Statutory Changes in Pharmacy Law

Unless otherwise noted, the provisions take effect January 1, 2024.

Underline text is added language, Strikethrough text is deleted language.

Business and Professions Code

115.4.

(a) Notwithstanding any other law, on and after July 1, 2016, a board within the
department shall expedite, and may assist, the initial licensure process for an applicant
who supplies satisfactory evidence to the board that the applicant has served as an
active duty member of the Armed Forces of the United States and was honorably
discharged.

(b) Notwithstanding any other law, on and after July 1, 2024, a board within the
department shall expedite, and may assist, the initial licensure process for an applicant
who supplies satisfactory evidence to the board that the applicant is an active duty
member of a reqular component of the Armed Forces of the United States enrolled in
the United States Department of Defense SkillBridge program as authorized under
Section 1143(e) of Title 10 of the United States Code.

{b)(c) A board may adopt regulations necessary to administer this seetion—section in
accordance with the provisions of Chapter 3.5 (commencing with Section 11340) of Part
1 of Division 3 of Title 2 of the Government Code.

115.8.

The Department of Consumer Affairs shall compile information on military;
veteran;-military and spouse licensure into an annual report for the Legislature, which
shall be submitted in conformance with Section 9795 of the Government Code. The
report shall include all of the felewing: following for each license type of each board:

(a) The number of applications for a temporary license submitted by active-duty
servicemembersveterans—or-military spouses per ealendar fiscal year, pursuant to
Section 115.6.

(b) The number of applications for expedited licenses submitted-by-veterans-and-active

duty-received from honorably discharged military members and military spouses
pursuant to Sections 115.4 and 115.5.

(c) The number of licenses issued and denied per ealendar fiscal year pursuant to
Sections 115.4, 115.5, and 115.6.

(d) The number of licenses issued pursuant to Section 115.6 that were suspended or
revoked per ealendar fiscal year.

(e) The number of applications for waived renewal fees received and granted pursuant
to Section 114.3 per ealendar fiscal year.
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(f) The average length of time between application and issuance of licenses pursuant to

Sections 115.4, 115.5, and 445-6-per-board-and-occupation:-115.6.

805.9.

(a) A health facility licensed pursuant to Chapter 2 (commencing with Section 1250) of
Division 2 of the Health and Safety Code shall not deny staff privileges to, remove from
medical staff, or restrict the staff privileges of a person licensed by a healing arts board
in this state on the basis of a civil judgment, criminal conviction, or disciplinary action
imposed by another state if that judgment, conviction, or disciplinary action is based
solely on the application of another state’s law that interferes with a person’s right to
receive sensitive services that would be lawful if provided in this state.

(b) This section does not apply to a civil judgment, criminal conviction, or disciplinary
action imposed in another state based upon conduct in another state that would subject
a licensee to a similar claim, charge, or action under the laws of this state.

(c) For purposes of this section:

(1) “Healing arts board” means any board, division, or examining committee in the
Department of Consumer Affairs that licenses or certifies health professionals.

(2) “Sensitive services” has the same meaning as in Section 56.05 of the Civil Code.

850.1.

(a) A healing arts board shall not deny an application for licensure or suspend, revoke,
or otherwise impose discipline upon a licensee or health practitioner subject to this
division on the basis of a civil judgment, criminal conviction, or disciplinary action in
another state if that judgment, conviction, or disciplinary action is based solely on the
application of another state’s law that interferes with a person’s right to receive sensitive
services that would be lawful if provided in this state, reqgardless of the patient’s location.

(b) This section does not apply to a civil judgment, criminal conviction, or disciplinary
action imposed in another state based upon conduct in another state that would subject
an applicant, licensee, or health care practitioner subject to this division to a similar
claim, charge, or action under the laws of this state.

(c) For purposes of this section:

(1) “Healing arts board” means any board, division, or examining committee in the
Department of Consumer Affairs that licenses or certifies health professionals.

(2) “Sensitive services” has the same meaning as in Section 56.05 of the Civil Code.

852.

The performance, recommendation, or provision of any legally protected health care
activity, as defined in Section 1798.300 of the Civil Code, by a licensee or a health care
practitioner subject to this division acting within their scope of practice, for a patient who
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resides in a state in which the performance, recommendation, or provision of that legally
protected health care activity is illegal, shall not, by itself, constitute professional
misconduct under this division or any requlation governing the licensure, certification, or
authorization of that licensee or practitioner, nor shall any license, certification, or
authorization of a licensee or health care practitioner subject to this division be revoked,
suspended, or annulled or otherwise subject to any other penalty or discipline provided
in this division solely on the basis that the licensee or health care practitioner
performed, recommended, or provided any legally protected health care activity for a
patient who resides in a state in which the performance, recommendation, or provision
of that leqgally protected health service is illegal.

4052.04.

(a) In addition to the authority provided in Section 4052, a pharmacist may furnish
COVID-19 oral therapeutics following a positive test for SARS-CoV-2, the virus that
causes COVID-19.

(b) Prior to furnishing COVID-19 oral therapeutics pursuant to subdivision (a), a
pharmacist shall utilize relevant and appropriate evidence-based clinical quidelines
published by the federal Food and Drug Administration in providing these patient care
services.

(c) A pharmacist who furnishes COVID-19 oral therapeutics shall notify the patient’s
primary care provider, or enter the appropriate information in a patient record system
shared with the primary care provider, as permitted by that primary care provider. If the
patient does not have a primary care provider, the pharmacist shall provide the patient
with a written record of the drugs furnished and advise the patient to consult a physician
of the patient’s choice.

(d) A pharmacist shall document, to the extent possible, the kind and amounts of
COVID-19 oral therapeutics furnished pursuant to subdivision (a), as well as information
regarding any testing services provided, in the patient’s record in the record system
maintained by the pharmacy. The records shall be maintained for three years and shall
be available for inspection by all properly authorized personnel of the board.

(e) For purposes of this section, “COVID-19 oral therapeutics” means drugs that are
approved or authorized by the United States Food and Drug Administration for the
treatment of COVID-19 and administered orally.

(f) This section shall remain in effect only until January 1, 2025, and as of that date is
repealed.

4071.1.

(a) A prescriber, a prescriber’s authorized agent, or a pharmacist may electronically
enter a prescription or an order, as defined in Section 4019, into a pharmacy’s or
hospital’s computer from any location outside of the pharmacy or hospital with the
permission of the pharmacy or hospital. For purposes of this section, a “prescriber’s
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authorized agent” is a person licensed or registered under Division 2 (commencing with
Section 500).

(b) Nething-in-this-section-shall- This section does not reduce the existing authority of

other hospital personnel to enter medication orders or prescription orders into a
hospital’'s computer.

(c) Ne A dangerous drug or dangerous device shall not be dispensed pursuant to a
prescription that has been electronically entered into a pharmacy’s computer without the
prior approval of a pharmacist.

(d)(1) A pharmacist located and licensed in the state may, on behalf of a health care
facility licensed pursuant to Chapter 2 (commencing with Section 1250) of Division 2 of
the Health and Safety Code, from a location outside of the facility, verify medication
chart orders for appropriateness before administration consistent with federal
requirements, as established in the health care facility’s policies and procedures.

(2)(A) A health care facility shall maintain a record of a pharmacist’s verification of
medication chart orders pursuant to this subdivision.

(B) A record maintained pursuant to subparagraph (A) shall meet the same
requirements as those described in Sections 4081 and 4105.

4110.5.

