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LEGISLATION REPORT

The legislative session started in December 2016, and the deadline to introduce bills was
February 17, 2017. Key house of origin deadlines include:

a.

e April 28,2017: Last day for policy committees to hear and report to fiscal
committees.

e May 12,2017: Last day for policy committees to hear and report non-fiscal bills.

e May 26, 2017: Last day for fiscal committees to hear and report to the floor.

e June 2,2017: Last day for bills to be passed out.

Board Sponsored Legislation
Attachment 1

The board is sponsoring five measures this year. Details on each measure are below, and
Attachment 1 includes a copy of the language for each proposal.

Omnibus Provisions

The board voted to pursue the following omnibus provisions:

e 4013 to amend (d)(1) to add designated representative to the list of individuals that
need to join the email subscriber list.

e 4316 to clarify the board’s authority to issue a cease and desist for unlicensed activity
and that the issuing of the order will be delegated to the executive officer.

These provisions will be included in the Senate Business, Professions and Economic
Development proposal. The measure is not yet in print; however attachment 1 includes
the draft statutory amendments.

SB 351 (Roth) Hospital Satellite Compounding Pharmacy: License: Requirements
Version: As amended April 4, 2017

Status: Senate Appropriations Committee hearing April 17, 2017

Summary: SB 351 creates options for hospitals that wish to obtain additional licenses
from the board for purposes of providing pharmaceutical care. Specifically, this measure
will allow the board to issue hospital satellite compounding pharmacy licenses that will
not need to be located in the acute care hospital building. This measure will also allow
the board to issue a hospital pharmacy license that can be located outside of the general
acute care hospital.
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SB 443 (Hernandez) Pharmacy: Emergency Medical Services Automated Drug Delivery
System

Version: Asintroduced February 15, 2017

Status: Senate Business, Professions and Economic Development Committee hearing April
17, 2017

Summary: SB 443 creates an option for county emergency medical services to restock
ambulances through use of an emergency medical services automated drug delivery
system (EMADDS) that is located within a county operated fire department. As part of the
measure, the board would issue a license for the use of the EMADDS and specify the
conditions under which it may be used.

SB 510 (Stone) Pharmacies: Compounding

Version: Asintroduced February 16, 2017

Status: Referred to Assembly

Summary: SB 510 repeals an outdated statutory requirement specifying the
environments in which a pharmacy must compound sterile products.

SB 752 (Stone) Designated Representative-Reverse Distributor

Version: As amended March 28, 2017

Status: Senate Business, Professions and Economic Development Committee hearing
April 17, 2017

Summary: SB 752 establishes the creation of a designated representative license reverse
distributor.

Legislation Impacting the Practice of Pharmacy or the Board’s Jurisdiction
Attachment 2

Below are measures identified by staff that impact either board operations or the board’s
jurisdiction. Unless otherwise noted, details on each measure are below and Attachment 2
includes a copy of the language for each proposal and a bill analysis.

1. AB 12 (Cooley) State Government: Administrative Regulations: Review
Version: As introduced December 5, 2016
Status: Assembly Appropriations Committee Suspense file
Summary: AB 12 would require each state agency to, on or before January 1, 2020,
review regulations; identify any regulations that are duplicative, overlapping,
inconsistent or out of date; to revise those identified regulations, as provided; and
report to the Legislature and Governor, as specified. The bill would repeal these
provisions on January 1, 2021.

2. AB 40 (Santiago) CURES Database: Health Information Technology System
Version: As introduced December 5, 2016
Status: Public Safety Committee hearing April 25, 2017
Summary: AB 40 would require the Department of Justice to make the electronic
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history of controlled substances dispensed to an individual under a health care
practitioner’s care, based on data contained in the CURES database, available to the
practitioner through either an online internet web portal or an authorized health
information technology system, as defined. This bill contains other related provisions
and other existing laws.

AB 182 (Waldron) Heroin and Opioid Public Education (HOPE) Act

Version: As amended March 23, 2017

Status: Assembly Appropriations Committee Suspense file

Summary: As amended requires the Department of Health Care Services
(department) to develop and implement an education campaign (HOPE) to combat
the growing heroin and opioid medication epidemic in California in consultation with
stakeholders. The measure includes some of the information that must be used as
part of the campaign as well as targeted audiences. The department would also be
required to submit a report on at least an annual basis summarizing its activities and
assessment of the effectiveness of the program.

AB 208 (Eggman) Deferred Entry of Judgment: Pretrial Diversion

Version: As amended March 8, 2017

Status: Assembly Appropriations Committee Suspense file

Summary: Changes the deferred entry of judgment program to a pretrial program.
Expands the conditions under which someone would be eligible for the program and
reduces the conditions under which someone could be removed from the program.
Reduces the length of the program compliance to 6 — 12 months and prohibits
information sharing once someone is in the program.

AB 241 (Dababneh) Personal Information: Privacy: State and Local Agency Breach
Version: Asintroduced January 20, 2017

Status: Assembly Appropriations Committee hearing April 5, 2017

Summary: Would require an agency, in this case DCA, to offer identify theft
prevention and mitigation services for at least 12 months to a person when the
individual is impacted by a security breach of data caused by the agency.

AB 265 (Wood) Prescription Drugs: Prohibition on Price Discount

Version: As amended March 27, 2017

Status: Assembly Health Committee hearing April 18, 2017

Summary: Would prohibit a manufacturer from providing a discount, rebate or other
price inducement if a lower cost brand name or non-brand name prescription drug is
therapeutically equivalent. Specifies that this prohibition does not apply to drugs
required under an FDA REMS.

AB 315 (Wood) Pharmacy Benefits Management
Version: As amended April 5, 2017
Status: Assembly Business and Professions Committee hearing April 18, 2017
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10.

11.

12

13.

Summary: Establishes regulatory framework for PBMs. As part of this framework,
PBMs would be licensed by the board.

Board Position: The board established a support position on a prior version of this bill
measure.

AB 401 (Aguiar-Curry) Pharmacy: Remote Dispensing Site Pharmacy: Telepharmacy
Version: As amended March 21, 2017

Status: Referred to Assembly Appropriations Committee

Summary: Establishes regulatory framework for telepharmacy.

AB 444 (Ting) Medical Waste: Home-Generated Sharps Waste

Version: Asintroduced February 13, 2017

Status: Assembly Environmental Safety and Toxic Materials Committee hearing
scheduled for April 25, 2017

Summary: Would extend the time period a sharp container that is ready for disposal
can be held to 14 days.

AB 602 (Bonta) Pharmacy: Nonprescription Diabetes Devices

Version: As amended March 28, 2017

Status: Referred to Assembly Appropriations Committee

Summary: Would require pharmacies that dispense nonprescription diabetes test
devices pursuant to a prescription to retain records, require the board to post the
names of authorized distributors of such test strips and make it unprofessional
conduct for a licensee to seek reimbursement for such devices under specified
conditions.

AB 703 (Flora) Professions and Vocations: Licenses: Fee Waivers

Version: Asintroduced February 15, 2017

Status: Referred to Assembly Business and Professions Committee

Summary: Would require the board to grant a fee waiver for application and issuance
of a license to a military spouse if the individual is licensed in another jurisdiction.

. AB 710 (Wood) Department of Consumer Affairs

Version: As Amended March 27, 2017

Status: Referred to Assembly Business and Professions Committee

Summary: Would require a board to meet, at least once every other calendar year in
rural northern California.

AB 767 (Quirk-Silva ) Master Business License

Version: As Introduced February 15, 2017

Status: Referred to A-J.,, E.D. & E

Summary: Would create a business license center within the Governor’s Office of
Business and Economic Development that shall be responsible for administering a
master business license system to simplify the process of engaging in business in this
state.
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14.

15.

16.

17.

18.

19.

AB 827 (Rubio) Department of Consumer Affairs: Task Force: Foreign-Trained
Professionals Information

Version: As amended April 3, 2017

Status: Referred to Assembly Appropriations Committee

Summary: Would require DCA to establish a task force to study and issue a report
regarding licensing of foreign trained professionals into the state’s workforce.

AB 835 (Dababneh) Consumer Affairs

Version: As amended March 27, 2017

Status: Referred to Assembly Business and Business.

Summary: Would specify that any person selling any fraudulent, forged, fictitious or
counterfeited license is guilty of a misdemeanor.

AB 845 (Wood) Cannabidiol

Version: As amended March 28, 2017

Status: Assembly Health Committee hearing April 18, 2017

Summary: Would, if consistent with federal law, authorize prescribing and dispensing
a controlled substances prescription that contains cannabidiol.

AB 912 (Obernolte) Small Business: California Small Business Regulatory Fairness Act
Version: As amended April 5, 2017

Status: Assembly Accountability and Administrative Review Committee hearing April
26,2017

Summary: Would require a state agency to provide assistance to a small business in
achieving compliance with laws and assist the business during an enforcement action.
It would also require the state agency to establish a policy to waive civil penalties
under specified conditions

AB 1005 (Calderon) Department of Consumer Affairs

Version: Asintroduced February 16, 2017

Status: Referred to Assembly Business and Professions Committee

Summary: Would require OPES to conduct an occupational analysis of every
profession and vocation within the DCA with an examination to determine if the
examination should be offered in languages other than English.

AB 1048 (Arambula) Health Facilities: Pain Management

Version: As amended March 21, 2017

Status: Assembly Business and Professions Committee hearing April 18, 2017
Summary: Would authorize a pharmacist to dispense a partial fill of a Schedule Il drug
if requested by the patient or the prescribing physician.
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20.

21.

22.

23.

24.

25

26.

AB 1159 (Chiu) Professions and Vocations: Healing Arts Local Governments
This bill was amended and no longer applies to the board so neither a copy of the
measure nor an analysis is provided.

AB 1589 (Salas) Pharmacy: Pharmacist Supervision: Technicians

Version: Asintroduced February 17, 2017

Status: Referred to Assembly Business and Professions Committee

Summary: Would require the board to review the pharmacist-to-pharmacy technician
ratio on a biennial basis and would require the board to provide a report to the
Legislature with recommendations if the board decides a change is necessary.

SB 17 (Hernandez) Prescription Drugs: Pricing: Notification

Version: As amended March 14, 2017

Status: Senate Health Committee hearing April 19, 2017

Summary: Aimed at drug price transparency by establishing reporting requirements
for prescription drugs cost and volume for health plans and reporting requirements
for drug manufacturers regarding rate increases.

SB 27 (Morrell) Professions and Vocations: Licenses: Military Service

Version: As introduced December 5, 2016

Status: Senate Veterans Affairs Committee hearing April 25, 2017

Summary: Would require every board within the Department of Consumer Affairs to
grant a fee waiver for the application for and the issuance of an initial license to an
applicant who supplies satisfactory evidence, as defined, to the board that the
applicant has served as an active duty member of the California National Guard or the
United States Armed Forces and was honorably discharged. The bill would require that
a veteran be granted only one fee waiver, except as specified.

SB 70 (Bates) Health Care Professionals
This bill was amended and no longer applies to the board. As such neither a copy of
the measure nor an analysis is provided.

. SB 212 (Jackson) Medical Waste

Version: Asintroduced February 1, 2017

Status: Senate Environmental Quality Committee hearing March 29, 2017
Summary: Would amend the existing definition of “home generated pharmaceutical
waste” to include prescription and over-the-counter human or veterinary home-
generated pharmaceutical.

SB 419 (Portantino) Oxycodone: Prescriptions

Version: As amended March 20, 2017

Status: Withdrawn from Senate Business, Professions and Economic Development
Committee on March 21, 2017.

Summary: Would prohibit a person from prescribing oxycodone to a patient under 21
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27.

28.

29.

30.

31.

32.

years of age.

SB 496 (De Leon) Department of Consumer Affairs: Regulatory Boards: Removal of
Board Members

This bill was amended and no longer applies to the board so neither a copy of the
measure nor an analysis is provided.

SB 528 (Stone) Pharmacy

Version: As amended March 28, 2017

Status: Referred to Senate Business, Professions and Economic Development
Committee

Summary: Would allow a pharmacy to provide pharmacy services to outpatients in an
entity covered under Section 340B through the use of an automated drug dispensing
system (ADDS) under specified conditions.

SB 555 (Morrell) Regulations: 5-Year Review and Report

Version: Asintroduced February 16, 2017

Status: Senate Governmental Organization Committee failed passage.
Reconsideration granted.

Summary: Would require a state agency to provide a report five years after the date a
regulation is adopted or amended to address specific elements, including the
effectiveness of the regulation in achieving the objective, consistency of the regulation
with state and federal law, enforcement provisions, a summary of written criticisms of
the regulation, cost impact and future actions that may be taken by the agency.

SB 572 (Stone) Healing Arts Licensees: Violations: Grace Period

Version: As amended March 27, 2017

Status: Senate Business, Professions and Economic Development Committee Hearing
April 17,2017

Summary: Would prohibit boards from taking disciplinary action against, or otherwise
penalizing, a healing arts licensee who violates provisions but corrects the violations
with 15 days if the violations donot cause irreparable harm.

SB 641 (Lara) Controlled Substance Utilization Review and Evaluation System: Privacy
Version: As amended March 28, 2017

Status: Senate Public Safety Committee hearing April 18, 2017

Summary: Would limit the conditions under which a law enforcement or regulatory
board may access CURES and would establish a multidisciplinary advisory committee
to assist, advise and make recommendations for the establishment of rules and
regulations necessary to insure the proper administration and enforcement of the
CURES database.

SB 716 (Hernandez) California State Board of Pharmacy
Version: As Amended March 23, 2017
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Status: Withdrawn from Senate Business, Professions and Economic Development
Committee

Summary: Would increase the number of board members to 14 by adding one
pharmacy technician member who would be appointed by the Governor.

IV. Regulations for Discussion and Consideration
a. Board Adopted - Approved by the Office of Administrative Law

1. Regulations Amending Title 16 CCR section 1744 Related to Drug Warnings

Timeline:

Approved by Board: April 21, 2015
Rulemaking Initiated: September 25, 2015
Adopted by Board: July 27, 2016
Submitted to DCA: August 17, 2016
Submitted to OAL: December 20, 2016
Approved by OAL: January 31, 2017
Effective: April 1, 2017

Summary of Regulation:

This amended regulation implements the provisions contained in AB 1136 (Levine,
Chapter 304, Statutes of 2013) to include a written warning label on the prescription
container and update the drug classes requiring the written warning label.

A copy of the adopted regulation text is provided in Attachment 3.

2. Regulations Amending Title 16 CCR section 1707.5 Related to Patient-Centered
Labels

Timeline:

Approved by Board: January 28, 2015
Rulemaking Initiated: October 23, 2015
Adopted by Board: August 31, 2016
Submitted to DCA: September 21, 2016
Submitted to OAL: January 19, 2017
Approved by OAL: March 3, 2017
Effective: July 1, 2017

Summary of Regulation:

This regulation modifies the patient-centered labeling requirements to include
“generic for” on the prescription label. Additionally, the regulation was amended to
include policies and procedures in place to provide translation services for patients
with limited or no English proficiency.

Legislation and Regulation Committee April 12, 2017
Page 8 of 15



A copy of the adopted text is provided in Attachment 4.

3. Regulations Amending Title 16 CCR sections 1732.05, 1732.2 and 1732.5 Related to
Continuing Education

Timeline:

Approved by Board: October 29, 2015
Rulemaking Initiated: November 13, 2015
Adopted by Board: September 22, 2016
Submitted to DCA: October 3, 2016
Submitted to OAL: February 3, 2017
Approved by OAL: March 20, 2017
Effective: July 1, 2017

Summary of Regulation:

This regulation amends the board’s continuing education (CE) requirements.
Specifically, the amended regulation will grant CE credits for serving on a committee
developing the California Practice Standards and Jurisprudence Examination (CPJE),
and for attending board or committee meetings. Additionally, the regulation defines
a specialized subject area necessary to meet the CE hour renewal requirement.

