishing of controlled substances, dangerous drugs, or dangerous devices and/or with regard 
to the provision of cognitive services; 

(3) Acts or omissions that involve, in whole or in part, the failure to consult appropriate patient, 
prescription, and other records pertaining to the perfornlance of any phannacy function. 
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(b) For pharmacists who practice outside of a phannacy prelnises, unprofessional conduct may 
include acts or onlissions that involve, in whole or in part, the failure to fully maintain and retain 
appropriate patient-specific information pertaining to the performance of any pharmacy function. 
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