Notwithstanding any other provision of this article, a county, city and county, or special
hospital authority described in Chapter 5 (commencing with Section 101850) or Chapter
5.5 (commencing with Section 101852) of Part 4 of Division 101 of the Health and
Safety Code may operate a-meobile-unit one or more mobile units to provide prescription
medication within its jurisdiction to those individuals without fixed addresses, individuals
living in county-owned or city-and-county-owned or operated housing facilities, and
those enrolled in Medi-Cal plans operated by the county or a city and county, a health
district, or a joint powers authority pursuant to Chapter 7 (commencing with Section
14000) or Chapter 8 (commencing with Section 14200) of Part 3 of Division 9 of the
Welfare and Institutions Code. The mobile unit shall be operated as an extension of a
pharmacy license held by the county, city and county, or special hospital authority.

The mebile-pharmacist-in-charge shall determine the number of mobile units that are
appropriate for a particular pharmacy license. The mobile unit may dispense
prescription medication pursuant to a valid prescription, including a prescription of a
physician who practices in the mobile unit, if the county, city and county, or special
hospital authority meets all of the following requirements:

(a) A licensed pharmacist is on the premises and the mobile unit is under the control
and management of a pharmacist while prescription medications are being dispensed.

(b) All activities of the pharmacist, including the furnishing of medication by the
pharmacist, are consistent with Article 3 (commencing with Section 4050).
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(c) If a physician is practicing in the mobile unit, all prescribing by the physician meets
the requirements of the Medical Practice Act (Chapter 5 (commencing with Section
2000)).

(d)(1) The mobile unit does not carry or dispense controlled substances.

(2) Paragraph (1) does not apply to Schedule Ill, Schedule IV, or Schedule V controlled
substances approved by the United States Food and Drug Administration for the
treatment of opioid use disorder. Any controlled substance for the treatment of opioid
use disorder carried or dispensed in accordance with this paragraph shall be carried in
reasonable quantities based on prescription volume and stored securely in the mobile
pharmacy unit.

(e) Dangerous drugs shall not be left in the mobile unit during the hours that the mobile
unit is not in operation.

(f) A a-A county, city and
county, or speC|aI hospltal authorlty shall notify the board of its |ntent|on to operate a

g o unit as soon
as possible, and no Iater than f|ve busmess days after commencing operation of a
mobile unit. A county, city and county, or special hospital authority shall also notify the
board of its intention to discontinue operation of a mobile unit as soon as possible, and
at least one business day before discontinuing operation of a mobile unit.

4113.

(a) Every pharmacy shall designate a pharmacist-in-charge and, within 30 days thereof,
shall notify the board in writing of the identity and license number of that pharmacist and
the date he-orshe-was-they were designated.

(b) The proposed pharmacist-in-charge shall be subject to approval by the board. The
board shall not issue or renew a pharmacy license without identification of an approved
pharmacist-in-charge for the pharmacy.

(c)(1) The pharmacist-in-charge shall be responsible for a pharmacy’s compliance with
all state and federal laws and regulations pertaining to the practice of pharmacy.

(2) The pharmacist-in-charge may make staffing decisions to ensure sufficient
personnel are present in the pharmacy to prevent fatique, distraction, or other
conditions that may interfere with a pharmacist’'s ability to practice competently and
safely. If the pharmacist-in-charge is not available, a pharmacist on duty may adjust
staffing according to workload if needed. This paragraph does not apply to facilities of
the Department of Corrections and Rehabilitation.

(d) (1) The pharmacist-in-charge or pharmacist on duty shall immediately notify store
management of any conditions that present an immediate risk of death, iliness, or
irreparable harm to patients, personnel, or pharmacy staff. Store management shall
take immediate and reasonable steps to address and resolve the conditions that
present an immediate risk of death, illness, or irreparable harm to patients, personnel,
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or pharmacy staff. If the conditions are not resolved within 24 hours, the pharmacist-in-
charge or pharmacist on duty shall ensure the board is timely notified.

(2) Nothing in this subdivision shall be construed as presenting, limiting, or restraining a
pharmacist-in-charge, pharmacy technician, or member of the public from
communication with the board, including filing a complaint.

(3) The conditions that present an immediate risk of death, iliness, or irreparable harm
to patients, personnel, or pharmacy staff may include, but are not limited to, any of the

following:

(A) Workplace safety and health hazards that present an immediate risk of death,
illness, or irreparable harm to patients, personnel, or pharmacy staff.

(B) Sustained temperatures that could impact ambient temperature drug stability
according to manufacturer data on acceptable drug storage conditions.

(C) Vermin infestation that poses a risk to the safety or efficacy of medicine.

(4) If, after receipt of a notice described in paragraph (1) and an evaluation and
assessment of the relevant evidence, the executive officer has a reasonable belief that
conditions within a pharmacy exist that present an immediate risk of death, iliness, or
irreparable harm to patients, personnel, or pharmacy staff, the executive officer may, in
conformance with the processes set forth in subdivisions (b) and (c) of Section 4127.3,
issue an order to the pharmacy to immediately cease and desist those pharmacy
operations that are affected by the conditions at issue. The cease and desist order shall
remain in effect until either the executive officer determines the conditions that
presented an immediate risk of death, illness, or irreparable harm to patients, personnel,
or pharmacy staff have been abated or for no more than 30 days, whichever is earlier.
Evidence of corrective actions taken shall be submitted by the pharmacy to correct the
conditions at issue. Failure to comply with a cease and desist order issued pursuant to
this section shall be unprofessional conduct pursuant to Section 4156.

(5) Nothing in this paragraph shall prevent the owner of the licensed premises from
closing a pharmacy to mitigate against a perceived immediate risk of death, illness, or
irreparable harm to patients, personnel, or pharmacy staff.

(6) Facilities of the Department of Corrections and Rehabilitation shall be exempt from
this subdivision.

{eh(e) Every pharmacy shall notify the board in writing, on a form designed by the board,
within 30 days of the date when a pharmacist-in-charge ceases to act as the
pharmacist-in-charge, and shall on the same form propose another pharmacist to take
over as the pharmacist-in-charge. The proposed replacement pharmacist-in-charge
shall be subject to approval by the board. If disapproved, the pharmacy shall propose
another replacement within 15 days of the date of disapproval and shall continue to
name proposed replacements until a pharmacist-in-charge is approved by the board.

{e)(f) If a pharmacy is unable, in the exercise of reasonable diligence, to identify within
30 days a permanent replacement pharmacist-in-charge to propose to the board on the
notification form, the pharmacy may instead provide on that form the name of any
pharmacist who is an employee, officer, or administrator of the pharmacy or the entity
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that owns the pharmacy and who is actively involved in the management of the
pharmacy on a daily basis, to act as the interim pharmacist-in-charge for a period not to
exceed 120 days. The pharmacy, or the entity that owns the pharmacy, shall be
prepared during normal business hours to provide a representative of the board with the
name of the interim pharmacist-in-charge with documentation of the active involvement
of the interim pharmacist-in-charge in the daily management of the pharmacy, and with
documentation of the pharmacy’s good faith efforts prior to naming the interim
pharmacist-in-charge to obtain a permanent pharmacist-in-charge. By no later than 120
days following the identification of the interim pharmacist-in-charge, the pharmacy shall
propose to the board the name of a pharmacist to serve as the permanent pharmacist-
in-charge. The proposed permanent pharmacist-in-charge shall be subject to approval
by the board. If disapproved, the pharmacy shall propose another replacement within 15
days of the date of disapproval, and shall continue to name proposed replacements until
a pharmacist-in-charge is approved by the board.

4113.1.