A copy of the adopted text is provided in Attachment 5.

b. Board Adopted - Submitted for Administrative Review to the Department of
Consumer Affairs or the Office of Administrative Law

1. Proposed Regulations to Amend and/or Add Title 16 CCR sections 1702, 1702.1,
1702.2 and 1702.5 Related to Renewal Requirements

Timeline:

Approved by Board: July 30, 2013
Rulemaking Initiated: August 12, 2016
Adopted by Board: December 14, 2016
Submitted to DCA: February 7, 2017
Submitted to OAL: Pending

Summary of Regulation:

This regulation establishes standardized reporting of convictions and discipline at the
time of renewal for pharmacists, pharmacy technicians and designated
representatives, as well as requires nonresident wholesalers and nonresident
pharmacies to report disciplinary actions by other entities at the time of renewal.

A copy of the adopted text is provided in Attachment 6.
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2. Proposed Regulations to Add Title 16 CCR sections 1776 et seq. Related to
Prescription Drug Take-Back

Timeline:

Approved by Board: January 19, 2016
Rulemaking Initiated: February 12, 2016
Adopted by Board: October 26, 2016
Submitted to DCA: December 12, 2016
Submitted to OAL: Pending

Summary of Regulation:

This regulation establishes the regulatory requirements for prescription drug take-
back programs offered by pharmacies, hospitals/clinics with onsite pharmacies,
distributors and reverse distributors licensed by the board.

A copy of the adopted text is provided in Attachment 7.

3. Proposed Regulations to Amend Title 16 CCR section 1703 Related to Delegation of
Certain Functions

Timeline:

Approved by Board: February 24, 2016
Rulemaking Initiated: April 22, 2016
Adopted by Board: July 27, 2016
Submitted to DCA: October 27, 2016
Submitted to OAL: Pending

Summary of Regulation:

This regulation updates the functions delegated to the executive officer including the
authority to adopt regulation changes that are deemed to be “without regulatory
effect” in accordance with Title 1 CCR section 100 and the authority to approve
prescription label waivers in accordance with Business and Professions Code section
4076.5(d).

A copy of the adopted regulation text is provided in Attachment 8.

4. Proposed Regulations to Add Title 16 CCR section 1746.5 Related to Travel
Medications

Timeline:

Approved by Board: June 3, 2015
Rulemaking Initiated: September 25, 2015
Adopted by Board: April 27, 2016
Submitted to DCA: May 29, 2016
Submitted to OAL: November 10, 2016
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C.

Disapproved by OAL: December 30, 2016

Modified Text Approved by Board: February 17, 2017
Re-Submitted to DCA: March 6, 2017

Re-Submitted to OAL: Pending

Summary of Regulation:
This regulation establishes the requirements and training for pharmacists to furnish
travel medications not requiring a diagnosis.

A copy of the adopted regulation text is provided in Attachment 9.

Board Adopted — Rulemaking File Being Prepared by Staff for Submission and Review
by the Department of Consumer Affairs or the Office of Administrative Law:

Proposed Regulations to Amend Title 16 CCR section 1760 Related to the Board’s
Disciplinary Guidelines

Timeline:

Approved by Board: July 29, 2015

Rulemaking Initiated: September 4, 2015

Adopted by Board: April 27, 2016

Submitted to DCA: August 4, 2016

Submitted to OAL: November 30, 2016

Disapproved by OAL: January 13, 2017

Modified Text Approved by Board: February 17, 2017
Re-Submitted to DCA: Pending

Re-Submitted to OAL: Pending

Summary of Regulation:

This regulation updates the board’s disciplinary guidelines that are incorporated by
reference. The updated disciplinary guidelines incorporate changes to pharmacy law
that occurred between October 2007 and July 2015 and to implement SB 1441 (Ridley-
Thomas, Chapter 548, Statutes of 2008).

Following the approval of the modified disciplinary guidelines on February 17, 2017, a
15-day comment period was held. As no negative comments were received during this
15-day comment period, the guidelines do not need to be returned to the board. Board
staff is currently drafting the final rulemaking documents for resubmission to OAL.

A copy of the final adopted text is provided in Attachment 10. Additionally, the revised
disciplinary guidelines can be found on the board’s website:
http://www.pharmacy.ca.gov/laws regs/1760 mdg.pdf
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d. Board Approved to Initiate Rulemaking — Undergoing Pre-Notice Review by the
Department of Consumer Affairs or the Business, Consumer Services and Housing
Agency:

1. Proposed Regulations to Amend Title 16 CCR section 1749 Related to the Board’s
Fee Schedule

Timeline:

Approved by Board: October 26, 2016

Submitted to DCA for Pre-Notice Review: November 4, 2016
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:

This regulation updates the board’s fee schedule in regulation to be consistent with
updates made to the Board’s fees in Business and Professions Code section 4400 as a
result of SB 1039 (Hill, Chapter 799, Statutes of 2016).

A copy of the approved regulation language is provided in Attachment 11.

2. Proposed Regulations to Amend Title 16 CCR Sections 1780-1783, et seq. Related to
Third-Party Logistics Providers and Dangerous Drug Distributors

Timeline:

Approved by Board: October 26, 2016

Submitted to DCA for Pre-Notice Review: February 9, 2017
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:
This regulation establishes the regulatory framework for third-party logistics
providers.

A copy of the approved regulation language is provided in Attachment 12.

3. Proposed Regulations to Amend Title 16 CCR section 1793.5 Related to the
Pharmacy Technician Application, section 1793.6 Related to the Pharmacy
Technician Training Reguirements and section 1793.65 Related to the Pharmacy
Technician Certification Programs
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Timeline:

Approved by Board: October 26, 2016

Submitted to DCA for Pre-Notice Review: January 23, 2017
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:
This regulation establishes the training requirements and certification programs, as
well as updates the application for licensure of a pharmacy technician.

A copy of the approved regulation language is provided in Attachment 13.

Proposed Regulations to Amend Title 16 CCR Section 1735.2 Related to the
Compounding Self-Assessment Form 17M-39

Timeline:

Approved by Board: December 14, 2016

Submitted to DCA for Pre-Notice Review: February 3, 2017
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:
This regulation updates the Self-Assessment form 17M-39 (rev. 10/16) as
incorporated by reference in Title 16 CCR section 1735.2.

A copy of the approved regulation language and the Self-Assessment form is
provided in Attachment 14.

Proposed Regulations to Amend Title 16 CCR sections 1715 and 1784 to Update
Self-Assessment Forms 17M-13, 17M-14 and 17M-26

Timeline:

Approved by Board: October 27, 2016

Submitted to DCA for Pre-Notice Review: January 20, 2017
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:
This regulation updates the Self-Assessment forms 17M-13 (rev. 10/16), 17M-14
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(rev. 10/16), and 17M-26 (rev. 10/16) as incorporated by reference in Title 16 CCR
sections 1715 and 1784.

A copy of the approved regulation language and the Self-Assessment forms are
provided in Attachment 15.

6. Proposed Regulations to Amend Title 16 CCR section 1709 Related to Pharmacy
Ownership, Management, and Control, Including through Trusts

Timeline:

Approved by Board: October 27, 2016

Submitted to DCA for Pre-Notice Review: January 26, 2017
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:
This regulation amends the board’s regulations regarding ownership to include
provisions relating to trust ownership of pharmacies.
A copy of the approved regulation language is provided in Attachment 16.
e. Board Approved to Initiate Rulemaking — Board Staff Drafting Rulemaking Documents
for Pre-Notice Review by the Department of Consumer Affairs and the Business,

Consumer Services and Housing Agency

1. Proposed Regulations to Amend Title 16 CCR section 1707 Related to Offsite Storage

Timeline:

Approved by Board: January 24, 2017

Submitted to DCA for Pre-Notice Review: Pending
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:

This regulation amends the board’s regulations regarding the waiver requirements
for off-site storage of records to allow those cited for a records violation the ability
to receive a waiver to store records off-site. Board staff is currently compiling the
initial rulemaking file to submit to DCA for pre-notice review.

A copy of the approved regulation language is provided in Attachment 17.
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2. Proposed Regulations to Amend Title 16 CCR section 1735.1 and 1735.6 Related to
Compounding

Timeline:

Approved by Board: January 24, 2017

Submitted to DCA for Pre-Notice Review: Pending
Rulemaking Initiated: Pending

Adopted by Board: Pending

Submitted to DCA: Pending

Submitted to OAL: Pending

Summary of Regulation:

This regulation amends the board’s regulations regarding compounding to allow the
use of a double filtration system. Board staff is currently compiling the initial
rulemaking file to submit to DCA for pre-notice review.

A copy of the approved regulation language is provided in Attachment 18.
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Senate Business, Professions and Economic Development Committee
COMMITTEE BILL: PROPOSED LEGISLATION

Note: Submit the completed form to the Committee electronically by email and as a
hardcopy by mail. Attach additional information or documentation as necessary.

REQUESTOR & CONTACT INFORMATION: Anne Sodergren
Anne.sodergren@dca.ca.gov
(916) 574-7910

DATE SUBMITTED: January 27, 2017

SUMMARY: Amendment to BPC 4013(d)(1)

IDENTIFICATION OF PROBLEM: The board inadvertently excluded one individual
licensing category, designated representative, from the list of individuals required to
join. (Note: Designated representatives were appropriately included in the list of
individuals required to update the e-mail notification within 30 days of a change in email
address as required in Section 4013(d)(2).)

PROPOSED SOLUTION: Amend Section BPC 4013(d)(1) to include designated
representative in the list of licensees required to register with the board’s email
subscriber list.

PROGRAM BACKGROUND & LEGISLATIVE HISTORY:

Last year BPC section 4013 was amended as part of the provisions in SB 1193 to
require individuals licensed with the board to join the board’s e-mail notification list
within 60 days of license issuance or at the time of renewal. Further, the section also
requires such individuals to update the notification list within 30 days of a change in
licensee’s email address.

JUSTIFICATION:

The board uses its emalil notification system as a quick an efficient way to communicate
with licensees. The inadvertent inclusion of the designated representative means such
individuals will not receive such information from the board unless the voluntarily join.
Further, absent this amendment a conflict will exist in the section in that a designated
representative will not be required to join, but will be required to update a change within
30 days.

ARGUMENTS PRO & CON:
PRO: This ensures designated representatives will receive information disseminated by
the board and removes a conflict within the section.

CON: The board has not identified any.

PROBABLE SUPPORT & OPPOSITION:
The board is not aware of any support or opposition as this change is very
straightforward and noncontroversial.

FISCAL IMPACT:
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None

ECONOMIC IMPACT:
None

FINDINGS FROM OTHER STATES:
None

PROPOSED TEXT (use underline & strikeout):
Amend Section 4013 of the Business and Professions Code is amended to read:

4013.

(a) Any facility licensed by the board shall join the board’s email notification list within 60 days
of obtaining a license or at the time of license renewal.

(b) Any facility licensed by the board shall update its email address with the board’s email
notification list within 30 days of a change in the facility’s email address.

(c) An owner of two or more facilities licensed by the board may comply with subdivisions (a)
and (b) by subscribing a single email address to the board’s email notification list, where the
owner maintains an electronic notice system within all of its licensed facilities that, upon
receipt of an email notification from the board, immediately transmits electronic notice of the
same notification to all of its licensed facilities. If an owner chooses to comply with this section
by using such an electronic notice system, the owner shall register the electronic notice system
with the board by July 1, 2011, or within 60 days of initial licensure, whichever is later,
informing the board of the single email address to be utilized by the owner, describing the
electronic notice system, and listing all facilities to which immediate notice will be provided.
The owner shall update its email address with the board’s email notification list within 30 days
of any change in the owner’s email address.

(d) (1) Each pharmacist, intern pharmacist, pharmacy technician, designated representative,
designated representative-3PL licensed in this state shall join the board’s email notification list
within 60 days of obtaining a license or at the time of license renewal.

(2) Each pharmacist, intern pharmacist, pharmacy technician, designated representative, and
designated representative-3PL licensed in this state shall update his or her email address with
the board’s email notification list within 30 days of a change in the licensee’s email address.
(3) The email address provided by a licensee shall not be posted on the board’s online license
verification system.

(4) The board shall, with each renewal application, remind licensees of their obligation to report
and keep current their email address with the board’s email notification list.

(5) This subdivision shall become operative on July 1, 2017.




Senate Business, Professions and Economic Development Committee
COMMITTEE BILL: PROPOSED LEGISLATION

Note: Submit the completed form to the Committee electronically by email and as a
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REQUESTOR & CONTACT INFORMATION: Anne Sodergren
Anne.sodergren@dca.ca.gov
(916) 574-7910

DATE SUBMITTED: January 27, 2017

SUMMARY: Amendment to BPC Section 4316

IDENTIFICATION OF PROBLEM: Following enactment of SB 1193, staff identified
items in the new section 4316 provision needing clarification including establishing who
issues a cease and desist for unlicensed activity as well as clarifying the conditions
under which it can be issued. Further, inconsistent use of the terms “facility” and
“pharmacy” result in not all facilities having full appeal rights.

PROPOSED SOLUTION: Amend Section BPC 4316 to authorize the executive officer
to issue a cease and desist (as is done in other areas of pharmacy law e.g., BPC
4127.3). Further amend this section to clarify that all facilities are entitled to a review of
a decision not just a pharmacy owner as part of the appeal process and provide
additional clarity to the condition under which the board can issue a cease and desist.

PROGRAM BACKGROUND & LEGISLATIVE HISTORY:

Last year, one provision contained in the board’s sunset bill, SB 1193 (Hill), provided
the board with the ability to issue a cease and desist order to an unlicensed entity
operating within the board’s regulatory jurisdiction without a license.

JUSTIFICATION:

Until this year, the board lacked the ability to issue a cease and desist order when a
facility was operating without a license. The board inadvertently failed to include in the
language that the cease and desist order is issued by the executive officer. This
change is important to ensure the separation of duties between the board itself as the
final decision maker and the board’s staff who are responsible for investigating and
seeking discipline. Further the board wants to ensure that all facilities issued a cease
and desist have full appeal rights and an understanding of when the board may issue a
cease and desist order for unlicensed activity.

ARGUMENTS PRO & CON:

PRO: This ensures the board details the appropriate authority vested in the executive
officer to issue a cease and desist ensuring a separation of duties between the board
itself and the executive officer.

CON: The board has not identified any.

PROBABLE SUPPORT & OPPOSITION:
The board is not aware of any support or opposition.
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FISCAL IMPACT:
None

ECONOMIC IMPACT:
None

FINDINGS FROM OTHER STATES:
None

PROPOSED TEXT (use underline & strikeout):
Amend Section 4316 of the Business and Professions Code is amended to read:

4316.

(a) The board, through its executive offer, is authorized to issue a cease and desist order for
operating any facility under this chapter that requires licensure or for practicing any activity
under this chapter that requires licensure without obtaining such licensure.

(b) Whenever the board issues a cease and desist order pursuant to subdivision (a), the board
shall immediately issue the facility a notice setting forth the acts or omissions with which it is
charged, specifying the pertinent code section or sections and any regulations.

(c) The order shall provide that the facility, within 15 days of receipt of the notice, may request
a hearing before the president of the board to contest the cease and desist order.
Consideration of the facility’s contest of the cease and desist order shall comply with the
requirements of Section 11425.10 of the Government Code. The hearing shall be held no later
than five days from the date the request of the owner is received by the board. The president
shall render a written decision within five days of the hearing. In the absence of the president
of the board, the vice president of the board may conduct the hearing permitted by this
subdivision. Review of the decision of the president of the board may be sought by the owner
or person in possession or control of the pharmaey facility pursuant to Section 1094.5 of the
Code of Civil Procedure.
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SECTION 1. Section 4029 of the Business and Professions Code is amended to read:

4029. (a) “Hospital pharmacy” means and includes a pharmacy, licensed by the board, located within any licensed
hospital, institution, or establishment that maintains and operates organized facilities for the diagnosis, care, and
treatment of human illnesses to which persons may be admitted for overnight stay and that meets all of the
requirements of this chapter and the rules and regulations of the board.

(b) A hospital pharmacy also mcludes a pharmacy that may be Iocated outside of the hospltal in another physical
plant that is regulated -8 as a general
acute care hospital as defmed in sudeVIS/on (a) of Sect/on 1250 of the Health and Safety Code. As a condition of
licensure by the board, the pharmacy in another physical plant shall provide pharmaceutical services only to
registered hospital patients who are on the premises of the same physical plant in which the pharmacy is located,
except as provided in Article 7.6 (commencing with Section 4128). The pharmacy services provided shall be
directly related to the services or treatment plan administered in the physical plant. Nothing in this subdivision
shall be construed to restrict or expand the services that a hospital pharmacy may provide.