(a) Except as specified in subdivision (e), a community pharmacy licensed pursuant to
this article shall report, either directly or through a designated third party, including a
component patient safety organization as defined in Section 3.20 of Title 42 of the Code
of Federal Regulations, all medication errors to an entity approved by the board. A
community pharmacy shall submit the report no later than 14 days following the date of
discovery of the error. These reports are deemed confidential and are not subject to
discovery, subpoena, or disclosure pursuant to the California Public Records Act
(Division 10 (commencing with Section 7920.000) of Title 1 of the Government Code),
except that the board may publish deidentified case summary information compiled from
the data in the reports so long as deidentification is done in accordance with the
requirements set forth in Section 164.514(b)(2) of Title 45 of the Code of Federal
Regqulations, and includes omitting the name of the reporting pharmacy. The community
pharmacy shall maintain records demonstrating compliance with this requirement for
three years and shall make these records immediately available at the request of an
inspector. A medication error report made pursuant to this section shall not be subject to
investigation, discipline, or other enforcement action by the board based solely on a
report received pursuant to this section. However, if the board receives other
information regarding the medication error independent of the medication error report,
that information may serve as basis for discipline or other enforcement by the board.

(b) Any entity approved by the board shall have experience with the analysis of
medication errors that occur in the outpatient setting.

(c) For purposes of this section, “community pharmacy” includes any pharmacy that
dispenses medication to an outpatient, but does not include facilities of the Department
of Corrections and Rehabilitation.

(d) For purposes of this section, “medication error” includes any variation from a
prescription drug order not authorized by the prescriber, including, but not limited to,
errors involving the wrong drug, the wrong dose, the wrong patient, the wrong
directions, the wrong preparation, or the wrong route of administration. A medication
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error does not include any variation that is corrected prior to dispensing to the patient or
patient’s agent or any variation allowed by law.

(e) An outpatient hospital pharmacy shall not be required to report a medication error
that meets the requirements of an adverse event, as specified in subdivision (a), that
has been reported to the State Department of Public Health pursuant to Section 1279.1
of the Health and Safety Code. The State Department of Public Health may share a
report with the California State Board of Pharmacy.

4113.6.

(a) A chain community pharmacy subject to Section 4113.5 shall be staffed at all times
with at least one clerk or pharmacy technician fully dedicated to performing pharmacy-
related services. The board shall not take action against a pharmacy for a violation of
this subdivision if any of the following conditions apply:

(1) The pharmacist on duty waives the requirement in writing during specified hours
based on workload need.

(2) The pharmacy is open beyond normal business hours, which is before 8:00 am and
after 7:00 pm. During the hours before 8:00 am and after 7:00 pm, the requirement shall

not apply.

(3) The pharmacy’s prescription volume per day on average is less than 75
prescriptions per day based on the average daily prescription volume for the past
calendar year. However, if the pharmacist is also expected to provide additional
pharmacy services such as immunizations, tests classified as waived under the federal
Clinical Laboratory Improvement Amendments of 1988 (42 U.S.C. Sec. 263a), or any
other ancillary services provided by law, this paragraph does not apply.

(b) Where staffing of pharmacist hours within a chain community pharmacy does not
overlap sufficiently, scheduled closures for lunch time for all pharmacy staff shall be
established and publicly posted and included on the outgoing telephone message.

4115.

(a) A pharmacy technician may perform packaging, manipulative, repetitive, or other
nondiscretionary tasks only while assisting, and while under the direct supervision and
control of, a pharmacist. The pharmacist shall be responsible for the duties performed
under his-er-her-their supervision by a technician.

(b)(1) In addition to the tasks specified in subdivision (a) a pharmacy technician may,
under the direct supervision and control of a pharmacist, prepare and administer
influenza and COVID-19 vaccines via injection or intranasally, prepare and administer
epinephrine, perform specimen collection for tests that are classified as waived under
CLIA, receive prescription transfers, and accept clarification on prescriptions under the
following conditions:
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(A) The pharmacy has scheduled another pharmacy technician to assist the pharmacist
by performing the tasks provided in subdivision (a).

(B) The pharmacy technician is certified pursuant to paragraph (4) of subdivision (a) of
Section 4202 and maintains that certification.

(C) The pharmacy technician has successfully completed at least six hours of practical
training approved by the Accreditation Council for Pharmacy Education and includes
hands-on injection technique, the recognition and treatment of emergency reactions to
vaccines, and an assessment of the pharmacy technician’s injection technique.

(D) The pharmacy technician is certified in basic life support.

(2) “CLIA” means the federal Clinical Laboratory Improvement Amendments of 1988 (42
U.S.C. Sec. 263a; Public Law 100-578).

{b)(c) This section does not authorize the performance of any tasks specified
in subdivision subdivisions (a) and (b) by a pharmacy technician without a pharmacist
on duty.

fe)(d) This section does not authorize a pharmacy technician to perform any act
requiring the exercise of professional judgment by a pharmacist.

teh(e) The board shall adopt regulations to specify tasks pursuant to subdivision (a) that
a pharmacy technician may perform under the supervision of a pharmacist. Any
pharmacy that employs a pharmacy technician shall do so in conformity with the
regulations adopted by the board.

te)(f) A person shall not act as a pharmacy technician without first being licensed by the
board as a pharmacy technician.

(a) (1) A pharmacy with only one pharmacist shall have no more than one pharmacy
technician performing the tasks specified in subdivision (a). A pharmacy with only one
pharmacist shall have no more than one pharmacy technician performing the tasks
specified in subdivision (b). If a pharmacy technician is performing the tasks specified in
subdivision (b), a second pharmacy technician shall be assisting a pharmacist with
performing tasks specified in subdivision (a). The ratio of pharmacy technicians
performing the tasks specified in subdivision (a) to any additional pharmacist shall not
exceed 2:1, except that this ratio shall not apply to personnel performing clerical
functions pursuant to Section 4116 or 4117. This ratio is applicable to all practice
settings, except for an inpatient of a licensed health facility, a patient of a licensed home
health agency, as specified in paragraph (2), an inmate of a correctional facility of the
Department of Corrections and Rehabilitation, and for a person receiving treatment in a
facility operated by the State Department of State Hospitals, the State Department of
Developmental Services, or the Department of Veterans Affairs.

(2) The board may adopt regulations establishing the ratio of pharmacy technicians
performing the tasks specified in subdivision (a) to pharmacists applicable to the filling
of prescriptions of an inpatient of a licensed health facility and for a patient of a licensed
home health agency. Any ratio established by the board pursuant to this subdivision
shall allow, at a minimum, at least one pharmacy technician for a single pharmacist in a
pharmacy and two pharmacy technicians for each additional pharmacist, except that
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this ratio shall not apply to personnel performing clerical functions pursuant to Section
4116 or 4117.

(3) A pharmacist scheduled to supervise a second pharmacy technician may refuse to
supervise a second pharmacy technician if the pharmacist determines, in the exercise
of his-er-her-their professional judgment, that permitting the second pharmacy
technician to be on duty would interfere with the effective performance of the
pharmacist’s responsibilities under this chapter. A pharmacist assigned to supervise a
second pharmacy technician shall notify the pharmacist pharmacist-in-charge in eharge
-writing of his-er-her-their determination, specifying the circumstances of concern with
respect to the pharmacy or the pharmacy technician that have led to the determination,
within a reasonable period, but not to exceed 24 hours, after the posting of the relevant
schedule. An entity employing a pharmacist shall not discharge, discipline, or otherwise
discriminate against any pharmacist in the terms and conditions of employment for
exercising or attempting to exercise in good faith the right established pursuant to this
paragraph.

{g)(h) Notwithstanding subdivisions (a) ard-{b)-to (c), inclusive, the board shall by
regulation establish conditions to permit the temporary absence of a pharmacist for
breaks and lunch periods pursuant to Section 512 of the Labor Code and the orders of
the Industrial Welfare Commission without closing the pharmacy. During these
temporary absences, a pharmacy technician may, at the discretion of the pharmacist,
remain in the pharmacy but may only perform nondiscretionary tasks. The pharmacist
shall be responsible for a pharmacy technician and shall review any task performed by
a pharmacy technician during the pharmacist’s temporary absence. This subdivision
shall not be construed to authorize a pharmacist to supervise pharmacy technicians in
greater ratios than those described in subdivision {f-(q).

(i) The pharmacist on duty shall be directly responsible for the conduct of a pharmacy
technician supervised by that pharmacist.

() In a health care facility licensed under subdivision (a) of Section 1250 of the Health
and Safety Code, a pharmacy technician’s duties may include any of the following:

(1) Packaging emergency supplies for use in the health care facility and the hospital’s
emergency medical system or as authorized under Section 4119.

(2) Sealing emergency containers for use in the health care facility.

(3) Performing monthly checks of the drug supplies stored throughout the health care
facility. Irregularities shall be reported within 24 hours to the pharmaeist-in
charge-pharmacist-in-charge and the director or chief executive officer of the health
care facility in accordance with the health care facility’s policies and procedures.

4119.01.

(a) Notwithstanding any other law, a pharmacy, or a licensed wholesaler that is also an
emergency medical services provider agency, may restock dangerous drugs or
dangerous devices into an emergency medical services automated drug delivery
system (EMSADDS) that is licensed by the board under this section. Dangerous drugs
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and dangerous devices stored or maintained in an EMSADDS shall be used for the sole
purpose of restocking a secured emergency pharmaceutical supplies container as
authorized in subdivision (b) of Section 4119. The EMSADDS may be used only if all of
the following conditions are met:

(1) The emergency medical services provider agency obtains a license from the board
to operate the EMSADDS. As a requirement for licensure, the EMSADDS shall be
located on the premises of a fire department headquarters, a fire station, or at an
emergency medical services provider agency’s location. A separate license shall be
required for each location.

(A) As part of its license application, the emergency medical services provider agency
shall provide: the address where the EMSADDS will be located; the name of the
medical director responsible for overseeing the emergency medical services provider
agency; the name of any designated pharmacist or licensed designated paramedic who
is responsible for performing the duties as required under this section; the policies and
procedures detailing the provisions under which the EMSADDS will operate; and the
name and license number of the pharmacy or emergency medical services provider
agency wholesaler that will furnish the dangerous drugs and dangerous devices through
the EMSADDS.

(B) The application and initial license fee to operate EMSADDS shall be one hundred
dollars ($100) per machine. The license shall be renewed annually. The license fee may
not be transferred to a different location if the EMSADDS is moved. The penalty fee for
failure to renew an EMSADDS license shall be thirty-five dollars ($35).

(C) The application and renewal fee for a licensed wholesaler that is also an emergency
medical services provider agency shall be seven hundred eighty dollars ($780).

(2) Each EMSADDS shall collect, control, and maintain all transaction information
necessary to accurately track the movement of drugs into and out of the system for
purposes of security, accuracy, and accountability.

(3) The medical director and designated pharmacist, or the medical director and the
licensed designated paramedic, shall develop, adopt, and maintain policies and
procedures detailing the provisions under which the EMSADDS will operate. At a
minimum, the policies and procedures shall address (A) inventory controls, (B) training,
(C) storage and security of the dangerous drugs and dangerous devices, and (D)
safeguards to limit access to the EMSADDS to authorized staff only.

(4) The licensed EMSADDS operator shall limit access to the EMSADDS only to
employees of the operator who are licensed by the state and as authorized in this
section.

(A) An EMSADDS may only be restocked by the medical director, a pharmacist, or a
licensed designated paramedic, each of whom may possess and transport dangerous
drugs or dangerous devices for that purpose. The transport of dangerous drugs or
dangerous devices for restocking into an EMSADDS shall be done in a secured manner
to prevent theft or unauthorized access, and shall be done under conditions appropriate
to meet storage and handling requirements of the dangerous drugs or dangerous
devices. While the dangerous drugs or dangerous devices may be transported,
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representatives shall not store a dangerous drug or dangerous device at an unlicensed
location.

(B) Only a medical director, a pharmacist, or a paramedic may remove dangerous drugs
or dangerous devices from an EMSADDS to fill a secured emergency pharmaceutical
supplies container. This access shall be observed by a second person who is also a
paramedic, a pharmacist, or a medical director. Both the individual who removes
dangerous drugs or dangerous devices from the EMSADDS and the observer shall
record their participation in the removal of the dangerous drugs or dangerous devices
via their signatures or use of biometric identifiers. The restocking of the secured
emergency pharmaceutical supplies container from the EMSADDS shall occur at the
licensed location of the EMSADDS.

(C) A medical director, a pharmacist, or a licensed designated paramedic may remove
outdated dangerous drugs or dangerous devices from an EMSADDS. Any outdated
dangerous drugs or dangerous devices shall be provided to a licensed reverse
distributor for destruction.

(5) Every EMSADDS operator shall perform monthly inventory and inventory
reconciliation functions. The medical director, designated pharmacist, or licensed
designated paramedic shall perform a reconciliation and prepare a written report based
on written policies and procedures developed to maintain the security and quality of the
dangerous drugs and dangerous devices. The written inventory reconciliation report
shall include all of the following:

(A) A physical count of all quantities of dangerous drugs and dangerous devices stored
in the EMSADDS.

(B) A review of all dangerous drugs and dangerous devices added into and removed
from each EMSADDS since the last monthly inventory.

(C) A comparison of subparagraphs (A) and (B), and identification of any variances.

(D) A review of all individuals who accessed the EMSADDS since the last inventory and
identification of unauthorized individuals accessing the EMSADDS or suspicious
activity.

(E) Identification of possible causes of shortages and overages.

(6) The medical director and designated pharmacist, or medical director and licensed
designated paramedic, shall be jointly responsible for monthly review of the inventory
reconciliation report, the training, storage, and security of dangerous drugs and
dangerous devices, and the restocking of the EMSADDS. Any inventory losses from an
EMSADDS shall be reported to the board within seven days from identification of the
loss.

(7) In order for an individual to perform the functions of a licensed designated
paramedic described in this section, that individual shall be licensed by the board
pursuant to Section 4202.5. A paramedic who only restocks a secured emergency
pharmaceutical supplies container from an EMSADDS need not be licensed with the
board.
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(8) A record of each access to the EMSADDS, as well as all records used to compile an
inventory reconciliation report, shall be maintained at the operator’s location for at least
three years in a readily retrievable form. The records shall include the identity of every
individual who accessed the system or witnessed such access; the date of each access;
and the drug, dosage, form, strength, and quantity of dangerous drugs or dangerous
devices added or removed.

(b) A violation of any of the provisions of this section shall constitute unprofessional
conduct and provides the board the authority to take action against the EMSADDS
operator’s license.

(c) This section shall be repealed on January 1, 2025.

4119.01.

(a) Notwithstanding any other law, a pharmacy, or a licensed wholesaler that is also an
emergency medical services provider agency, may restock dangerous drugs or
dangerous devices into an emergency medical services automated drug delivery
system (EMSADDS) that is licensed by the board under this section. Dangerous drugs
and dangerous devices stored or maintained in an EMSADDS shall be used for the sole
purpose of restocking a secured emergency pharmaceutical supplies container as
authorized in subdivision (b) of Section 4119. The EMSADDS may be used only if all of
the following conditions are met:

(1) The emergency medical services provider agency obtains a license from the board
to operate the EMSADDS. As a requirement for licensure, the EMSADDS shall be
located on the premises of a fire department headquarters, a fire station, or at an
emergency medical services provider agency’s location. A separate license shall be
required for each location. As part of its license application, the emergency medical
services provider agency shall provide: the address where the EMSADDS will be
located; the name of the medical director responsible for overseeing the emergency
medical services provider agency; the name of any designated pharmacist or licensed
designated paramedic who is responsible for performing the duties as required under
this section; the policies and procedures detailing the provisions under which the
EMSADDS will operate; and the name and license number of the pharmacy or
emergency medical services provider agency wholesaler that will furnish the dangerous
drugs and dangerous devices through the EMSADDS.