(c) “Hospital satellite compounding pharmacy” means an area licensed by the board to perform sterile
compounding that is separately licensed by the board pursuant to Section 4127.15 to perform that compounding
and is located outside of the hospital in another physical plant that is requlated as a general acute care hospital as
defined in subdivision (a) of Section 1250 of the Health and Safety Code.

SEC. 2. Section 4127.15 is added to the Business and Professions Code, to read:

4127.15. Subject to the requirements of this section, the board may issue a license to a hospital satellite
compounding pharmacy. The license fee and annual renewal fee shall be in an amount established by the board
in subdivision (u) of Section 4400. The license shall not be transferable.

(a) A hospital satellite compounding pharmacy license shall not be issued or renewed until the location is
inspected by the board and found to be in compliance with this article and regulations adopted by the board.

(1) A hospital satellite compounding pharmacy shall compound sterile drug products for administration only to
registered hospital patients who are on the premises of the same physical plant in which the hospital satellite
compounding pharmacy is located.

(2) The services provided shall be directly related to the services or treatment plan administered in the physical
plant.

(b) A hospital satellite compounding pharmacy license shall not be issued or renewed until the board does all of
the following:

(1) Reviews a current copy of the hospital satellite compounding pharmacy’s policies and procedures for sterile
compounding.

(2) Reviews the hospital satellite compounding pharmacy’s completed self-assessment form as described in
Section 1735.2 of Title 16 of the California Code of Regulations.

(3) Receives a list of all products compounded by the hospital satellite compounding pharmacy since the last
license renewal.

(c) A hospital satellite compounding pharmacy shall do all of the following:

(1) Purchase, procure, or otherwise obtain all components through the license of the hospital pharmacy as
defined in subdivision (a) of Section 4029.

(2) Satisfy the ratio of not less than one pharmacist on duty for a total of two pharmacy technicians on duty.

(3) Ensure immediate supervision, as defined in Section 70065 of Title 22 of the California Code of Regulations,
by a pharmacist of licensed ancillary staff involved in sterile compounding.

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\sen\sb 0351-0400\sb 351 97 A billla... 4/5/2017



Viewer Page 2 of 4

(4) Provide to the board, within 12 hours, any recall notice issued by the hospital satellite compounding pharmacy
for sterile drug products it has compounded.

(5) Report to the board, within 12 hours, adverse effects reported or potentially attributable to the sterile drug
products compounded by the hospital satellite compounding pharmacy. Unexpected adverse effects shall also be,
within 12 hours, reported to the MedWatch program of the federal Food and Drug Administration.

SEC. 3. Section 4400 of the Business and Professions Code, as added by Section 26 of Chapter 799 of the
Statutes of 2016, is amended to read:

4400. The amount of fees and penalties prescribed by this chapter, except as otherwise provided, is that fixed by
the board according to the following schedule:

(a) The fee for a nongovernmental pharmacy license shall be five hundred twenty dollars ($520) and may be
increased to five hundred seventy dollars ($570). The fee for the issuance of a temporary nongovernmental
pharmacy permit shall be two hundred fifty dollars ($250) and may be increased to three hundred twenty-five
dollars ($325).

(b) The fee for a nongovernmental pharmacy license annual renewal shall be six hundred sixty-five dollars ($665)
and may be increased to nine hundred thirty dollars ($930).

(c) The fee for the pharmacist application and examination shall be two hundred sixty dollars ($260) and may be
increased to two hundred eighty-five dollars ($285).

(d) The fee for regrading an examination shall be ninety dollars ($90) and may be increased to one hundred
fifteen dollars ($115). If an error in grading is found and the applicant passes the examination, the regrading fee
shall be refunded.

(e) The fee for a pharmacist license shall be one hundred ninety-five dollars ($195) and may be increased to two
hundred fifteen dollars ($215). The fee for a pharmacist biennial renewal shall be three hundred sixty dollars
($360) and may be increased to five hundred five dollars ($505).

(f) The fee for a nongovernmental wholesaler or third-party logistics provider license and annual renewal shall be
seven hundred eighty dollars ($780) and may be increased to eight hundred twenty dollars ($820). The
application fee for any additional location after licensure of the first 20 locations shall be three hundred dollars
($300) and may be decreased to no less than two hundred twenty-five dollars ($225). A temporary license fee
shall be seven hundred fifteen dollars ($715) and may be decreased to no less than five hundred fifty dollars
($550).

(g) The fee for a hypodermic license shall be one hundred seventy dollars ($170) and may be increased to two
hundred forty dollars ($240). The fee for a hypodermic license renewal shall be two hundred dollars ($200) and
may be increased to two hundred eighty dollars ($280).

(h) (1) The fee for application, investigation, and issuance of a license as a designated representative pursuant to
Section 4053, or as a designated representative-3PL pursuant to Section 4053.1, shall be one hundred fifty
dollars ($150) and may be increased to two hundred ten dollars ($210).

(2) The fee for the annual renewal of a license as a designated representative or designated representative-3PL
shall be two hundred fifteen dollars ($215) and may be increased to three hundred dollars ($300).

(i) (1) The fee for the application, investigation, and issuance of a license as a designated representative for a
veterinary food-animal drug retailer pursuant to Section 4053 shall be one hundred fifty dollars ($150) and may be
increased to two hundred ten dollars ($210).

(2) The fee for the annual renewal of a license as a designated representative for a veterinary food-animal drug
retailer shall be two hundred fifteen dollars ($215) and may be increased to three hundred dollars ($300).

(i) (1) The application fee for a nonresident wholesaler or third-party logistics provider license issued pursuant to
Section 4161 shall be seven hundred eighty dollars ($780) and may be increased to eight hundred twenty dollars
($820).

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\sen\sb 0351-0400\sb 351 97 A bill.la... 4/5/2017



Viewer Page 3 of 4

(2) For nonresident wholesalers or third-party logistics providers that have 21 or more facilities operating
nationwide the application fees for the first 20 locations shall be seven hundred eighty dollars ($780) and may be
increased to eight hundred twenty dollars ($820). The application fee for any additional location after licensure of
the first 20 locations shall be three hundred dollars ($300) and may be decreased to no less than two hundred
twenty-five dollars ($225). A temporary license fee shall be seven hundred fifteen dollars ($715) and may be
decreased to no less than five hundred fifty dollars ($550).

(3) The annual renewal fee for a nonresident wholesaler license or third-party logistics provider license issued
pursuant to Section 4161 shall be seven hundred eighty dollars ($780) and may be increased to eight hundred
twenty dollars ($820).

(k) The fee for evaluation of continuing education courses for accreditation shall be set by the board at an amount
not to exceed forty dollars ($40) per course hour.

() The fee for an intern pharmacist license shall be one hundred sixty-five dollars ($165) and may be increased to
two hundred thirty dollars ($230). The fee for transfer of intern hours or verification of licensure to another state
shall be twenty-five dollars ($25) and may be increased to thirty dollars ($30).

(m) The board may waive or refund the additional fee for the issuance of a license where the license is issued
less than 45 days before the next regular renewal date.

(n) The fee for the reissuance of any license, or renewal thereof, that has been lost or destroyed or reissued due
to a name change shall be thirty-five dollars ($35) and may be increased to forty-five dollars ($45).

(o) The fee for the reissuance of any license, or renewal thereof, that must be reissued because of a change in
the information, shall be one hundred dollars ($100) and may be increased to one hundred thirty dollars ($130).

(p) It is the intent of the Legislature that, in setting fees pursuant to this section, the board shall seek to maintain a
reserve in the Pharmacy Board Contingent Fund equal to approximately one year’s operating expenditures.

(q) The fee for any applicant for a nongovernmental clinic license shall be five hundred twenty dollars ($520) for
each license and may be increased to five hundred seventy dollars ($570). The annual fee for renewal of the
license shall be three hundred twenty-five dollars ($325) for each license and may be increased to three hundred
sixty dollars ($360).

(r) The fee for the issuance of a pharmacy technician license shall be one hundred forty dollars ($140) and may
be increased to one hundred ninety-five dollars ($195). The fee for renewal of a pharmacy technician license shall
be one hundred forty dollars ($140) and may be increased to one hundred ninety-five dollars ($195).

(s) The fee for a veterinary food-animal drug retailer license shall be four hundred thirty-five dollars ($435) and
may be increased to six hundred ten dollars ($610). The annual renewal fee for a veterinary food-animal drug
retailer license shall be three hundred thirty dollars ($330) and may be increased to four hundred sixty dollars
($460).

(t) The fee for issuance of a retired license pursuant to Section 4200.5 shall be thirty-five dollars ($35) and may be
increased to forty-five dollars ($45).

(u) The fee for issuance of a nongovernmental sterile compounding pharmacy license or a hospital satellite
compounding pharmacy shall be one thousand six hundred forty-five dollars ($1,645) and may be increased to
two thousand three hundred five dollars ($2,305). The fee for a temporary license shall be five hundred fifty
dollars ($550) and may be increased to seven hundred fifteen dollars ($715). The annual renewal fee of the
license shall be one thousand three hundred twenty-five dollars ($1,325) and may be increased to one thousand
eight hundred fifty-five dollars ($1,855).

(v) The fee for the issuance of a nonresident sterile compounding pharmacy license shall be two thousand three
hundred eighty dollars ($2,380) and may be increased to three thousand three hundred thirty-five dollars ($3,335).
The annual renewal of the license shall be two thousand two hundred seventy dollars ($2,270) and may be
increased to three thousand one hundred eighty dollars ($3,180). In addition to paying that application fee, the
nonresident sterile compounding pharmacy shall deposit, when submitting the application, a reasonable amount,
as determined by the board, necessary to cover the board’s estimated cost of performing the inspection required
by Section 4127.2. If the required deposit is not submitted with the application, the application shall be deemed to
be incomplete. If the actual cost of the inspection exceeds the amount deposited, the board shall provide to the
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applicant a written invoice for the remaining amount and shall not take action on the application until the full
amount has been paid to the board. If the amount deposited exceeds the amount of actual and necessary costs
incurred, the board shall remit the difference to the applicant.

(w) The fee for the issuance of an outsourcing facility license shall be two thousand two hundred seventy dollars
($2,270) and may be increased to up to three thousand one hundred eighty dollars ($3,180) by the board. The fee
for the renewal of an outsourcing facility license shall be one thousand three hundred twenty-five dollars ($1,325)
and may be increased to up to one thousand eight hundred fifty-five dollars ($1,855) by the board. The fee for a
temporary outsourcing facility license shall be seven hundred fifteen dollars ($715).

(x) The fee for the issuance of a nonresident outsourcing facility license shall be two thousand three hundred
eighty dollars ($2,380) and may be increased to up to three thousand three hundred thirty-five dollars ($3,335) by
the board. The fee for the renewal of a nonresident outsourcing facility license shall be two thousand two hundred
seventy dollars ($2,270) and may be increased to up to three thousand one hundred eighty dollars ($3,180) by the
board. In addition to paying that application fee, the nonresident outsourcing facility shall deposit, when submitting
the application, a reasonable amount, as determined by the board, necessary to cover the board’s estimated cost
of performing the inspection required by Section 4129.2. If the required deposit is not submitted with the
application, the application shall be deemed to be incomplete. If the actual cost of the inspection exceeds the
amount deposited, the board shall provide to the applicant a written invoice for the remaining amount and shall
not take action on the application until the full amount has been paid to the board. If the amount deposited
exceeds the amount of actual and necessary costs incurred, the board shall remit the difference to the applicant.

(y) The fee for the issuance of a centralized hospital packaging license shall be eight hundred twenty dollars
($820) and may be increased to one thousand one hundred fifty dollars ($1,150). The annual renewal of the
license shall be eight hundred five dollars ($805) and may be increased to one thousand one hundred twenty-five
dollars ($1,125).

(z) This section shall become operative on July 1, 2017.

sec. 4. No reimbursement is required by this act pursuant to Section 6 of Article XlIl B of the California Constitution
because the only costs that may be incurred by a local agency or school district will be incurred because this act
creates a new crime or infraction, eliminates a crime or infraction, or changes the penalty for a crime or infraction,
within the meaning of Section 17556 of the Government Code, or changes the definition of a crime within the
meaning of Section 6 of Article XlII B of the California Constitution.
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SENATE BILL No. 443

Introduced by Senator Hernandez

February 15, 2017

An act to amend Section 4119 of, and to add Section 4034.5 to, the
Business and Professions Code, relating to pharmacy.

LEGISLATIVE COUNSEL’S DIGEST

SB 443, as introduced, Hernandez. Pharmacy: emergency medical
services automated drug delivery system.

Existing law, the Pharmacy Law, provides for the licensing and
regulation of the practice of pharmacy by the California State Board of
Pharmacy, which is within in the Department of Consumer Affairs, and
makes any violation of the Pharmacy Law punishable as a crime.
Existing law authorizes a pharmacy to furnish a dangerous drug or a
dangerous device to licensed health care facility for storage in a secured
emergency pharmaceutical supplies container maintained within the
facility or to an approved service provider within an emergency medical
services system for storage in a secured emergency pharmaceutical
supplies container if certain policies and procedures are met.

This bill would authorize a pharmacy or wholesaler to furnish
dangerous drugs or dangerous devices into an emergency medical
services automated drug delivery system, as defined, located within a
county operated fire department if specified conditions are met,
including that the county fire department obtain a license from the board
to operate the system, and requires dangerous drugs and dangerous
devices stored or maintained in an emergency medical services
automated drug delivery system to be used for the sole purpose of
restocking a secured emergency pharmaceutical supplies container. The
bill would provide that a violation of these provisions constitutes
unprofessional conduct and would authorize the board to take action
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against the license of the fire department. By expanding the scope of
an existing crime, this bill would impose a state-mandated local program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish procedures for making that reimbursement.

This bill would provide that no reimbursement is required by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yes.

The people of the State of California do enact as follows:

SECTION 1. Section 4119 of the Business and Professions
Code is amended to read:

4119. (a) Notwithstanding any other—provisien—ef law, a
pharmacy may furnish a dangerous drug or dangerous device to a
licensed health care facility for storage in a secured emergency
pharmaceutical supplies container maintained within the facility
in accordance with facility regulations of the State Department of
Public Health set forth in Title 22 of the California Code of
Regulations and the requirements set forth in Section 1261.5 of
the Health and Safety Code. These emergency supplies shall be
approved by the facility’s patient care policy committee or
pharmaceutical service committee and shall be readily available
to each nursing station. Section 1261.5 of the Health and Safety
Code limits the number of oral dosage form or suppository form
drugs in these emergency supplies to-24 48.

(b) Notwithstanding any other—prevision—ef law, a pharmacy
may furnish a dangerous drug or a dangerous device to an approved
service provider within an emergency medical services system for
storage in a secured emergency pharmaceutical supplies container,
in accordance with the policies and procedures of the local
emergency medical services agency, if all of the following are
met:

(1) The dangerous drug or dangerous device is furnished
exclusively for use in conjunction with services provided in an
ambulance, or other approved emergency medical services service
provider, that provides prehospital emergency medical services.

(2) The requested dangerous drug or dangerous device is within
the licensed or certified emergency medical technician’s scope of
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practice as established by the Emergency Medical Services
Authority and set forth in Title 22 of the California Code of
Regulations.

(3) The approved service provider within an emergency medical
services system provides a written request that specifies the name
and quantity of dangerous drugs or dangerous devices.

(4) The approved emergency medical services provider
administers dangerous drugs and dangerous devices in accordance
with the policies and procedures of the local emergency medical
services agency.

(5) The approved emergency medical services provider
documents, stores, and restocks dangerous drugs and dangerous
devices in accordance with the policies and procedures of the local
emergency medical services agency.

Records of each request by, and dangerous drugs or dangerous
devices furnished to, an approved service provider within an
emergency medical services system, shall be maintained by both
the approved service provider and the dispensing pharmacy for a
period of at least three years.

The furnishing of controlled substances to an approved
emergency medical services provider shall be in accordance with
the California Uniform Controlled Substances-Aet: Act (Division
10 (commencing with Section 11000) of the Health and Safety
Code).