(2) Each EMSADDS shall collect, control, and maintain all transaction information
necessary to accurately track the movement of drugs into and out of the system for
purposes of security, accuracy, and accountability.

(3) The medical director and designated pharmacist, or the medical director and the
licensed designated paramedic, shall develop, adopt, and maintain policies and
procedures detailing the provisions under which the EMSADDS will operate. At a
minimum, the policies and procedures shall address (A) inventory controls, (B) training,
(C) storage and security of the dangerous drugs and dangerous devices, and (D)
safeguards to limit access to the EMSADDS to authorized staff only.
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(4) The licensed EMSADDS operator shall limit access to the EMSADDS only to
employees of the operator who are licensed by the state and as authorized in this
section.

(A) An EMSADDS may only be restocked by the medical director, a pharmacist, or a
licensed designated paramedic, each of whom may possess and transport dangerous
drugs or dangerous devices for that purpose. The transport of dangerous drugs or
dangerous devices for restocking into an EMSADDS shall be done in a secured manner
to prevent theft or unauthorized access, and shall be done under conditions appropriate
to meet storage and handling requirements of the dangerous drugs or dangerous
devices. While the dangerous drugs or dangerous devices may be transported,
representatives shall not store a dangerous drug or dangerous device at an unlicensed
location.

(B) Only a medical director, a pharmacist, or a paramedic may remove dangerous drugs
or dangerous devices from an EMSADDS to fill a secured emergency pharmaceutical
supplies container. This access shall be observed by a second person who is also a
paramedic, a pharmacist, or a medical director. Both the individual who removes
dangerous drugs or dangerous devices from the EMSADDS and the observer shall
record their participation in the removal of the dangerous drugs or dangerous devices
via their signatures or use of biometric identifiers. The restocking of the secured
emergency pharmaceutical supplies container from the EMSADDS shall occur at the
licensed location of the EMSADDS.

(C) A medical director, a pharmacist, or a licensed designated paramedic may remove
outdated dangerous drugs or dangerous devices from an EMSADDS. Any outdated
dangerous drugs or dangerous devices shall be provided to a licensed reverse
distributor for destruction.

(5) Every EMSADDS operator shall perform monthly inventory and inventory
reconciliation functions. The medical director, designated pharmacist, or licensed
designated paramedic shall perform a reconciliation and prepare a written report based
on written policies and procedures developed to maintain the security and quality of the
dangerous drugs and dangerous devices. The written inventory reconciliation report
shall include all of the following:

(A) A physical count of all quantities of dangerous drugs and dangerous devices stored
in the EMSADDS.

(B) A review of all dangerous drugs and dangerous devices added into and removed
from each EMSADDS since the last monthly inventory.

(C) A comparison of subparagraphs (A) and (B), and identification of any variances.

(D) A review of all individuals who accessed the EMSADDS since the last inventory and
identification of unauthorized individuals accessing the EMSADDS or suspicious

activity.
(E) Identification of possible causes of shortages and overages.

(6) The medical director and designated pharmacist, or medical director and licensed
designated paramedic, shall be jointly responsible for monthly review of the inventory
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reconciliation report, the training, storage, and security of dangerous drugs and
dangerous devices, and the restocking of the EMSADDS. Any inventory losses from an
EMSADDS shall be reported to the board within seven days from identification of the
loss.

(7) In order for an individual to perform the functions of a licensed designated
paramedic described in this section, that individual shall be licensed by the board
pursuant to Section 4202.5. A paramedic who only restocks a secured emergency
pharmaceutical supplies container from an EMSADDS need not be licensed with the
board.

(8) A record of each access to the EMSADDS, as well as all records used to compile an
inventory reconciliation report, shall be maintained at the operator’s location for at least
three years in a readily retrievable form. The records shall include the identity of every
individual who accessed the system or witnessed such access; the date of each access;
and the drug, dosage, form, strength, and quantity of dangerous drugs or dangerous
devices added or removed.

(b) A violation of any of the provisions of this section shall constitute unprofessional
conduct and provides the board the authority to take action against the EMSADDS
operator’s license.

(c) This section shall become operative on January 1, 2025.

4119.11.

(a) A pharmacy located in the state may provide pharmacy services to the patients of a
“covered entity,” as defined in Section 256b of Title 42 of the United States Code,
through the use of an automated patient dispensing system located on the premises of
the covered entity or on the premises of medical professional practices under contract
to provide medical services to covered entity patients, which need not be the same
location as the pharmacy, if all of the following conditions are met:

(1) The pharmacy obtains a license from the board to operate the automated patient
dispensing system at the covered entity or affiliated site. As part of the application, the
pharmacy shall provide the address at which the automated patient dispensing system
shall be placed and identify the covered entity. A separate license shall be required for
each location and shall be renewed annually concurrent with the pharmacy license. The
application and renewal fee shall be three hundred dollars ($300) and may be increased
to five hundred dollars ($500). The board is authorized to lower the renewal fee to not
less than two hundred dollars ($200) if a lower fee level will provide sufficient resources
to support the regulatory activities.

(2) The pharmacy providing the pharmacy services to the patients of the covered entity,
including, unless otherwise prohibited by any other law, patients enrolled in the Medi-
Cal program, shall be under contract with that covered entity as described in Section
4126 to provide those pharmacy services through the use of the automated patient
dispensing system.

2024 Summary of Law Changes
11/9/2023 Page 15 of 105



(3) Drugs stored in an automated patient dispensing system shall be part of the
inventory of the pharmacy providing pharmacy services to the patients of the covered
entity and drugs dispensed from the automated patient dispensing system shall be
considered to have been dispensed by that pharmacy.

(4) The pharmacy shall maintain records of the acquisition and disposition of dangerous
drugs stored in the automated patient dispensing system separate from other pharmacy
records.

(5) The pharmacy shall be solely responsible for the security, operation, and
maintenance of the automated patient dispensing system.

(6) The pharmacy shall provide training regarding the operation and use of the
automated patient dispensing system to both pharmacy and covered entity personnel
using the system.

(7) The operation of the automated patient dispensing system shall be under the
supervision of a licensed pharmacist acting on behalf of the pharmacy providing
services to the patients of the covered entity. The pharmacist need not be physically
present at the site of the automated patient dispensing system and may supervise the
system electronically.

(8) Notwithstanding Section 4107, the board may issue a license for the operation of an
automated patient dispensing system at an address for which it has issued another site
license.

(9) The board, within 30 days after receipt of an application for an automated patient
dispensing system license, shall conduct a prelicensure inspection at the proposed
location of the automated patient dispensing system. Relocation of the automated
patient dispensing system shall require a new application for licensure. Replacement of
an automated patient dispensing system shall require notice to the board within 30
days.

(10) The automated patient dispensing system license shall be canceled by operation of
law if the underlying pharmacy license is not current, valid, and active. Upon reissuance
or reinstatement of the underlying pharmacy license, a new application for an
automated patient dispensing system license may be submitted to the board.

(11) A pharmacy that holds an automated patient dispensing system license shall
advise the board in writing within 30 days if use of the automated patient dispensing
system is discontinued.

(b) For purposes of this section, the following definitions shall apply:

(1) An “automated drug delivery system” (ADDS) means a mechanical system that
performs operations or activities, other than compounding or administration, relative to
the storage, dispensing, or distribution of drugs. An ADDS shall collect, control, and
maintain all transaction information to accurately track the movement of drugs into and
out of the system for security, accuracy, and accountability.
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(2) An “automated patient dispensing system” (APDS) is an ADDS for storage and
dispensing of prescribed drugs directly to patients pursuant to prior authorization by a
pharmacist.

(3) An “automated unit dose system” (AUDS) is an ADDS for storage and retrieval of
unit doses of drugs for administration to patients by persons authorized to perform these
functions.

(c) (1) An automated patient dispensing system shall collect, control, and maintain all
transaction information to accurately track the movement of drugs into and out of the
system for security, accuracy, and accountability.

(2) Transaction information shall be made readily available in a downloadable format for
review and inspection by individuals authorized by law. These records shall be
maintained by the pharmacy for a minimum of three years.

(d) Drugs from the automated patient dispensing system may be dispensed directly to
the patient, if all of the following requirements are met:

(1) The pharmacy shall develop, implement, and annually review written policies and
procedures with respect to all of the following:

(A) Maintaining the security of the automated patient dispensing system and the
dangerous drugs and devices within that automated patient dispensing system.

(B) Determining and applying inclusion criteria regarding which drugs and devices are
appropriate for placement in the automated patient dispensing system and for which
patients.

(C) Ensuring that patients are aware that consultation with a pharmacist is available for
any prescription medication, including those delivered via the automated patient
dispensing system.

(D) Describing assignment of responsibilities to, and training of, pharmacy personnel,
and other personnel using the automated patient dispensing system at the location
where the automated patient dispensing system is placed, regarding maintenance and
filing procedures for the automated patient dispensing system.

(E) Orienting participating patients on the use of the automated patient dispensing
system, notifying patients when expected prescription medications are not available in
the automated patient dispensing system, and ensuring that patient use of the
automated patient dispensing system does not interfere with delivery of drugs and
devices.

(F) Ensuring delivery of drugs and devices to patients expecting to receive them from
the automated patient dispensing system if the automated patient dispensing system is
disabled or malfunctions.

(2) The automated patient dispensing system shall only be used for patients who have
signed a written consent demonstrating their informed consent to receive prescribed
drugs and devices from an automated patient dispensing system and whose use of the
automated patient dispensing system meet the criteria pursuant to paragraph (1).
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(3) The automated patient dispensing system shall have a means to identify each
patient and only release the identified patient’s drugs and devices to the patient or the
patient’s agent.

(4) A pharmacist shall perform all clinical services conducted as part of the dispensing
process, including, but not limited to, drug utilization review and consultation.

(5) Drugs shall be dispensed from the automated patient dispensing system only upon
authorization from a pharmacist after the pharmacist has reviewed the prescription and
the patient’s profile for potential contraindications and adverse drug reactions.

(6) All prescribed drugs and devices dispensed from the automated patient dispensing
system for the first time shall be accompanied by a consultation conducted by a
pharmacist licensed by the board via a telecommunications link that has two-way audio
and video.

(7) The automated patient dispensing system shall include a notice, prominently posted
on the automated patient dispensing system, that provides the name, address, and
telephone number of the pharmacy that holds the automated patient dispensing system
license for that automated patient dispensing system.

(8) The labels on all drugs dispensed by the automated patient dispensing system shall
comply with Section 4076 of this code and with Section 1707.5 of Title 16 of the
California Code of Regulations.

(9) Any complaint, error, or omission involving the automated patient dispensing system
shall be reviewed as part of the pharmacy’s quality assurance program pursuant to
Section 4125.

(10) The board shall not issue a pharmacy more than 15 licenses for automated patient
dispensing system units under this section. Consistent with Section 4001.1, the board
may adopt regulations to reduce the number of automated patient dispensing system
licenses that may be issued to a pharmacy.

(11) The pharmacy holding the license for the automated patient dispensing system
shall maintain the policies and procedures developed pursuant to paragraph (1) for
three years after the last date of use of that automated patient dispensing system.

(e) Access to the automated patient dispensing system shall be controlled and tracked
using an identification or password system or biosensor. A system that is accessed via
a password system shall include a camera that records a picture of the individual
accessing the machine. Picture records shall be maintained for a minimum of 180 days.

(f) The automated patient dispensing system shall make a complete and accurate
record of all transactions that will include all users accessing the system and all drugs
added to, or removed from, the system.

(g) The stocking of an automated patient dispensing system shall be performed by a
pharmacist. If the automated patient dispensing system utilizes removable pockets,
cards, drawers, similar technology, or unit of use or single dose containers as defined
by the United States Pharmacopeia, the stocking system may be done outside of the
facility and be delivered to the facility, if all of the following conditions are met:
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(1) The task of placing drugs into the removable pockets, cards, drawers, similar
technology, or unit of use or single dose containers is performed by a pharmacist, or by
an intern pharmacist or a pharmacy technician working under the direct supervision of a
pharmacist.

(2) The removable pockets, cards, drawers, similar technology, or unit of use or single
dose containers are transported between the pharmacy and the facility in a secure
tamper-evident container.

(3) The pharmacy, in conjunction with the covered entity, has developed policies and
procedures to ensure that the removable pockets, cards, drawers, similar technology, or
unit of use or single dose containers are properly placed into the automated patient
dispensing system.

(h) Review of the drugs contained within, and the operation and maintenance of, the
automated patient dispensing system shall be done in accordance with law and shall be
the responsibility of the pharmacy. A pharmacist shall conduct the review on a monthly
basis, which shall include a physical inspection of the drugs in the automated patient
dispensing system, an inspection of the automated patient dispensing system machine
for cleanliness, and a review of all transaction records in order to verify the security and
accountability of the system.

(i) A pharmacy holding an automated patient dispensing system license shall complete
a self-assessment, performed pursuant to Section 1715 of Title 16 of the California
Code of Regulations, evaluating the pharmacy’s compliance with pharmacy law relating
to the use of the automated patient dispensing system. All information regarding
operation, maintenance, compliance, error, omissions, or complaints pertaining to the
automated patient dispensing system shall be included in the self-assessment.

(j) The pharmacy shall comply with all recordkeeping and quality assurance
requirements pursuant to this chapter, and shall maintain those records within the
pharmacy holding the automated patient dispensing system license and separately from
other pharmacy records.

(k) This section shall be repealed on January 1, 2025.

4119.11.

(a) A pharmacy located in the state may provide pharmacy services to the patients of a
“covered entity,” as defined in Section 256b of Title 42 of the United States Code,
through the use of an automated patient dispensing system located on the premises of
the covered entity or on the premises of medical professional practices under contract
to provide medical services to covered entity patients, which need not be the same
location as the pharmacy, if all of the following conditions are met:

(1) The pharmacy obtains a license from the board to operate the automated patient
dispensing system at the covered entity or affiliated site. As part of the application, the
pharmacy shall provide the address at which the automated patient dispensing system
shall be placed and identify the covered entity. A separate license shall be required for
each location and shall be renewed annually concurrent with the pharmacy license.
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(2) The pharmacy providing the pharmacy services to the patients of the covered entity,
including, unless otherwise prohibited by any other law, patients enrolled in the Medi-
Cal program, shall be under contract with that covered entity as described in Section
4126 to provide those pharmacy services through the use of the automated patient
dispensing system.

(3) Drugs stored in an automated patient dispensing system shall be part of the
inventory of the pharmacy providing pharmacy services to the patients of the covered
entity and drugs dispensed from the automated patient dispensing system shall be
considered to have been dispensed by that pharmacy.

(4) The pharmacy shall maintain records of the acquisition and disposition of dangerous
drugs stored in the automated patient dispensing system separate from other pharmacy
records.

(5) The pharmacy shall be solely responsible for the security, operation, and
maintenance of the automated patient dispensing system.

(6) The pharmacy shall provide training regarding the operation and use of the
automated patient dispensing system to both pharmacy and covered entity personnel
using the system.

(7) The operation of the automated patient dispensing system shall be under the
supervision of a licensed pharmacist acting on behalf of the pharmacy providing
services to the patients of the covered entity. The pharmacist need not be physically
present at the site of the automated patient dispensing system and may supervise the
system electronically.