(¢) (1) Notwithstanding any other law, a pharmacy or
wholesaler may furnish dangerous drugs or dangerous devices
into an emergency medical services automated drug delivery system
(EMSADDS) located within a county operated fire department.
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). The EMSADDS may be used only if
all of the following conditions are met:

(A) The county fire department obtains a license from the board
to operate the EMSADDS on the premise of a fire station. A
separate license shall be required for each location. As part of its
license application, the county shall provide the address of the fire
station, the name of the county medical director responsible for
overseeing the emergency medical services system, the name of
the designated pharmacist, the policies and procedures detailing
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the provisions under which the EMSADDS will operate, and the
name and license number of the pharmacy or wholesaler that will
furnish the dangerous drugs and dangerous devices.

(B) 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.

(C) The county medical director and designated pharmacist
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 (i)
inventory controls, (ii) training, (iii) storage and security of the
dangerous drugs and dangerous devices, and (iv) safeguards to
limit access to the EMSADDS to only authorized staff.

(D) A pharmacist shall stock and inventory the dangerous drugs
and dangerous devices in EMSADDS.

(E) The designated pharmacist shall review, on a monthly basis,
the operation of the EMSADDS for compliance with inventory
controls specified in the policies and procedures.

(F) The county medical director and designated pharmacist
shall be jointly responsible for monthly review of the county fire
department’s training, storage, and security of dangerous drugs
and dangerous devices and the restocking procedures, including,
but not limited to, a review of the use of EMSADDS records to
verify that only authorized staff, as provided for in this section,
access and remove dangerous drugs and dangerous devices from
the EMSADDS.

(G) The county fire department shall limit access to the
EMSADDS to only employees of the county that are licensed by
the state as paramedics or pharmacists or to the fire department’s
medical director.

(H) A record of each access to the EMSADDS shall be
maintained for at least three years in a readily retrievable form.
The records shall include the identity of the licensed paramedic
or pharmacist or the fire department’s medical director who
accessed the system as well as the drug, dosage, form, and quantity
removed.

(2) Aviolation of any of the provisions of this subdivision shall
constitute unprofessional conduct and provides the board the
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authority to take action against the county fire department’s license
for the EMSADDS.

SEC. 2. Section 4034.5 is added to the Business and Professions
Code, to read:

4034.5. An “emergency medical services automated drug
delivery system” or “EMSADDS” means an automated drug
delivery system that stores and distributes drugs for the sole
purpose of restocking a secured emergency pharmaceutical supplies
container that is used by an emergency medical services agency
to provide emergency medical services.

SEC. 3. No reimbursement is required by this act pursuant to
Section 6 of Article XI111B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changes the penalty
for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crime within
the meaning of Section 6 of Article XIII B of the California
Constitution.
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SENATE BILL No. 510

Introduced by Senator Stone

February 16, 2017

An act to amend and renumber Sections 4127.8 and 4127.9 of, and
to repeal Section 4127.7 of, the Business and Professions Code, relating
to healing arts.

LEGISLATIVE COUNSEL’S DIGEST

SB 510, asintroduced, Stone. Pharmacies: compounding.

Under the Pharmacy Law, the California State Board of Pharmacy
licenses and regulates the practice of pharmacy by pharmacists and
pharmacy corporationsin this state. That law prohibits a pharmacy from
compounding sterile drug products unless the pharmacy has obtained
a sterile compounding pharmacy license from the board. That law
requires a pharmacy to compound sterile products from one or more
nonsterile ingredients in prescribed environments.

Thisbill would repeal that compounding environment provision and
make conforming renumbering changes to other provisions.

Vote: majority. Appropriation: no. Fiscal committee: no.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

SECTION 1. Section 4127.7 of the Business and Professions
Codeisrepealed.
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SEC. 2. Section 4127.8 of the Business and Professions Code
is amended and renumbered to read:

4127.8.

4127.7 The board may, at its discretion, issue a temporary
licenseto compound sterile drug products upon the conditionsand
for any periods of time as the board determines to bein the public
interest. A temporary license fee shall be required in an amount
established by the board as specified in subdivision (u) of Section
4400. When needed to protect public safety, a temporary license
may be issued for a period not to exceed 180 days, and may be
issued subject to terms and conditions the board deems necessary.
If the board determines atemporary license wasissued 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 comes first. Neither for purposes of
retaining atemporary license nor for purposes of any disciplinary
or license denia proceeding before the board shall the temporary
licenseholder be deemed to have avested property right or interest
in the license.

SEC. 3. Section 4127.9 of the Business and Professions Code
is amended and renumbered to read:

41279

4127.8 (@) A pharmacy licensed pursuant to Section 4127.1
or 4127.2 that issues arecall notice regarding asterile compounded
drug shall, in addition to any other duties, contact the recipient
pharmacy, prescriber, or patient of the recalled drug and the board
as soon as possible within 12 hours of the recall notice if both of
the following apply:

(1) Use of or exposure to the recalled drug may cause serious
adverse health consequences or death.

(2) Therecalled drug was dispensed, or is intended for use, in
this state.
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(b) A recal notice issued pursuant to subdivision (a) shall be
made as follows:

(1) If the recalled drug was dispensed directly to the patient,
the notice shall be made to the patient.

(2) If therecalled drug was dispensed directly to the prescriber,
the notice shall be made to the prescriber, who shall ensure the
patient is notified.

(3) If the recalled drug was dispensed directly to a pharmacy,
the notice shall be made to the pharmacy, who shall notify the
prescriber or patient, as appropriate. If the pharmacy notifies the
prescriber, the prescriber shall ensure the patient is notified.
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AMENDED IN SENATE MARCH 28, 2017

SENATE BILL No. 752

Introduced by Senator Stone

February 17, 2017

relating-to-hazardous-waste-An act 'to amend Sections 4022.5, 4040.5:
4059.5, 4100, 4160, 4331, and 4400 of, and to add Sections 4022.6 and
4053.2 to, the Business and Professions Code, relating to healing arts.

LEGISLATIVE COUNSEL’S DIGEST

SB 752, as amended, Stone. Hazardeus-wasteagricttural-waste:

Pharmacy: designated representative-reverse distributors.

The Pharmacy Law provides for the licensure and regulation of
pharmacists and other persons involved in the handling, storage, sale,
or disposal of drugs and devices by the California State Board of
Pharmacy in the Department of Consumer Affairs. That law requires
a person acting as a reverse distributor to be licensed by the board as
awholesaler and supervised or managed by a designated representative
or pharmacist, as specified. A violation of that law is a crime, unless
otherwise provided.

This bill would authorize a wholesaler that only acts as a reverse
distributor to operate under the supervision of a designated
representative-reverse distributor, as an alternative to operating under
the supervision of a designated representative or pharmacist, and would
provide for the separate licensure of individuals as designated
representative-reverse distributors upon application, payment of an
application fee, and completion of certain requirements. The bill would
make related and conforming changes, including requiring designated
representative-reverse distributors and designated representative-3PLs
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to notify the executive officer of the board of a change of name or
address. The bill would specify that persons who act as agents for
pharmacies or other entities by receiving, inventorying, warehousing,
and managing the disposition of outdated or nonsaleable dangerous
devices are reverse distributors. By modifying the scope of a crime, this
bill would impose a state-mandated local program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish procedures for making that
reimbursement.

This bill would provide that no reimbursement is required by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: noe-yes.
State-mandated local program: ne-yes.

The people of the State of California do enact as follows:

1 SECTION 1. Section 4022.5 of the Business and Professions

2 Code is amended to read:

3 4022.5. (a) “Designated representative” means an individual

4 to whom a license has been granted pursuant to Section 4053. A

5 pharmacist fulfilling the duties of Section 4053 shall not be

6 required to obtain a license as a designated representative.

7 (b) “Designated representative-in-charge” means a designated

8 representative or designated representative-reverse distributor, or

9 apharmacist proposed by a wholesaler or veterinary food-animal
10 drug retailer and approved by the board as the supervisor or
11 manager responsible for ensuring the wholesaler’s or veterinary
12 food-animal drug retailer’s compliance with all state and federal
13 laws and regulations pertaining to practice in the applicable license
14 category.
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SEC. 2. Section 4022.6 is added to the Business and Professions
Code, to read:

4022.6. “‘Designated representative-reverse distributor’” means
an individual to whom a license has been granted pursuant to
Section 4053.2, who is responsible for supervision over a licensed
wholesaler that only acts as a reverse distributor. A pharmacist
fulfilling the duties of Section 4053.2 shall not be required to obtain
a license as a designated representative-reverse distributor.

SEC. 3. Section 4040.5 of the Business and Professions Code
is amended to read:

4040.5. “Reverse distributor” means every person who acts as
an agent for pharmacies, drug wholesalers, third-party logistics
providers, manufacturers, and other entities by receiving,
inventorying, warehousing, and managing the disposition of
outdated or nonsaleable dangerous—erugs: drugs or dangerous
devices.

SEC. 4. Section 4053.2 is added to the Business and Professions
Code, to read:

4053.2. (a) Notwithstanding Sections 4051 and 4053, the board
may issue a designated representative-reverse distributor license
to a qualified individual who shall provide sufficient and qualified
supervision over a licensed wholesaler that only acts as a reverse
distributor. The designated representative-reverse distributor shall
protect the public health and safety in the handling, storage,
warehousing, and destruction of outdated or nonsaleable
dangerous drugs and dangerous devices.

(b) An individual who is at least 18 years of age may apply for
a designated representative-reverse distributor license. In order
to obtain and maintain that license, the individual shall meet all
of the following requirements:

(1) He or she shall be a high school graduate or possess a
general education development certificate equivalent.

(2) He or she shall meet one of the following requirements:

(A) Have a minimum of one year of paid work experience in the
past three years with a licensed wholesaler, third-party logistics
provider, or pharmacy performing duties related to the distribution,
dispensing, or destruction of dangerous drugs or dangerous
devices.
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(B) Have a minimum of one year of paid work experience in the
destruction of outdated or nonsaleable dangerous drugs or
dangerous devices pharmaceutical waste.

(C) Meetall of the prerequisites to take the examination required
for licensure as a pharmacist by the board.

(3) (A) He or she shall complete a training program approved
by the board that, at a minimum, addresses each of the following
subjects:

(i) Knowledge and understanding of California law and federal
law relating to the distribution of dangerous drugs and dangerous
devices.

(if) Knowledge and understanding of California law and federal
law relating to the distribution of controlled substances.

(iif) Knowledge and understanding of California law and federal
law relating to the removal and destruction of dangerous drugs,
dangerous devices, and pharmaceutical waste.

(iv) Knowledge and understanding of the United States
Pharmacopoeia or federal Food and Drug Administration
standards relating to the safe storage, handling, and transport of
dangerous drugs and dangerous devices.

(B) The board may, by regulation, require the training program
required under this paragraph to include additional material.

(C) The board shall not issue a license as a designated
representative-reverse distributor until the applicant provides
proof of completion of the training required by this paragraph to
the board.

(c) A reverse distributor shall not operate without at least one
designated representative or designated representative-reverse
distributor present at each of its licensed places of business as
required under Section 4160.

SEC. 5. Section 4059.5 of the Business and Professions Code
is amended to read:

4059.5. (a) Except as otherwise provided in this chapter,
dangerous drugs or dangerous devices may only be ordered by an
entity licensed by the board and shall be delivered to the licensed
premises and signed for and received by a pharmacist. Where a
licensee is permitted to operate through a designated representative,
or in the case of a reverse distributor a designated-representative
representative-reverse distributor, that individual shall sign for
and receive the delivery.
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(b) A dangerous drug or dangerous device transferred, sold, or
delivered to a person within this state shall be transferred, sold, or
delivered only to an entity licensed by the board, to a manufacturer,
or to an ultimate user or the ultimate user’s agent.

(c) Notwithstanding subdivisions (a) and (b), deliveries to a
hospital pharmacy may be made to a central receiving location
within the hospital. However, the dangerous drugs or dangerous
devices shall be delivered to the licensed pharmacy premises within
one working day following receipt by the hospital, and the
pharmacist on duty at that time shall immediately inventory the
dangerous drugs or dangerous devices.

(d) Notwithstanding any other—previsien-oef law, a dangerous
drug or dangerous device may be ordered by and provided to a
manufacturer, physician, dentist, podiatrist, optometrist,
veterinarian, naturopathic doctor pursuant to Section 3640.7, or
laboratory, or a physical therapist acting within the scope of his
or her license. A person or entity receiving delivery of a dangerous
drug or dangerous device, or a duly authorized representative of
the person or entity, shall sign for the receipt of the dangerous drug
or dangerous device.

(e) A dangerous drug or dangerous device shall not be
transferred, sold, or delivered to a person outside this state, whether
foreign or domestic, unless the transferor, seller, or deliverer does
so in compliance with the laws of this state and of the United States
and of the state or country to which the dangerous drugs or
dangerous devices are to be transferred, sold, or delivered.
Compliance with the laws of this state and the United States and
of the state or country to which the dangerous drugs or dangerous
devices are to be delivered shall include, but not be limited to,
determining that the recipient of the dangerous drugs or dangerous
devices is authorized by law to receive the dangerous drugs or
dangerous devices.

(f) Notwithstanding subdivision (a), a pharmacy may take
delivery of dangerous drugs and dangerous devices when the
pharmacy is closed and no pharmacist is on duty if all of the
following requirements are met:

(1) Thedrugs are placed in a secure storage facility in the same
building as the pharmacy.
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(2) Only the pharmacist-in-charge or a pharmacist designated
by the pharmacist-in-charge has access to the secure storage facility
after dangerous drugs or dangerous devices have been delivered.

(3) The secure storage facility has a means of indicating whether
it has been entered after dangerous drugs or dangerous devices
have been delivered.

(4) The pharmacy maintains written policies and procedures for
the delivery of dangerous drugs and dangerous devices to a secure
storage facility.

(5) The agent delivering dangerous drugs and dangerous devices
pursuant to this subdivision leaves documents indicating the name
and amount of each dangerous drug or dangerous device delivered
in the secure storage facility.

The pharmacy shall be responsible for the dangerous drugs and
dangerous devices delivered to the secure storage facility. The
pharmacy shall also be responsible for obtaining and maintaining
records relating to the delivery of dangerous drugs and dangerous
devices to a secure storage facility.

SEC. 6. Section 4100 of the Business and Professions Code is
amended to read:

4100. {ay-Within 30 days after changing his or her address of
record with the board or after changing his or her name according
to law, a pharmacist, intern pharmacist, technician, designated
representative, designated representative-3PL, or designated
representative representative-reverse distributor shall notify the
executive officer of the board of the change of address or change
of name.

SEC. 7. Section 4160 of the Business and Professions Code is
amended to read:

4160. (a) A person shall not act as a wholesaler or third-party
logistics provider of any dangerous drug or dangerous device unless
he or she has obtained a license from the board.

(b) Upon approval by the board and the payment of the required
fee, the board shall issue a license to the applicant.

(c) (1) A separate license shall be required for each place of
business owned or operated by a wholesaler or third-party logistics
provider. Each place of business may only be issued a single license
by the board, except as provided in paragraph (2). Each license
shall be renewed annually and shall not be transferable. At all
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times during which a place of business is open for business, at
least one designated representative, in the case of a wholesaler, or
designated representative-3PL in the case of a third-party logistics
provider, shall be present. A wholesaler that only acts as a reverse
distributor may use either a designated representative or a
designated representative-reverse distributor to fulfill this
requirement.

(2) A wholesaler and a 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.

(d) Every wholesaler shall be supervised or managed by a
designated representative-in-charge. The designated
representative-in-charge shall be responsible for the wholesaler’s
compliance with state and federal laws governing wholesalers. As
part of its initial application for a license, and for each renewal,
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each wholesaler shall, on a form designed by the board, provide
identifying information and the California license number for a
designated representative or pharmacist proposed to serve as the
designated representative-in-charge. The proposed designated
representative-in-charge shall be subject to approval by the board.
The board shall not issue or renew a wholesaler license without
identification of an approved designated representative-in-charge
for the wholesaler. The designated representative-in-charge shall
maintain an active license as a designated representative with the
board at all times during which he or she is designated as the
designated representative-in-charge. A wholesaler that only acts
as a reverse distributor may identify and allow a designated
representative-reverse distributor to perform in this capacity. That
individual shall maintain an active license as a designated
representative-reverse distributor.