(8) Notwithstanding Section 4107, the board may issue a license for the operation of an
automated patient dispensing system at an address for which it has issued another site
license.

(9) The board, within 30 days after receipt of an application for an automated patient
dispensing system license, shall conduct a prelicensure inspection at the proposed
location of the automated patient dispensing system. Relocation of the automated
patient dispensing system shall require a new application for licensure. Replacement of
an automated patient dispensing system shall require notice to the board within 30

days.

(10) The automated patient dispensing system license shall be canceled by operation of
law if the underlying pharmacy license is not current, valid, and active. Upon reissuance
or reinstatement of the underlying pharmacy license, a new application for an
automated patient dispensing system license may be submitted to the board.

(11) A pharmacy that holds an automated patient dispensing system license shall
advise the board in writing within 30 days if use of the automated patient dispensing
system is discontinued.

(b) For purposes of this section, the following definitions shall apply:

(1) An “automated drug delivery system” (ADDS) means a mechanical system that
performs operations or activities, other than compounding or administration, relative to
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the storage, dispensing, or distribution of drugs. An ADDS shall collect, control, and
maintain all transaction information to accurately track the movement of drugs into and
out of the system for security, accuracy, and accountability.

(2) An “automated patient dispensing system” (APDS) is an ADDS for storage and
dispensing of prescribed drugs directly to patients pursuant to prior authorization by a

pharmacist.
(3) An “automated unit dose system” (AUDS) is an ADDS for storage and retrieval of

unit doses of drugs for administration to patients by persons authorized to perform these
functions.

(c) (1) An automated patient dispensing system shall collect, control, and maintain all
transaction information to accurately track the movement of drugs into and out of the
system for security, accuracy, and accountability.

(2) Transaction information shall be made readily available in a downloadable format for
review and inspection by individuals authorized by law. These records shall be
maintained by the pharmacy for a minimum of three years.

(d) Drugs from the automated patient dispensing system may be dispensed directly to
the patient, if all of the following requirements are met:

(1) The pharmacy shall develop, implement, and annually review written policies and
procedures with respect to all of the following:

(A) Maintaining the security of the automated patient dispensing system and the
dangerous drugs and devices within that automated patient dispensing system.

(B) Determining and applying inclusion criteria regarding which drugs and devices are
appropriate for placement in the automated patient dispensing system and for which

patients.
(C) Ensuring that patients are aware that consultation with a pharmacist is available for

any prescription medication, including those delivered via the automated patient
dispensing system.

(D) Describing assignment of responsibilities to, and training of, pharmacy personnel,
and other personnel using the automated patient dispensing system at the location
where the automated patient dispensing system is placed, regarding maintenance and
filing procedures for the automated patient dispensing system.

(E) Orienting participating patients on the use of the automated patient dispensing
system, notifying patients when expected prescription medications are not available in
the automated patient dispensing system, and ensuring that patient use of the
automated patient dispensing system does not interfere with delivery of drugs and
devices.

(F) Ensuring delivery of drugs and devices to patients expecting to receive them from
the automated patient dispensing system if the automated patient dispensing system is
disabled or malfunctions.
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(2) The automated patient dispensing system shall only be used for patients who have
signed a written consent demonstrating their informed consent to receive prescribed
drugs and devices from an automated patient dispensing system and whose use of the
automated patient dispensing system meet the criteria pursuant to paragraph (1).

(3) The automated patient dispensing system shall have a means to identify each
patient and only release the identified patient’s drugs and devices to the patient or the
patient’s agent.

(4) A pharmacist shall perform all clinical services conducted as part of the dispensing
process, including, but not limited to, drug utilization review and consultation.

(5) Drugs shall be dispensed from the automated patient dispensing system only upon
authorization from a pharmacist after the pharmacist has reviewed the prescription and
the patient’s profile for potential contraindications and adverse drug reactions.

(6) All prescribed drugs and devices dispensed from the automated patient dispensing
system for the first time shall be accompanied by a consultation conducted by a
pharmacist licensed by the board via a telecommunications link that has two-way audio
and video.

(7) The automated patient dispensing system shall include a notice, prominently posted
on the automated patient dispensing system, that provides the name, address, and
telephone number of the pharmacy that holds the automated patient dispensing system
license for that automated patient dispensing system.

(8) The labels on all drugs dispensed by the automated patient dispensing system shall
comply with Section 4076 of this code and with Section 1707.5 of Title 16 of the
California Code of Requlations.

(9) Any complaint, error, or omission involving the automated patient dispensing system
shall be reviewed as part of the pharmacy’s quality assurance program pursuant to
Section 4125.

(10) The board shall not issue a pharmacy more than 15 licenses for automated patient
dispensing system units under this section. Consistent with Section 4001.1, the board
may adopt regulations to reduce the number of automated patient dispensing system
licenses that may be issued to a pharmacy.

(11) The pharmacy holding the license for the automated patient dispensing system
shall maintain the policies and procedures developed pursuant to paragraph (1) for
three years after the last date of use of that automated patient dispensing system.

(e) Access to the automated patient dispensing system shall be controlled and tracked
using an identification or password system or biosensor. A system that is accessed via
a password system shall include a camera that records a picture of the individual
accessing the machine. Picture records shall be maintained for a minimum of 180 days.

(f) The automated patient dispensing system shall make a complete and accurate
record of all transactions that will include all users accessing the system and all drugs
added to, or removed from, the system.
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(9) The stocking of an automated patient dispensing system shall be performed by a
pharmacist. If the automated patient dispensing system utilizes removable pockets,
cards, drawers, similar technology, or unit of use or single dose containers as defined
by the United States Pharmacopeia, the stocking system may be done outside of the
facility and be delivered to the facility, if all of the following conditions are met:

(1) The task of placing drugs into the removable pockets, cards, drawers, similar
technology, or unit of use or single dose containers is performed by a pharmacist, or by
an intern pharmacist or a pharmacy technician working under the direct supervision of a

pharmacist.
(2) The removable pockets, cards, drawers, similar technology, or unit of use or single

dose containers are transported between the pharmacy and the facility in a secure
tamper-evident container.

(3) The pharmacy, in conjunction with the covered entity, has developed policies and
procedures to ensure that the removable pockets, cards, drawers, similar technology, or
unit of use or single dose containers are properly placed into the automated patient
dispensing system.

(h) Review of the drugs contained within, and the operation and maintenance of, the
automated patient dispensing system shall be done in accordance with law and shall be
the responsibility of the pharmacy. A pharmacist shall conduct the review on a monthly
basis, which shall include a physical inspection of the drugs in the automated patient
dispensing system, an inspection of the automated patient dispensing system machine
for cleanliness, and a review of all transaction records in order to verify the security and
accountability of the system.

(i) A pharmacy holding an automated patient dispensing system license shall complete
a self-assessment, performed pursuant to Section 1715 of Title 16 of the California
Code of Requlations, evaluating the pharmacy’s compliance with pharmacy law relating
to the use of the automated patient dispensing system. All information regarding
operation, maintenance, compliance, error, omissions, or complaints pertaining to the
automated patient dispensing system shall be included in the self-assessment.

() The pharmacy shall comply with all recordkeeping and quality assurance
requirements pursuant to this chapter, and shall maintain those records within the
pharmacy holding the automated patient dispensing system license and separately from
other pharmacy records.

(k) This section shall become operative on January 1, 2025.

4128.2.

(a) In addition to the pharmacy license requirement described in Section 4110, a
centralized hospital packaging pharmacy shall obtain a specialty license from the board
prior to engaging in the functions described in Section 4128.

(b) An applicant seeking a specialty license pursuant to this article shall apply to the
board on forms established by the board.
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(c) Before issuing the specialty license, the board shall inspect the pharmacy and
ensure that the pharmacy is in compliance with this article and regulations established
by the board.

(d) A license to perform the functions described in Section 4128 may only be issued to a
pharmacy that is licensed by the board as a hospital pharmacy.

(e) A license issued pursuant to this article shall be renewed annually and is not
transferrable.

(f) An applicant seeking renewal of a specialty license shall apply to the board on forms
established by the board.

(g) A license to perform the functions described in Section 4128 shall not be renewed
until the pharmacy has been inspected by the board and found to be in compliance with
this article and regulations established by the board.

(h) Until July 1, 2017, the fee for issuance or annual renewal of a centralized hospital
packaging pharmacy license shall be six hundred dollars ($600) and may be increased
by the board to eight hundred dollars ($800).

(i) This section shall be repealed on January 1, 2025.

4128.2.

(a) In addition to the pharmacy license requirement described in Section 4110, a
centralized hospital packaging pharmacy shall obtain a specialty license from the board
prior to engaqing in the functions described in Section 4128.

(b) An applicant seeking a specialty license pursuant to this article shall apply to the
board on forms established by the board.

(c) Before issuing the specialty license, the board shall inspect the pharmacy and
ensure that the pharmacy is in compliance with this article and requlations established

by the board.

(d) A license to perform the functions described in Section 4128 may only be issued to a
pharmacy that is licensed by the board as a hospital pharmacy.

(e) A license issued pursuant to this article shall be renewed annually and is not
transferrable.

(f) An applicant seeking renewal of a specialty license shall apply to the board on forms
established by the board.

(q) A license to perform the functions described in Section 4128 shall not be renewed
until the pharmacy has been inspected by the board and found to be in compliance with
this article and requlations established by the board.

(h) This section shall become operative on January 1, 2025.
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4161.

(a) A person located outside this state that (1) ships, sells, mails, warehouses,
distributes, or delivers dangerous drugs or dangerous devices into this state or (2) sells,
brokers, warehouses, or distributes dangerous drugs or devices within this state shall
be considered a nonresident wholesaler or a nonresident third-party logistics provider.

(b) A nonresident wholesaler or nonresident third-party logistics provider shall be
licensed by the board prior to shipping, selling, mailing, warehousing, distributing, or
delivering dangerous drugs or dangerous devices to a site located in this state or
selling, brokering, warehousing, or distributing dangerous drugs or devices within this
state.

(c) (1) A separate license shall be required for each place of business owned or
operated by a nonresident wholesaler or nonresident third-party logistics provider from
or through which dangerous drugs or dangerous devices are shipped, sold, mailed,
warehoused, distributed, or delivered to a site located in this state or sold, brokered,
warehoused, or distributed within this state. Each place of business may only be issued
a single license by the board, except as provided in paragraph (2). A license shall be
renewed annually and shall not be transferable.

(2) A nonresident wholesaler and a nonresident third-party logistics provider under
common ownership may be licensed at the same place of business provided that all of
the following requirements are satisfied:

(A) The wholesaler and the third-party logistics provider each separately maintain the
records required under Section 4081.

(B) Dangerous drugs and dangerous devices owned by the wholesaler are not
commingled with the dangerous drugs and dangerous devices handled by the third-
party logistics provider.

(C) Any individual acting as a designated representative for the wholesaler is not
concurrently acting as a designated representative-3PL on behalf of the third-party
logistics provider. Nothing in this subparagraph shall be construed to prohibit an
individual from concurrently holding a license to act as a designated representative and
to act as a designated representative-3PL.

(D) The wholesaler has its own designated representative-in-charge responsible for the
operations of the wholesaler and the third-party logistics provider has its own
responsible manager responsible for the operations of the third-party logistics provider.
The same individual shall not concurrently serve as the responsible manager and the
designated representative-in-charge for a wholesaler and a third-party logistics provider
licensed at the same place of business.

(E) The third-party logistics provider does not handle the prescription drugs or
prescription devices owned by a prescriber.

(F) The third-party logistics provider is not a reverse third-party logistics provider.
(G) The wholesaler is not acting as a reverse distributor.
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(d) The following information shall be reported, in writing, to the board at the time of
initial application for licensure by a nonresident wholesaler or a nonresident third-party
logistics provider, on renewal of a nonresident wholesaler or nonresident third-party
logistics provider license, or within 30 days of a change in that information:

(1) Its agent for service of process in this state.

(2) Its principal corporate officers, as specified by the board, if any.
(3) Its general partners, as specified by the board, if any.

(4) Its owners if the applicant is not a corporation or partnership.

(e) A report containing the information in subdivision (d) shall be made within 30 days of
any change of ownership, office, corporate officer, or partner.

(f) A nonresident wholesaler or nonresident third-party logistics provider shall comply
with all 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.

(g9) A nonresident wholesaler or nonresident third-party logistics provider shall maintain
records of dangerous drugs and dangerous devices sold, traded, transferred,
warehoused, or distributed to persons in this state or within this state, so that the
records are in a readily retrievable form.

(h) A nonresident wholesaler or nonresident third-party logistics provider shall at all
times maintain a valid, unexpired license, permit, or registration to conduct the business
of the wholesaler or nonresident third-party logistics provider in compliance with the
laws of the state in which it is a resident. An application for a nonresident wholesaler or
nonresident third-party logistics provider license in this state shall include a license
verification from the licensing authority in the applicant’s state of residence. The board
may waive the home state licensure requirement for a nonresident third-party logistics
provider if the board inspects the location and finds it to be in compliance with this
article and any regulations adopted by the board or the applicant provides evidence of
its accreditation by the Drug Distributor Accreditation program of the National
Association of Boards of Pharmacy. The nonresident third-party logistics provider shall
reimburse the board for all actual and necessary costs incurred by the board in
conducting an inspection of the location, pursuant to subdivision (v) of Section 4400.

(i) (1) The board shall not issue or renew a nonresident wholesaler license until the
nonresident wholesaler identifies a designated representative-in-charge and notifies the
board in writing of the identity and license number of the designated representative-in-
charge.

(2) The board shall not issue or renew a nonresident third-party logistics provider
license until the nonresident third-party logistics provider identifies a responsible
manager and notifies the board in writing of the identity and license number of the
designated representative-3PL who will be the responsible manager.

(j) The designated representative-in-charge shall be responsible for the compliance of
the nonresident wholesaler with state and federal laws governing wholesalers. The
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responsible manager shall be responsible for the compliance of the nonresident third-
party logistics provider’'s place of business with state and federal laws governing third-
party logistics providers. A nonresident wholesaler or nonresident third-party logistics
provider shall identify and notify the board of a new designated representative-in-charge
or responsible manager within 30 days of the date that the prior designated
representative-in-charge or responsible manager ceases to be the designated
representative-in-charge or responsible manager.

(k) The board may issue a temporary license, upon conditions and for periods of time as
the board determines to be in the public interest. A temporary license fee shall be five
hundred fifty dollars ($550) or another amount established by the board not to exceed
the annual fee for renewal of a license to compound sterile drug products. When
needed to protect public safety, a temporary license may be issued for a period not to
exceed 180 days, subject to terms and conditions that the board deems necessary. If
the board determines that a temporary license was issued by mistake or denies the
application for a permanent license, the temporary license shall terminate upon either
personal service of the notice of termination upon the licenseholder or service by
certified mail, return receipt requested, at the licenseholder’s address of record with the
board, whichever occurs first. Neither for purposes of retaining a temporary license, nor
for purposes of any disciplinary or license denial proceeding before the board, shall the
temporary licenseholder be deemed to have a vested property right or interest in the
license.

(I) The registration fee shall be the fee specified in subdivision (f) of Section 4400.
(m) This section shall be repealed on January 1, 2025.

4161.

(a) A person located outside this state that (1) ships, sells, mails, warehouses,
distributes, or delivers dangerous drugs or dangerous devices into this stat