(e) Each place of business of a third-party logistics provider
shall be supervised and managed by a responsible manager. The
responsible manager shall be responsible for the compliance of
the place of business with state and federal laws governing
third-party logistics providers and with the third-party logistics
provider’s customer specifications, except where the customer’s
specifications conflict with state or federal laws. As part of its
initial application for a license, and for each renewal, each
third-party logistics provider shall, on a form designated by the
board, provide identifying information and the California license
number for a designated representative-3PL proposed to serve as
the responsible manager. The proposed responsible manager shall
be subject to approval by the board. The board shall not issue or
renew a third-party logistics provider license without identification
of an approved responsible manager for the third-party logistics
provider. The responsible manager shall maintain an active license
as a designated representative-3PL with the board at all times
during which he or she is designated as the responsible manager.

(f) A wholesaler shall notify the board in writing, on a form
designed by the board, within 30 days of the date when a
designated representative-in-charge ceases to act as the designated
representative-in-charge, and shall on the same form propose
another-designated-representative-er-pharmaeist authorized licensee
to take over as the designated representative-in-charge. The
proposed replacement designated representative-in-charge shall
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be subject to approval by the board. If disapproved, the wholesaler
shall propose another replacement within 15 days of the date of
disapproval, and shall continue to name proposed replacements
until a designated representative-in-charge is approved by the
board.

(9) A third-party logistics provider shall notify the board in
writing, on a form designed by the board, within 30 days of the
date when a responsible manager ceases to act as the responsible
manager, and shall on the same form propose another designated
representative-3PL to take over as the responsible manager. The
proposed replacement responsible manager shall be subject to
approval by the board. If disapproved, the third-party logistics
provider shall propose another replacement within 15 days of the
date of disapproval, and shall continue to name proposed
replacements until a responsible manager is approved by the board.

(h) A drug manufacturer premises licensed by the Food and
Drug Administration or licensed pursuant to Section 111615 of
the Health and Safety Code that only distributes dangerous drugs
and dangerous devices of its own manufacture is exempt from this
section and Section 4161.

(i) 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 required in an amount
established by the board as specified in subdivision (f) of Section
4400. 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.—Neitherfor For purposes of retaining a
temporary license,wer or for purposes of any disciplinary or license
denial proceeding before the board,—shaH the temporary
licenseholder shall not be deemed to have a vested property right
or interest in the license.

SEC. 8. Section 4331 of the Business and Professions Code is
amended to read:
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4331. (a) A person-whe—s not-a—pharmacist—a—designated

authorized under this chapter who takes charge of a wholesaler
or veterinary food-animal drug retailer or who dispenses a
prescription or furnishes dangerous devices, except as otherwise
provided in this chapter, is guilty of a misdemeanor.

(b) A person who is not a responsible manager or a designated
representative-3PL who takes charge of a third-party logistics
provider or coordinates the warehousing or distribution of
dangerous drugs or dangerous devices within a third-party logistics
provider, except as otherwise provided in this chapter, is guilty of
a misdemeanor.

(c) A person licensed as a veterinary food-animal drug retailer
that fails to place in charge of that veterinary food-animal drug
retailer a pharmacist or designated representative, or any person
who, by himself or herself, or by any other person, permits the
dispensing of prescriptions, except by a pharmacist or designated
representative, or as otherwise provided in this chapter, is guilty
of a misdemeanor.

(d) A person licensed as a wholesaler that fails to place in charge
of that wholesaler a pharmacist or designated representative, or
any person who, by himself or herself, or by any other person,
permits the furnishing of dangerous drugs or dangerous devices,
except by a pharmacist or designated representative, or as otherwise
provided in this chapter, is guilty of a misdemeanor.

(e) A person licensed as a third-party logistics provider that fails
to place in charge of a licensed place of business of the third-party
logistics provider a responsible manager, or any person who, by
himself or herself, or by any other person, permits the furnishing
of dangerous drugs or dangerous devices, except by a facility
manager, or as otherwise provided in this chapter, is guilty of a
misdemeanor.

SEC. 9. Section 4400 of the Business and Professions Code,
as added by Section 26 of Chapter 799 of the Statutes of 2016, is
amended to read:

4400. The amount of fees and penalties prescribed by this
chapter, except as otherwise provided, is that fixed by the board
according to the following schedule:

(@) The fee for a nongovernmental pharmacy license shall be
five hundred twenty dollars ($520) and may be increased to five
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hundred seventy dollars ($570). The fee for the issuance of a
temporary nongovernmental pharmacy permit shall be two hundred
fifty dollars ($250) and may be increased to three hundred
twenty-five dollars ($325).

(b) The fee for a nongovernmental pharmacy license annual
renewal shall be six hundred sixty-five dollars ($665) and may be
increased to nine hundred thirty dollars ($930).

(c) The fee for the pharmacist application and examination shall
be two hundred sixty dollars ($260) and may be increased to two
hundred eighty-five dollars ($285).

(d) The fee for regrading an examination shall be ninety dollars
($90) and may be increased to one hundred fifteen dollars ($115).
If an error in grading is found and the applicant passes the
examination, the regrading fee shall be refunded.

(e) The fee for a pharmacist license shall be one hundred
ninety-five dollars ($195) and may be increased to two hundred
fifteen dollars ($215). The fee for a pharmacist biennial renewal
shall be three hundred sixty dollars ($360) and may be increased
to five hundred five dollars ($505).

(f) The fee for a nongovernmental wholesaler or third-party
logistics provider license and annual renewal shall be seven
hundred eighty dollars ($780) and may be increased to eight
hundred twenty dollars ($820). The application fee for any
additional location after licensure of the first 20 locations shall be
three hundred dollars ($300) and may be decreased to no less than
two hundred twenty-five dollars ($225). A temporary license fee
shall be seven hundred fifteen dollars ($715) and may be decreased
to no less than five hundred fifty dollars ($550).

(g) The fee for a hypodermic license shall be one hundred
seventy dollars ($170) and may be increased to two hundred forty
dollars ($240). The fee for a hypodermic license renewal shall be
two hundred dollars ($200) and may be increased to two hundred
eighty dollars ($280).

(h) (1) The fee for application, investigation, and issuance of
a license as a designated representative pursuant to Section 4053,
or as a designated representative-3PL pursuant to Section 4053.1,
or as a designated representative-reverse distributor pursuant to
Section 4053.2 shall be one hundred fifty dollars ($150) and may
be increased to two hundred ten dollars ($210).
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(2) The fee for the annual renewal of a license as a designated
representative representative, designated representative-3PL, or
designated-representative-3RE representative-reverse distributor
shall be two hundred fifteen dollars ($215) and may be increased
to three hundred dollars ($300).

(i) (1) The fee for the application, investigation, and issuance
of a license as a designated representative for a veterinary
food-animal drug retailer pursuant to Section 4053 shall be one
hundred fifty dollars ($150) and may be increased to two hundred
ten dollars ($210).

(2) The fee for the annual renewal of a license as a designated
representative for a veterinary food-animal drug retailer shall be
two hundred fifteen dollars ($215) and may be increased to three
hundred dollars ($300).

() (1) The application fee for a nonresident wholesaler or
third-party logistics provider license issued pursuant to Section
4161 shall be seven hundred eighty dollars ($780) and may be
increased to eight hundred twenty dollars ($820).

(2) For nonresident wholesalers or third-party logistics providers
that have 21 or more facilities operating nationwide the application
fees for the first 20 locations shall be seven hundred eighty dollars
($780) and may be increased to eight hundred twenty dollars
($820). The application fee for any additional location after
licensure of the first 20 locations shall be three hundred dollars
($300) and may be decreased to no less than two hundred
twenty-five dollars ($225). A temporary license fee shall be seven
hundred fifteen dollars ($715) and may be decreased to no less
than five hundred fifty dollars ($550).

(3) The annual renewal fee for a nonresident wholesaler license
or third-party logistics provider license issued pursuant to Section
4161 shall be seven hundred eighty dollars ($780) and may be
increased to eight hundred twenty dollars ($820).

(k) The fee for evaluation of continuing education courses for
accreditation shall be set by the board at an amount not to exceed
forty dollars ($40) per course hour.

() The fee for an intern pharmacist license shall be one hundred
sixty-five dollars ($165) and may be increased to two hundred
thirty dollars ($230). The fee for transfer of intern hours or
verification of licensure to another state shall be twenty-five dollars
($25) and may be increased to thirty dollars ($30).
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(m) The board may waive or refund the additional fee for the
issuance of a license where the license is issued less than 45 days
before the next regular renewal date.

(n) The fee for the reissuance of any license, or renewal thereof,
that has been lost or destroyed or reissued due to a name change
shall be thirty-five dollars ($35) and may be increased to forty-five
dollars ($45).

(0) The fee for the reissuance of any license, or renewal thereof,
that must be reissued because of a change in the information, shall
be one hundred dollars ($100) and may be increased to one hundred
thirty dollars ($130).

(p) Itisthe intent of the Legislature that, in setting fees pursuant
to this section, the board shall seek to maintain a reserve in the
Pharmacy Board Contingent Fund equal to approximately one
year’s operating expenditures.

(g) The fee for any applicant for a nongovernmental clinic
license shall be five hundred twenty dollars ($520) for each license
and may be increased to five hundred seventy dollars ($570). The
annual fee for renewal of the license shall be three hundred
twenty-five dollars ($325) for each license and may be increased
to three hundred sixty dollars ($360).

(r) The fee for the issuance of a pharmacy technician license
shall be one hundred forty dollars ($140) and may be increased to
one hundred ninety-five dollars ($195). The fee for renewal of a
pharmacy technician license shall be one hundred forty dollars
($140) and may be increased to one hundred ninety-five dollars
($195).

(s) The fee for a veterinary food-animal drug retailer license
shall be four hundred thirty-five dollars ($435) and may be
increased to six hundred ten dollars ($610). The annual renewal
fee for a veterinary food-animal drug retailer license shall be three
hundred thirty dollars ($330) and may be increased to four hundred
sixty dollars ($460).

(t) The fee for issuance of a retired license pursuant to Section
4200.5 shall be thirty-five dollars ($35) and may be increased to
forty-five dollars ($45).

(u) The fee for issuance of a nongovernmental sterile
compounding pharmacy license shall be one thousand six hundred
forty-five dollars ($1,645) and may be increased to two thousand
three hundred five dollars ($2,305). The fee for a temporary license
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shall be five hundred fifty dollars ($550) and may be increased to
seven hundred fifteen dollars ($715). The annual renewal fee of
the license shall be one thousand three hundred twenty-five dollars
($1,325) and may be increased to one thousand eight hundred
fifty-five dollars ($1,855).

(v) The fee for the issuance of a nonresident sterile compounding
pharmacy license shall be two thousand three hundred eighty
dollars ($2,380) and may be increased to three thousand three
hundred thirty-five dollars ($3,335). The annual renewal of the
license shall be two thousand two hundred seventy dollars ($2,270)
and may be increased to three thousand one hundred eighty dollars
($3,180). In addition to paying that application fee, the nonresident
sterile compounding pharmacy shall deposit, when submitting the
application, a reasonable amount, as determined by the board,
necessary to cover the board’s estimated cost of performing the
inspection required by Section 4127.2. If the required deposit is
not submitted with the application, the application shall be deemed
to be incomplete. If the actual cost of the inspection exceeds the
amount deposited, the board shall provide to the applicant a written
invoice for the remaining amount and shall not take action on the
application until the full amount has been paid to the board. If the
amount deposited exceeds the amount of actual and necessary
costs incurred, the board shall remit the difference to the applicant.

(w) The fee for the issuance of an outsourcing facility license
shall be two thousand two hundred seventy dollars ($2,270) and
may be increased to up to three thousand one hundred eighty
dollars ($3,180) by the board. The fee for the renewal of an
outsourcing facility license shall be one thousand three hundred
twenty-five dollars ($1,325) and may be increased to up to one
thousand eight hundred fifty-five dollars ($1,855) by the board.
The fee for a temporary outsourcing facility license shall be seven
hundred fifteen dollars ($715).

(x) The fee for the issuance of a nonresident outsourcing facility
license shall be two thousand three hundred eighty dollars ($2,380)
and may be increased to up to three thousand three hundred
thirty-five dollars ($3,335) by the board. The fee for the renewal
of a nonresident outsourcing facility license shall be two thousand
two hundred seventy dollars ($2,270) and may be increased to up
to three thousand one hundred eighty dollars ($3,180) by the board.
In addition to paying that application fee, the nonresident
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outsourcing facility shall deposit, when submitting the application,
a reasonable amount, as determined by the board, necessary to
cover the board’s estimated cost of performing the inspection
required by Section 4129.2. If the required deposit is not submitted
with the application, the application shall be deemed to be
incomplete. If the actual cost of the inspection exceeds the amount
deposited, the board shall provide to the applicant a written invoice
for the remaining amount and shall not take action on the
application until the full amount has been paid to the board. If the
amount deposited exceeds the amount of actual and necessary
costs incurred, the board shall remit the difference to the applicant.

(y) The fee for the issuance of a centralized hospital packaging
license shall be eight hundred twenty dollars ($820) and may be
increased to one thousand one hundred fifty dollars ($1,150). The
annual renewal of the license shall be eight hundred five dollars
($805) and may be increased to one thousand one hundred
twenty-five dollars ($1,125).

(z) This section shall become operative on July 1, 2017.

SEC. 10. No reimbursement is required by this act pursuant
to Section 6 of Article X111 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changes the penalty
for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crime within
the meaning of Section 6 of Article XIIIB of the California
Constitution.
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CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 12

Introduced by Assembly Member Cooley

December 5, 2016

An act to add and repeal Chapter 3.6 (commencing with Section
11366) of Part 1 of Division 3 of Title 2 of the Government Code,
relating to state agency regulations.

LEGISLATIVE COUNSEL’S DIGEST

AB 12, as introduced, Cooley. State government: administrative
regulations: review.

Existing law authorizes various state entities to adopt, amend, or
repeal regulations for various specified purposes. The Administrative
Procedure Act requires the Office of Administrative Law and a state
agency proposing to adopt, amend, or repeal aregulation to review the
proposed changes for, among other things, consistency with existing
state regulations.

This bill would require each state agency to, on or before January 1,
2020, review that agency’s regulations, identify any regulations that
areduplicative, overlapping, inconsistent, or out of date, to revise those
identified regulations, as provided, and report to the Legislature and
Governor, as specified. The bill would repea these provisions on
January 1, 2021.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.
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The people of the State of California do enact as follows:

SECTION 1. Chapter 3.6 (commencing with Section 11366)
isadded to Part 1 of Division 3 of Title 2 of the Government Code,
to read:

CHAPTER 3.6. REGULATORY REFORM
Article 1. Findings and Declarations

11366. TheLegidaturefindsand declaresall of thefollowing:

(@ TheAdministrative ProcedureAct (Chapter 3.5 (commencing
with Section 11340), Chapter 4 (commencing with Section 11370),
Chapter 4.5 (commencing with Section 11400), and Chapter 5
(commencing with Section 11500)) requires agencies and the
Office of Administrative Law to review regulationsto ensure their
consistency with law and to consider impacts on the state's
economy and businesses, including small businesses.

(b) However, the act does not require agencies to individually
review their regulations to identify overlapping, inconsistent,
duplicative, or out-of-date regulations that may exist.

(c) At atime when the state’'s economy is slowly recovering,
unemployment and underemployment continue to affect all
Cdlifornians, especially older workers and younger workers who
received college degreesin thelast seven yearsbut are still awaiting
their first great job, and with state government improving but in
need of continued fiscal discipline, it is important that state
agencies systematically undertake to identify, publicly review, and
eliminate overlapping, inconsistent, duplicative, or out-of-date
regulations, both to ensure they more efficiently implement and
enforce laws and to reduce unnecessary and outdated rules and
regulations.

Article 2. Definitions

11366.1. For the purposes of this chapter, the following
definitions shall apply:

(a) “State agency” means a state agency, as defined in Section
11000, except those state agencies or activities described in Section
11340.9.
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(b) “Regulation” has the same meaning as provided in Section
11342.600.

Article 3. State Agency Duties

11366.2. On or before January 1, 2020, each state agency shall
do al of the following:

() Review al provisionsof the CaliforniaCode of Regulations
adopted by that state agency.

(b) Identify any regulations that are duplicative, overlapping,
inconsistent, or out of date.

(c) Adopt, amend, or repeal regulationsto reconcile or eliminate
any duplication, overlap, inconsistencies, or out-of-date provisions,
and shall comply with the process specified in Article 5
(commencing with Section 11346) of Chapter 3.5, unless the
addition, revision, or deletion iswithout regulatory effect and may
be done pursuant to Section 100 of Title 1 of the California Code
of Regulations.

(d) Hold at least one noticed public hearing, which shall be
noticed on the Internet Web site of the state agency, for the
purposes of accepting public comment on proposed revisions to
its regulations.

(e) Notify the appropriate policy and fiscal committees of each
house of the Legidature of the revisions to regulations that the
state agency proposes to make at least 30 days prior to initiating
the process under Article 5 (commencing with Section 11346) of
Chapter 3.5 or Section 100 of Title 1 of the California Code of
Regulations.

(9) (1) Report to the Governor and the Legislature on the state
agency’s compliance with this chapter, including the number and
content of regulations the state agency identifies as duplicative,
overlapping, inconsistent, or out of date, and the state agency’s
actions to address those regul ations.

(2) The report shall be submitted in compliance with Section
9795 of the Government Code.

11366.3. (a) Onor before January 1, 2020, each agency listed
in Section 12800 shall notify a department, board, or other unit
within that agency of any existing regulations adopted by that
department, board, or other unit that the agency has determined
may be duplicative, overlapping, or inconsistent with aregulation
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adopted by another department, board, or other unit within that
agency.

(b) A department, board, or other unit within an agency shall
notify that agency of revisions to regulations that it proposes to
make at |east 90 days prior to anoticed public hearing pursuant to
subdivision (d) of Section 11366.2 and at least 90 days prior to
adoption, amendment, or repeal of the regulations pursuant to
subdivision (c) of Section 11366.2. The agency shall review the
proposed regulations and make recommendations to the
department, board, or other unit within 30 days of receiving the
notification regarding any duplicative, overlapping, or inconsistent
regulation of another department, board, or other unit within the
agency.

11366.4. Anagency listed in Section 12800 shall notify astate
agency of any existing regulations adopted by that agency that
may duplicate, overlap, or be inconsistent with the state agency’s
regulations.

11366.45. This chapter shall not be construed to weaken or
undermine in any manner any human health, public or worker
rights, public welfare, environmental, or other protection
established under statute. This chapter shall not be construed to
affect the authority or requirement for an agency to adopt
regulations as provided by statute. Rather, it is the intent of the
L egidatureto ensure that state agenciesfocus more efficiently and
directly on their duties as prescribed by law so as to use scarce
public dollars more efficiently to implement the law, while
achieving equal or improved economic and public benefits.

Article 4. Chapter Reped
11366.5. Thischapter shall remainin effect only until January
1, 2021, and as of that date is repealed, unless a later enacted

statute, that is enacted before January 1, 2021, deletes or extends
that date.
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Regulations: Review

Staff Recommendation: Oppose

AFFECTED SECTIONS: Adds Chapter 3.6 to Part 1 of Division 3 of Title 2 of the Government
Code and subsequent repeal.

STATUS: Assembly Appropriations Committee Suspense File

SUMMARY:

AB 12 would require state agencies to review, adopt, amend or repeal any regulations that are
duplicative, overlapping, inconsistent or out-of-date by January 1, 2020, and establish reporting
requirements.

EXISTING LAW:
The Administrative Procedure Act establishes requirements for the adoption, amendment or
repeal of regulations.

THIS BILL WOULD:

Require the board to identify all regulations that are duplicative, overlapping, inconsistent or
out of date and ensure that necessary changes are made via the rulemaking process to correct
any such identified changes. Further, this measure would require that all actions be completed
on or before January 1, 2020.

STAFF COMMENTS:

Board staff notes that this measure could have a significant impact to its current operations.
Completing the necessary review of its regulations as well as securing the changes within the
time allotted (two years) seems extremely challenging. Given the complexity of the board’s
regulatory structure, board staff has concerns that the board could achieve compliance with
this measure in the time frame allowed without significantly impacting other areas of board
operations.

The board had an oppose position on a similar measure last year.



FISCAL IMPACT ON THE BOARD:

Given the significant resources that would be required, board staff identified a significant fiscal
to include two staff counsel and one AGPA limited term totaling $478,000 (FY 2018/19) and

$454,000 (FY 2019/20).

SUPPORT / OPPOSITION:

SUPPORT:

Acclamation Insurance Management
Services

Allied Managed Care

American Chemistry Council

American Federation of State, County And
Municipal Employees, AFL-CIO

American Forest & Paper Association
Associated Builders and Contractors Of
California

Building Owners And Managers Association
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California Asian Pacific Chamber of
Commerce

California Association for Health Services At
Home

California Association of Boutique And
Breakfast Inns

California Association of Independent
Business

California Association of Specialty
Contractors

California Building Industry Association
California Business Properties Association
California Business Roundtable

California Cement Manufacturers
Environmental Coalition

California Chamber of Commerce
California Construction & Industrial

OPPOSITION:

California Labor Federation
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California Grocers Association
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California Professional Association Of
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Consumer Specialty Products Association
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Flasher Barricade Association

Industrial Environmental Association
International Council of Shopping Centers
National Federation of Independent
Business

National Shooting Sports Foundation, Inc.
Small Business California

Sporting Arms And Ammunition
Manufacturers' Institute, Inc.

USANA Health Sciences Inc.

Western States Petroleum Association
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CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 40

Introduced by Assembly Member Santiago

December 5, 2016

An act to amend Sections 11165.1 and 11165.2 of the Health and
Safety Code, relating to controlled substances, and declaring the urgency
thereof, to take effect immediately.

LEGISLATIVE COUNSEL’S DIGEST

AB 40, asintroduced, Santiago. CURES database: health information
technology system.

Existing law classifies certain controlled substances into designated
schedules. Existing law requires the Department of Justice to maintain
the Controlled Substance Utilization Review and Evaluation System
(CUREYS) for the e ectronic monitoring of the prescribing and dispensing
of Schedulell, Schedulelll, and Schedule 1V controlled substances by
a health care practitioner authorized to prescribe, order, administer,
furnish, or dispense a Schedule 11, Schedule Ill, or Schedule IV
controlled substance.

This bill would require the Department of Justice to make the
electronic history of controlled substances dispensed to an individual
under a health care practitioner’s care, based on data contained in the
CURES database, available to the practitioner through either an online
Internet Web portal or an authorized health information technology
system, as defined. The bill would authorize a health information
technology system to establish an integration with and submit queries
to the CURES database if the system can certify, among other
requirements, that the datareceived from the CURES database will not
be used for any purpose other than delivering the data to an authorized
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health care practitioner or performing data processing activities
necessary to enable delivery, and that the system meets applicable
patient privacy and information security requirements of state and
federal law. The bill would also authorize the Department of Justice to
require an entity operating a health information technology system to
enter into amemorandum of understanding or other agreement setting
forth terms and conditions with which the entity must comply.

Existing law authorizes the Department of Justice to conduct audits
of the CURES database and its users.

Thisbill would authorize the Department of Justice to conduct audits
of any authorized health information technology system integrated with
the CURES database.

This bill would declare that it is to take effect immediately as an
urgency statute.

Vote: 2%;. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 11165.1 of the Health and Safety Code,
2 asamended by Section 2 of Chapter 708 of the Statutes of 2016,
3 isamended to read:
4 11165.1. (& (1) (A) (i) A heath carepractitioner authorized
5 to prescribe, order, administer, furnish, or dispense Schedule Il,
6 Schedule Ill, or Schedule IV controlled substances pursuant to
7 Section 11150 shall, before July 1, 2016, or upon receipt of a
8 federal Drug Enforcement Administration (DEA) registration,
9 whichever occurs later, submit an application developed by the
10 Department-ofJustice department to obtain approval to access
11 information-entne regarding the controlled substance history of
12 apatient through an online Internet WWeb portal that is-stered-en
13 thetnternet-and mainta ned-within-the-Department-ef Justiee; by
14 the department, or through an authorized health information
15 technology system, and, upon approval, the department shall release
16 to that-praetitiener practitioner, through an online Internet Web
17 portal or an authorized health information technology system, the
18 electronic history of controlled substances dispensed to an
19 individual under his or her care based on data contained in the
20 CURES Prescription Drug Monitoring Program (PDMP).
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(i) A pharmacist shall, before July 1, 2016, or upon licensure,
whichever occurs later, submit an application developed by the
Pepartment-ofJustice department to obtain approval to access
information online regarding the controlled substance history of
a patient that is stored on the Internet and maintained within the

tee; department, and, upon approval, the
department shall release to that pharmacist the electronic history
of controlled substances dispensed to an individua under his or
her care based on data contained in the CURES PDMP.

(B) An application may be denied, or a subscriber may be
suspended, for reasons which include, but are not limited to, the
following:

(i) Materialy falsifying an application for a subscriber.

(i) Failureto maintain effective controlsfor accessto the patient
activity report.

(iii) Suspended or revoked federal DEA registration.

(iv) Any subscriber who is arrested for a violation of law
governing controlled substances or any other law for which the
possession or use of a controlled substance is an element of the
crime.

(v) Any subscriber accessing information for any other reason
than caring for his or her patients.

(C) Any authorized subscriber shall notify the-Department-of
Justiee department within 30 days of any changesto the subscriber
account.

(D) A health information technology system may establish an
integration with and submit queries to the CURES database on
either a user-initiated basis or an automated basis if the system
can certify all of the following:

(i) The health information technology system can establish it
has been authorized to query the CURES database on behalf of
an authorized health care practitioner on either a user-initiated
basis, an automated basis, or both, for purposes of delivering
patient data from the CURES database to assist an authorized
health care practitioner with evaluating the need for medical or
pharmaceutical treatment or providing medical or pharmaceutical
treatment to a patient for whom a health care practitioner is
providing or has provided care.

(if) The health information technology system will not use or
disclose data received from the CURES database for any purpose
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other than delivering the data to an authorized health care
practitioner or performing data processing activities that may be
necessary to enable this delivery.

(iii) The health information technology system authenticates
the identity of any authorized health care practitioner initiating
gueriesto the CURESdatabase on either a user-initiated basis or
an automated basis and maintains an audit trail documenting this
authentication.

(iv) The health information technology system meets applicable
patient privacy and information security requirements of state and
federal law.

(E) The department may, in its discretion, determine whether
to establish a direct systemintegration between one or more health
information technology systems and the CURES database, or
whether to develop a gateway system to which multiple health
information technology systems can establish an integration for
purposes of accessing the CURES database.

(F) Thedepartment may require an entity that operatesa health
information technology system to enter into a memorandum of
understanding or other agreement that sets forth terms and
conditions with which the entity shall comply, including, but not
limited to, all of the following:

(i) Paying areasonablefeeto cover the cost of establishing and
maintaining integration with the CURES database.

(i) Enforcement mechanismsfor failureto comply with oversight
or audit activities by the department, up to and including
termination of access to the CURES database,

(iii) Any other term or condition that the department may
determine in its reasonable discretion is necessary to carry out
the intent of this section.

(2) A hedlth care practitioner authorized to prescribe, order,
administer, furnish, or dispense Schedule 1I, Schedule IlI, or
Schedule IV controlled substances pursuant to Section 11150 or
a pharmacist shall be deemed to have complied with paragraph
(2) if the licensed health care practitioner or pharmacist has been
approved to access the CURES database through the process
developed pursuant to subdivision (a) of Section 209 of the
Business and Professions Code.
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(b) Any request for, or release of, acontrolled substance history
pursuant to this section shall be made in accordance with guidelines
developed by the-Bepartment-ef Justice: department.

(c) In order to prevent the inappropriate, improper, or illegal
use of Schedule Il, Schedule Il1I, or Schedule 1V controlled
substances, the-Bepartment-ef-Justice department may initiate the
referral of the history of controlled substances dispensed to an
individual based on data contained in CURES to licensed health
care practitioners, pharmacists, or both, providing care or services
to the individual. An authorized health care practitioner may use
a health information technol ogy system, either on a user-initiated
basis or an automated basis, to initiate the referral of the history
of controlled substances dispensed to an individual based on data
contained in CURES to other licensed health care practitioners,
pharmacists, or both.

(d) The history of controlled substances dispensed to an
individual based on data contained in CURES that is received by
a practitioner or pharmacist from the-Department—of—Justice
department pursuant to this section ismedical information subject
to the provisions of the Confidentiality of Medical Information
Act contained in Part 2.6 (commencing with Section 56) of
Division 1 of the Civil Code.

(e) Information concerning a patient’s controlled substance
history provided to a prescriber or pharmacist pursuant to this
section shall include prescriptions for controlled substances listed
in Sections 1308.12, 1308.13, and 1308.14 of Title 21 of the Code
of Federal Regulations.

(f) A health care practitioner, pharmacist, and any person acting
on behalf of a health care practitioner or pharmacist, when acting
with reasonable care and in good faith, is not subject to civil or
administrative liability arising from any false, incomplete,
inaccurate, or misattributed information submitted to, reported by,
or relied upon in the CURES database or for any resulting failure
of the CURES database to accurately or timely report that
information.

(g) For purposes of this section, the following terms have the
following meanings:

(1) “ Automated basis’ means using predefined criteria
established or approved by a health care practitioner to trigger
an automated query to the CURES database, which can be
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attributed to a specific health care practitioner by an audit trail
in the health information technology system.

(2) “ Department” means the Department of Justice.

(3) “Health information technology system” means an
information processing application using hardware and software
for the storage, retrieval, sharing of or use of patient data for
communication, decisionmaking, coordination of care, or the
quality, safety, or efficiency of the practice of medicine or delivery
of health care services, including, but not limited to, electronic
medical record applications, health information exchange systems,
or other interoperable clinical or health care information system.

(4) “User-initiated basis’ means an authorized health care
practitioner hastaken an action to initiate the query to the CURES
database, such as clicking a button, issuing a voice command, or
taking some other action that can be attributed to a specific health
care practitioner by an audit trail in the health information
technology system.

SEC. 2. Section 11165.2 of the Health and Safety Code is
amended to read:

11165.2. (a) The Department of Justice may conduct audits
of the CURES Prescription Drug Monitoring Program system and
its—users: users, including any authorized health information
technol ogy system, as defined in subdivision (g) of Section 11165.1,
integrated with the CURES database.

(b) The Department of Justice may establish, by regulation, a
system for theissuance to a CURES Prescription Drug Monitoring
Program subscriber of a citation which may contain an order of
abatement, or an order to pay an administrative fine assessed by
the Department of Justice if the subscriber isin violation of any
provision of this chapter or any regulation adopted by the
Department of Justice pursuant to this chapter.

(c) The system shall contain the following provisions:

(1) Citations shall be in writing and shall describe with
particularity the nature of the violation, including specific reference
to the provision of law or regulation of the department determined
to have been violated.

(2) Whenever appropriate, the citation shall contain an order of
abatement establishing a reasonable time for abatement of the
violation.
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(3 In no event shall the administrative fine assessed by the
department exceed two thousand five hundred dollars ($2,500) for
each violation. In assessing afine, due consideration shall be given
to the appropriateness of the amount of the fine with respect to
such factors as the gravity of the violation, the good faith of the
subscribers, and the history of previous violations.

(4) Anorder of abatement or afine assessment issued pursuant
to acitation shall inform the subscriber that if the subscriber desires
a hearing to contest the finding of a violation, a hearing shall be
requested by written notice to the CURES Prescription Drug
Monitoring Program within 30 days of the date of issuance of the
citation or assessment. Hearings shall be held pursuant to Chapter
5 (commencing with Section 11500) of Part 1 of Division 3 of
Title 2 of the Government Code.

(5) In addition to requesting a hearing, the subscriber may,
within 10 days after service of the citation, request in writing an
opportunity for an informal conference with the department
regarding the citation. At the conclusion of theinformal conference,
the department may affirm, modify, or dismiss the citation,
including any finelevied or order of abatement issued. The decision
shall be deemed to be a final order with regard to the citation
issued, including the fine levied or the order of abatement which
could include permanent suspension to the system, a monetary
fine, or both, depending on the gravity of the violation. However,
the subscriber does not waive its right to request a hearing to
contest a citation by requesting an informal conference. If the
citation is affirmed, aformal hearing may be requested within 30
days of the date the citation was affirmed. If the citation is
dismissed after the informal conference, the request for a hearing
on the matter of the citation shall be deemed to be withdrawn. If
the citation, including any fine levied or order of abatement, is
modified, the citation originally issued shall be considered
withdrawn and a new citation issued. If ahearing is requested for
asubsequent citation, it shall be requested within 30 days of service
of that subsequent citation.

(6) Failure of a subscriber to pay afine within 30 days of the
date of assessment or comply with an order of abatement within
the fixed time, unless the citation is being appealed, may resultin
disciplinary action taken by the department. If a citation is not
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contested and a fine is not paid, the subscriber account will be
terminated:

(A) A citation may be issued without the assessment of an
administrative fine.

(B) Assessment of administrative fines may be limited to only
particular violations of law or department regulations.

(d) Notwithstanding any other provision of law, if afineispaid
to satisfy an assessment based on the finding of a violation,
payment of thefine shall be represented as a satisfactory resolution
of the matter for purposes of public disclosure.

(e) Administrative fines collected pursuant to this section shall
be deposited in the CURES Program Special Fund, available upon
appropriation by the Legidature. These special fundsshall provide
support for costs associated with informal and formal hearings,
maintenance, and updates to the CURES Prescription Drug
Monitoring Program.

(f) Thesanctionsauthorized under this section shall be separate
from, and in addition to, any other administrative, civil, or criminal
remedies, however, a criminal action may not be initiated for a
specific offenseif acitation has been issued pursuant to this section
for that offense, and a citation may not be issued pursuant to this
section for a specific offense if a criminal action for that offense
has been filed.

(g) Nothing in this section shall be deemed to prevent the
department from serving and prosecuting an accusation to suspend
or revoke asubscriber if groundsfor that suspension or revocation
exist.

SEC. 3. This act is an urgency statute necessary for the
immediate preservation of the public peace, health, or safety within
the meaning of Article IV of the California Constitution and shall
go into immediate effect. The facts constituting the necessity are:

In order to ensure that information in the CURES database is
available to prescribing physicians so they may prevent the
dangerous abuse of prescription drugs and to safeguard the health
and safety of the people of this state, it is necessary that this act
take effect immediately.
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THIS BILL WOULD:

Require the Department of Justice to make the electronic history of controlled substances
dispensed to an individual under a health care practitioner’s care, based on data contained in
the CURES database, available to the practitioner through either an online Internet Web portal
or an authorized health information technology system, as defined.

STAFF COMMENTS:

The board has a long history of supporting CURES and its use. This measure appears to remove
a possible impediment to use of CURES by allowing access through an authorized health
information technology system.

SUPPORT / OPPOSITION:

SUPPORT:

California American College of Emergency Physicians
California Access Coalition

California Medical Board

OPPOSITION:

None on file
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secrtion 1. This act shall be known, and may be cited, as the “HOPE Act.”

SEC. 2. Article 5 (commencing with Section 11774) is added to Chapter 1 of Part 2 of Division 10.5 of the Health
and Safety Code, to read:

Article 5. Heroin and Opioid Public Education (HOPE)

11774. The Legislature finds and declares all of the following:
(a) There is an epidemic in this state stemming from the use of heroin and the abuse of opioid medications.

(b) In order for the state to combat this epidemic, citizens in all walks of life shall be alerted to the problem, and
shall be armed with information that will allow them to recognize, and undertake appropriate actions, when they or
their loved ones are at risk of, or are succumbing to, a heroin or opioid medication addiction.

(c) The widespread dissemination of information necessary to combat the state’s heroin and opioid medication
epidemic could be successfully achieved through the institution and maintenance of a multicultural statewide
public awareness campaign, which would be carefully coordinated through all available multimedia channels to
reach a wide variety of audiences, including drug users, their family members and friends, medical practitioners
and nurses, emergency personnel, and employers.

(d) Prescription drug overdoses now kill more people than car accidents.

(e) Every day, 2,500 children 12 to 17 years of age abuse a prescription painkiller for the first time, and more
people are becoming addicted to prescription drugs.

(f) Data from the federal Centers for Disease Control and Prevention suggests that the nonmedical use of
prescription painkillers costs public and private health insurers seventy-two billion eight hundred million dollars
($72,800,000,000) annually.

(g) As abuse rates have risen, the functions of the State Department of Alcohol and Drug Programs have been
transferred to the State Department of Health Care Services.

(h) In order to be more successful in combating drug abuse, while addressing the current opioid and heroin
epidemic, the department’s current public awareness campaign is being used to combat the state’s growing
heroin and opioid medication epidemic shall be designed to do all of the following:

(1) Educate the public as to the reasons why ordinary people may engage in the abuse of opioid medications and
the associated use of heroin.

(2) Rebut the commonly accepted myths and stereotypes associated with heroin use and opioid medication
abuse.

(3) Stigmatize and condemn the abuse and diversion of opioid medication, while still recognizing the legitimate
use of those opioid drugs as medications.

11774.1. (@) The department, in consultation with stakeholders, as appropriate, shall develop, coordinate, implement,
and oversee a comprehensive multicultural public awareness campaign, to be known as “Heroin and Opioid
Public Education (HOPE),” which shall allow for the coordinated and widespread dissemination of information
designed to combat the growing heroin and opioid medication epidemic in the state.

(b) Using the means described in subdivision (c), HOPE shall provide for the coordinated and widespread public
dissemination of individual case stories and other generalized information that is designed to do all of the
following:

(1) Identify the pathways that can lead to opioid medication abuse and heroin use, and the reasons why opioid
medication abuse may evolve into heroin use.

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\asm\ab 0151-0200\ab 182 97 A bill.la... 4/5/2017



Viewer Page 2 of 3

(2) Show the many faces of heroin and opioid medication addiction, and rebut the commonly accepted myths and
stereotypes about heroin users and opioid medication abusers.

(3) Condemn and stigmatize the abuse and diversion of opioid medication, while recognizing the legitimate use of
those same opioid drugs as medications.

(4) Describe the effects and warning signs of heroin use and opioid medication abuse, so as to better enable
members of the public to determine when help is needed.

(5) Show the link that exists between heroin and opioid medication addiction and suicidal behavior.

(6) Identify the pathways that are available for individuals to seek help in association with their own, or another
person’s, heroin or opioid medication addiction, and indicate the various telephone hotline systems that exist in
the state for persons who wish to report a case of drug abuse or engage in substance abuse treatment.

(7) Highlight the availability of naloxone hydrochloride as a means to avert death from a heroin or opioid
medication overdose, identify pathways for members of the public to obtain a prescription for naloxone
hydrochloride and training in the emergency administration of naloxone hydrochloride, and promote the proper
use of naloxone hydrochloride in crisis situations.

(8) Highlight the benefits of substance abuse treatment and the potential for treatment to allow for the reclaiming
of lives that have been upset by addiction, and underscore the fact that relapses occur not because treatment is
ineffective, but because of the nature of addiction, which is a recurring and relapsing disorder.

(9) Highlight the benefits of medication-assisted therapy using medications approved by the federal Food and
Drug Administration, such as methadone, buprenorphine, extended-release injectable naltrexone, or other similar
drugs, and destigmatize the use of that medication-assisted therapy.

(10) Identify the methods that can be used by an individual to help finance the costs of substance abuse
treatment.

(11) Identify the steps that individuals can take to prevent and deter family members, friends, students, patients,
coworkers, and others from first experimenting with inappropriately obtained opioid medications, and from
misusing or mismanaging lawful opioid medications.

(12) Identify the proper methods for safeguarding, and for safely disposing of, legitimate opioid medications.

(13) Address any other issues that the department may deem appropriate and necessary to proactively educate
the public about the state’s heroin and opioid medication epidemic and the actions that can be taken by members
of the public to reduce the likelihood of heroin or opioid medication addiction, or to otherwise respond to, or
mitigate the effects of, heroin or opioid medication addiction in cases in which it is present.

(c) (1) The HOPE program shall effectuate the dissemination of information described in subdivision (b) by using
appropriate types of media to achieve the goal efficiently and effectively, including new technologies in media,
print media, television and radio, Internet and social media.

(2) In disseminating the information described in subdivision (b), the HOPE program shall employ a variety of
complementary educational themes and messages that shall be tailored to appeal to different target audiences in
the state. At a minimum, the HOPE program shall incorporate all of the following:

(A) At least one message that is directed at, and is tailored to influence and resonate with, individuals who are
personally at risk of heroin use or opioid medication abuse or who have already started down a pathway to
addiction.

(B) At least one message that is directed at, and is tailored to influence and resonate with, the family members
and friends of addicted persons, teachers, school nurses, medical practitioners, and employers.

(C) At least one message that is directed at the dangers of teen drug pilfering from the household medicine
cabinet and how this could be avoided through the use of safe storage products.

(3) Information under the HOPE program shall be disseminated using culturally and linguistically appropriate

means, in a manner that demonstrates respect for individual dignity and cultural differences. Where feasible and
appropriate, the information shall be made available in a variety of languages.
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(4) The department may enter into public-private partnerships with pharmaceutical or health care insurance
companies, nonprofit social services organizations, mental health services providers and clinics, law enforcement,
health care agencies, and school districts, that provide services in the state in order to facilitate the dissemination
of information under the HOPE program.

11774.2. (a) The department shall submit to the Governor and the Legislature on at least an annual basis, a report
that summarizes the actions that have been undertaken by the department to implement this article and includes
an assessment of the effectiveness of the program, including, but not limited to, effects on the rate of new opioid
and heroin addictions by populations, mitigation of the effects of opioid or heroin addiction, crime rates,
hospitalization rates, death rates, and other calculable results as determined by the department. The report shall
provide any recommendations for legislative or executive action that may be necessary to facilitate the ongoing
success of the program.

(b) A report to be submitted to the Legislature pursuant to this section shall be submitted in compliance with
Section 9795 of the Government Code.

11774.3. The department may adopt regulations in accordance with the rulemaking provisions of the Administrative

Procedure Act (Chapter 3.5 (commencing with Section 11340) of Part 1 of Division 3 of Title 2 of the Government
Code) as necessary to implement this article.
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Staff Recommendation: Support

AFFECTED SECTIONS: Add Chapter 1 of Part 2 of Division 10.5 of the Health and Safety Code
STATUS: Assembly Appropriations Committee Suspense file

THIS BILL WOULD:

Require the Department of Health Care Services (department) to develop and implement an
education campaign (HOPE) to combat the growing heroin and opioid medication epidemic in
California in consultation with stakeholders. The measure includes some of the information
that must be used as part of the campaign as well as targeted audiences. The department
would also be required to submit a report on at least an annual basis summarizing its activities
and assessment of the effectiveness of the program.

STAFF COMMENTS:

The board has routinely supported and focused efforts on combatting prescription drug abuse.
This education campaign appears in line with these efforts, including the education campaign
under development by the Communication and Public Education Committee.

SUPPORT / OPPOSITION:

SUPPORT:

American Academy of Pediatrics, California
Biocom

California Police Chiefs Association
California State Teacher Association
California Special Districts Association
Gatekeeper Innovation

OPPOSITION:
None on file
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SECTION 1. Section 1000 of the Penal Code is amended to read:

1000. (@) This chapter shall apply whenever a case is before any court upon an accusatory pleading for a violation
of Section 11350, 11357, 11364, or 11365, paragraph (2) of subdivision (b) of Section 11375, Section 11377, or
Section 11550 of the Health and Safety Code, or subdivision (b) of Section 23222 of the Vehicle Code, or Section
11358 of the Health and Safety Code if the marijuana planted, cultivated, harvested, dried, or processed is for
personal use, or Section 11368 of the Health and Safety Code if the narcotic drug was secured by a fictitious
prescription and is for the personal use of the defendant and was not sold or furnished to another, or subdivision
(d) of Section 653f if the solicitation was for acts directed to personal use only, or Section 381 or subdivision (f) of
Section 647 of the Penal Code, if for being under the influence of a controlled substance, or Section 4060 of the
Business and Professions Code, and it appears to the prosecuting attorney that, except as provided in subdivision
(b) of Section 11357 of the Health and Safety Code, all of the following apply to the defendant:

(1) Fre-defendant-has-ne- Within five years prior to the alleged commission of the charged offense, the defendant

has not suffered a conviction for any offense involving controlled substances priorto-the-alleged-commission-of
the-charged-offense- other than the offenses listed in this subdivision.

(2) The offense charged did not involve a crime of violence or threatened violence.

(3) There is no evidence of a contemporaneous violation relating to narcotics or restricted dangerous drugs other
than a violation of the sections offenses listed in this subdivision.

eemmtssmn—ef—the—eha;ged—eﬁense Within five years pr/or to the alleged commission of the charged offense the
defendant has no prior conviction for a serious felony, as defined in subdivision (c) of Section 1192.7, or a violent

felony, as defined in subdivision (c) of Section 667.5.

(b) The prosecuting attorney shall review his or her file to determine whether or not paragraphs (1) to (6% (4),

inclusive, of subd|V|S|on (a) apply to the defendant Upen—the—ag#eement—ef—the—pteeeeutmg—attemey—law

the—eha#ges— If the defendant is found eI|g|bIe the prosecutlng attorney shaII f|Ie W|th the court a declaratlon in
writing or state for the record the grounds upon which the determination is based, and shall make this information
available to the defendant and his or her attorney. This procedure is intended to allow the court to set the hearing
for deferred—entry—ofjudgment— pretrial diversion at the arraignment. If the defendant is found ineligible for
deferred-entry—of-judgment— pretrial diversion, the prosecuting attorney shall file with the court a declaration in
writing or state for the record the grounds upon which the determination is based, and shall make this information
available to the defendant and his or her attorney. The sole remedy of a defendant who is found ineligible for

deferred-entry-ofjudgment- pretrial diversion is a postconviction appeal.

(c) All referrals for deferred-entry-ofjudgment pretrial diversion granted by the court pursuant to this chapter shall
be made only to programs that have been certified by the county drug program administrator pursuant to Chapter
1.5 (commencing with Section 1211) of Title 8, or to programs that provide services at no cost to the participant
and have been deemed by the court and the county drug program administrator to be credible and effective. The
defendant may request to be referred to a program in any county, as long as that program meets the criteria set
forth in this subdivision.

(d) Beferred-entry-ofjudgmentfora- Pretrial diversion for an alleged violation of Section 11368 of the Health and
Safety Code shall not prohibit any administrative agency from taking disciplinary action against a licensee or from

denying a license. Nething-in-this-subdivision-shall-be-construed-to- This subdivision does not expand or restrict

the provisions of Section 1000.4.
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(e) Any defendant who is participating in a program referred-te— authorized in this section may be required to
undergo analysis of his or her urine for the purpose of testing for the presence of any drug as part of the program.
However, urine-analysis- urinalysis results shall not be admissible as a basis for any new criminal prosecution or
proceeding.

SEC. 2. Section 1000.1 of the Penal Code is amended to read:

1000.1. (@) If the prosecuting attorney determines that this chapter may be applicable to the defendant, he or she
shall advise the defendant and his or her attorney in writing of that determination. This notification shall include all
of the following:

(1) A full description of the procedures for deferred-entry-ofjudgment: pretrial diversion.

(2) A general explanation of the roles and authorities of the probation department, the prosecuting attorney, the
program, and the court in the process.

(3) A clear statement that in-lieu—oftrial— the court may grant deferred-entryofjudgment pretrial diversion with
respect to any enmeoffense specmed in subdivision (a) of Sect|on 1000 that is charged provided that the
defendant pleads rETs j not guilty
to the charge or charges waives the right to a speedy tr/al and to a speedy preI/m/nary hearing, if applicable, and
that upon the defendant’s successful completion of a program, as specified in subdivision (c) of Section 1000, the
positive recommendation of the program authority and the motion of the defendant, prosecuting attorney, the
court, or the probation department, but no sooner than 48 six months and no later than three—years one year
from the date of the defendant’s referral to the program, the court shall dismiss the charge or charges against the
defendant.

(4) A clear statement that upon any failure of treatment or condition under the program, or any circumstance
specified in Section 1000.3, the prosecutlng attorney or the probatlon department or the court on its own may
make a motion to the court ;

further proceed/ngs as otherW|se provided in this code.

(5) An explanation of criminal record retention and disposition resulting from participation in the deferred-entry-of
judgment- pretrial diversion program and the defendant’s rights relative to answering questions about his or her
arrest and deferred-entry-of judgment pretrial diversion following successful completion of the program.

(b) If the defendant consents and waives his or her right to a speedy trial er and a speedy preliminary hearing, if
app//cab/e the court may refer the case to the probat|on department or the court may summanly grant defered

and take |nto consideration the defendant’'s age, employment and service records, educational background,
community and family ties, prior controlled substance use, treatment history, if any, demonstrable motivation, and
other mitigating factors in determining whether the defendant is a person who would be benefited by education,
treatment, or rehabilitation. The probation department shall also determine which programs the defendant would
benefit from and which programs would accept the defendant. The probation department shall report its findings
and recommendations to the court. The court shall make the final determination regarding education, treatment,
or rehabilitation for the defendant. If the court determines that it is appropriate, the court shall grant deferred-entry
efjudgment- pretrial diversion if the defendant pleads not guilty to the charge or charges and waives time-forthe

pronouncement-ofjudgment- the right to a speedy trial and to a speedy preliminary hearing, if applicable.

(c) (1) No statement, or any information procured therefrom, made by the defendant to any probation officer or
drug treatment worker, that is made during the course of any investigation conducted by the probation department
or treatment program pursuant to subdivision (b), and prior to the reporting of the probation department’s findings
and recommendations to the court, shall be admissible in any action or proceeding brought subsequent to the
investigation.

(2) No statement, or any information procured therefrom, with respect to the specific offense with which the
defendant is charged, that is made to any probation officer or drug program worker subsequent to the granting of
deferred—entry—ofjudgment— pretrial diversion shall be admissible in any action or proceeding—including—a
sentencing-hearing- proceeding.
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(d) A defendants etea—ef—gwfty— part/C/pat/on in pretr/al diversion pursuant to thls chapter shall not constitute a
Sestio -3- or an admission of

guilt for any purpose

SEC. 3. Section 1000.2 of the Penal Code is amended to read:

1000.2. (@) The court shall hold a hearing and, after consideration of any information relevant to its decision, shall
determine if the defendant consents to further proceedings under this chapter and if the defendant should be
granted deferred-entry-oljudgmer cod who-would-b

defe#ed—entry—ef—juelgment—emf—the—defaqeant— pretr/a/ d/verSIon If the defendant does not consent to earherpate—

participate in pretrial diversion, the proceedings shall continue as in any other case.

(b) At the time that deferred-eniry—ofjudgment- pretrial diversion is granted, any bail bond or undertaking, or
deposit in lieu thereof, on file by or on behalf of the defendant shall be exonerated, and the court shall enter an
order so directing.

(c) The period during which deferred-entry—ofjudgment pretrial diversion is granted shall be for no less than
48 six months nor longer than three-years— one year. However, the defendant may request, and the court shall
grant, for good cause shown, an extension of time to complete a program specified in subdivision (c) of Section
1000. Progress reports shall be filed by the probation department with the court as directed by the court.

SEC. 4. Section 1000.3 of the Penal Code is amended to read:

1000.3. (@) If it appears to the prosecuting attorney, the court, or the probation department that the defendant is
performlng unsatlsfactorlly in the assigned program, er—that the defendant is meibonoitng—frem—cdusations

arer convicted of an offense that
reflects the defendants propenS|ty for V|olence or that the defendant is convicted of a felony, or-the-defendant
the
prosecutlng attorney, the court on |ts own, or the probatlon department may make a motion for onpte—ef
judgment: termination from pretrial diversion.

(b) After notice to the defendant, the court shall hold a hearing to determine whether judgment-should-be
entered- pretrial diversion shall be terminated.

ctorlly in the assigned program, or thatthe
he- the court f|nds that the defendant

in subd/ws:on (a) the court shaII r:eneler—a—ﬂndmg

ng- schedule the matter for

further proceedings as otherwise prowded in this code

(d) If the defendant has pe# : ;
granted— completed pretrial d/verSIOn at the end of that period, the cr|m|nal charge or charges shaII be
dismissed.

(e) Prior to dismissing the charge or charges or rendering-afinding-of-guill-and-enteringjudgment— terminating

pretrial diversion, the court shall consider the defendant’s ability to pay and whether the defendant has paid a
diversion restitution fee pursuant to Section 1001.90, if ordered, and has met his or her financial obligation to the
program, if any. As provided in Section 1203.1b, the defendant shall reimburse the probation department for the
reasonable cost of any program investigation or progress report filed with the court as directed pursuant to
Sections 1000.1 and 1000.2.

SEC. 5. Section 1000.4 of the Penal Code is amended to read:

1000.4. (@) Any record filed with the Department of Justice shall indicate the disposition in those cases deferred
referred to pretrial diversion pursuant to this chapter. Upon successful completion of a deferred—entry—of
judgment- pretrial diversion program, the arrest upon which the judgment defendant was deferred diverted shall
be deemed to have never occurred. The defendant may indicate in response to any question concerning his or
her prior criminal record that he or she was not arrested or granted deferred-entry-ofjudgment pretrial diversion
for the offense, except as specified in subdivision (b). A record pertaining to an arrest resulting in successful
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completion of a deferred-entry-ofjudgment- pretrial diversion program shall not, without the defendant’s consent,
be used in any way that could result in the denial of any employment, benefit, license, or certificate.

(b) The defendant shall be advised that, regardless of his or her successful completion of the deferred-entry—of
judgment- pretrial diversion program, the arrest upon which the-judgment pretrial diversion was deferred based
may be disclosed by the Department of Justice in response to any peace officer application request and that,
notwithstanding subdivision (a), this section does not relieve him or her of the obligation to disclose the arrest in
response to any direct question contained in any questionnaire or application for a position as a peace officer, as
defined in Section 830.

SEC. 6. Section 1000.5 of the Penal Code is amended to read:

1000.5. (@) (1) The presiding judge of the superior court, or a judge designated by the presiding judge, together with
the district attorney and the public defender, may agree in writing to establish and conduct a preguilty plea drug
court program pursuant to the provisions of this chapter, wherein criminal proceedings are suspended without a
plea of guilty for designated defendants. The drug court program shall include a regimen of graduated sanctions
and rewards, individual and group therapy, urine-analysis- urinalysis testing commensurate with treatment needs,
close court monitoring and supervision of progress, educational or vocational counseling as appropriate, and
other requirements as agreed to by the presiding judge or his or her designee, the district attorney, and the public
defender. If there is no agreement in writing for a preguilty plea program by the presiding judge or his or her
designee, the district attorney, and the public defender, the program shall be operated as a deferred—entry—of
jdgment- pretrial diversion program as provided in this chapter.

(2) A person charged with a misdemeanor under paragraph (3) of subdivision (b) of Section 11357.5 or paragraph
(3) of subdivision (b) of Section 11375.5 of the Health and Safety Code shall be eligible to participate in a
preguilty plea drug court program established pursuant to this chapter, as set forth in Section 11375.7 of the
Health and Safety Code.

(b) The provisions of Section 1000.3 and Section 1000.4 regarding satisfactory and unsatisfactory performance in
a program shall apply to preguilty plea programs, except as provided in Section 11375.7 of the Health and Safety
Code. If the court finds that (1) the defendant is not performing satisfactorily in the assigned program, (2) the
defendant is not benefiting from education, treatment, or rehabilitation, (3) the defendant has been convicted of a
crime specified in Section 1000.3, or (4) the defendant has engaged in criminal conduct rendering him or her
unsuitable for the preguilty plea program, the court shall reinstate the criminal charge or charges. If the defendant
has performed satisfactorily during the period of the preguilty plea program, at the end of that period, the criminal
charge or charges shall be dismissed and the provisions of Section 1000.4 shall apply.

SEC. 7. Section 1000.6 of the Penal Code is amended to read:

2} (a) Fhe- A person who is participating in a pretrial diversion program or a prequilty plea program pursuant to
this chapter is authorized under the direction of a licensed health care practitioner, to use medications including,
but not limited to, methadone, buprenorphine, or levoalphacetylmethadol (LAAM) to treat substance use disorders
if the participant allows release of his or her medical records to the court presiding over the participant’s preguilty
plea or deie#ed—empypretr/al d/verSIon program for the limited purpose of determining whether or not the
participant is using such medications under the
direction of a Ilcensed health care pract/tloner and is in compllance with deferred-entry- the pretrial diversion or
preguilty plea program rules.

(b) If the conditions specified in paragraphs{1)-and{2)-of subdivision (a) are met, participation-ina-methadone-or
LAAM-treatment-program- the use by a participant of medications to treat substance use disorders shall not be

the sole reason for exclusion from a deferred-entry pretrial diversion or preguilty plea program. A methadene-or
LAAM-patient-who- patient who uses medications to treat substance use disorders and participates in a preguilty
plea or deferred-entry pretrial diversion program shall comply with all court program rules.
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(c) A person who is participating in a deferred—entry—ofjudgment— pretrial diversion program or preguilty plea
program pursuant to this chapter who participates-in-aticensed-methadone-orLAAM-program- uses medications
to treat substance use disorders shall present to the court a declaration from the-directorof-the—methadene—or
LAAM-program;—or—the—director’s— his or her health care practitioner, or his or her health care practitioner’s
authorized representative, that the person is currently enrolied-and-in-good-standing-inthe—program- under their

care.

(d) Urinalysis results that onIy establlsh that a person described in this section has ingested er—taken—the
m- medication duly prescribed to
that person by his or her phys:c:/an or psych/atrlst or med/cat/ons used to treat substance use disorders, shall not

be considered a violation of the terms of the deferred—entry—ofjudgment— pretrial diversion or preguilty plea
program under this chapter.

(e) Except as provided in subdivisions (a) to (d), inclusive, this section shal-ret-be—interpreted—to—amend—any
provisions-governing-deferred-entryand- does not affect any other law governing diversion programs.

SEC. 8. Section 1000.65 is added to the Penal Code, immediately following Section 1000.6, to read:

1000.65. This chapter does not affect a pretrial diversion program provided pursuant to Chapter 2.7 (commencing
with Section 1001).
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Staff Recommendation: Oppose Unless Amended

AFFECTED SECTIONS: Add Chapter 1 to Part 2 of Division 10.5 of the Health and Safety Code
STATUS: Assembly Appropriations Committee Suspense file

THIS BILL WOULD:

Change the existing “deferred entry of judgment program” into a pretrial diversion program.
Under the pretrial diversion program created by this bill, a defendant may qualify if he or she
has no prior conviction for any offense involving controlled substances (other than the offenses
that qualify for the diversion program), the charged offense did not involve violence, there is no
evidence of a violation relating to narcotics or restricted dangerous drugs (other than a
violation that qualifies for the program), and the defendant has not suffered a conviction within
prior five years to the alleged commission or had a prior conviction for a serious or violent
felony.

EXISTING LAW:

Allows individuals convicted of specified crimes to qualify for deferred entry of judgment if they
had no conviction for any offense involving controlled substances, the charged offense did not
involve violence, there was no evidence of a violation relating to narcotics or restricted
dangerous drugs (other than a violation that qualified the individual for the program), the
defendant's record did not indicate that probation or parole has ever been revoked without
being completed, and the defendant's record did not indicate that he or she has been granted
diversion, deferred entry of judgment, or was convicted of a felony.

Further, under the existing “deferred entry of judgment program,” defendants plead guilty and
have entry of judgment deferred, in return for entering a drug treatment program for

18 months to 3 years. If the defendant doesn’t perform satisfactorily in the program, doesn’t
benefit from the program, gets convicted of specified crimes, or engages in criminal activity
rendering him or her unsuitable for deferred entry of judgment, the defendant's guilty plea gets
entered and the court proceeds to schedule a sentencing hearing. In the alternative, if the
defendant completes the program, the criminal charges are dismissed. Under existing law the
presiding judge of the Superior Court, with the district attorney and public defender, may
establish a pretrial diversion drug program.



Pursuant to the provisions of Business and Professions Code (BPC) section 144, an applicant for
licensure is required to submit fingerprints to the board for purposes of conducting criminal
history record checks, BPC section 144.5 provides the explicit authority for the board to receive
certified records of all arrests and convictions or other related documentation needed to
complete an applicant or licensee investigation.

BPC 480(a)(1) provides the authority for the board to deny a license under specified conditions,
including being convicted of a crime. The definition of conviction includes a plea or verdict of

guilty.

BPC 4301(l) provides that a conviction of a crime substantially related to the qualifications,
functions and duties of a licensee is unprofessional conduct. This section also includes that a
plea or verdict of guilty or a conviction following a plea of nolo contendere is deemed to be a
conviction within the meaning of the provision.

THIS BILL WOULD:

1. This bill would change the existing statewide “deferred entry of judgment program” into
a pretrial diversion program. Under this pretrial diversion program, a defendant
qualifies if he or she has no prior conviction for any offense involving controlled
substances (other than offenses that qualify for pretrial diversion diversion), the
charged offense did not involve violence, there is no evidence of a violation relating to
narcotics or restricted dangerous drugs (other than a violation that qualifies them for
the diversion), and the defendant has no prior felony conviction for a serious or violent
felony in the five years prior to the alleged commission of the charged offense.

2. In this pretrial diversion program, a qualifying defendant doesn’t enter a guilty plea, but
instead the court suspends the proceedings and places the defendant in a drug
treatment program for 6 months to one year. If the defendant does not perform
satisfactorily in the program or is convicted of specified crimes, the court terminates the
program and the criminal proceedings are reinstated. In the alternative, if the
defendant completes the program, the criminal charges are dismissed.

The bill allows a defendant to request and mandate that the court shall grant, for good cause
shown, an extension of time to complete a pretrial diversion program.

STAFF COMMENTS:

This bill amends the Penal Code in a way that will negatively impact the board’s ability to prove
in disciplinary proceedings that a licensee or applicant is engaged in illicit drug activities. The
bill is likely to increase the board’s costs of prosecution or lead to the dismissal of certain
disciplinary charges, to the detriment of public safety. This is because the changes proposed
will allow defendants to not plead guilty. This means the board won’t be able to use a guilty
plea as an admission of guilt, and when a defendant participates in a pretrial diversion program,
the board can’t consider that an admission of guilt.

The policy being put forth in this measure runs contrary to the board’s consumer protection
mandate as well as efforts by the Legislature to strengthen the ability of programs within the
DCA to more robustly protect consumers. As part of the DCA’s Consumer Protection
Enforcement Initiative (CPEI), it was noted that any delay in an investigation of a licensee may



result in a potentially dangerous licensee continuing to practice. Creating barriers to the
board’s investigative efforts, such are the one proposed in the measure, will undo some of the
gains the board has made in this area.

In 2015 a similar measure was proposed (AB 1351, Eggman). The board initially established an
OUA position and offered amendments. Although this measure provides some discretion to the
court to enroll someone in such a program, many of the same challenges still exist.

An analysis of administrative cases closed in the past three years that involved an arrest or
conviction revealed that 119 of these cases would have been eligible for the pretrial program
being proposed under this bill. In each of those cases the board would need to prove the arrest
and underlying conduct. It is worth noting the breakdown:

e 106 pharmacy technicians: 87 revocations, 8 surrenders, 1 suspension and probation,
10 probations

e 1 designated representatives: probation

e 1intern: suspension and probation

e 5 pharmacists: 2 revocations, 1 surrender, 1 suspension and probation, 1 probation

e 6 application denials. These are very troubling because it would not need to be
reported to the board.

In addition, the board used the authority granted under Penal Code 23 to seek, as part of the
criminal process, immediate restrictions on a license until the administrative case was
completed. Such restrictions, which generally result in suspension, provide for immediate
public protection while the administrative process is pending. This measure will limit the
board’s ability to use this process.

SUPPORT / OPPOSITION:

SUPPORT:

America Civil Liberties Union (Co-Sponsor)

Coalition for Humane Immigrant Rights (Co-Sponsor)
Drug Policy Alliance (Co-Sponsor)

Immigrant Legal Resource Center (Co-Sponsor)

Mexican American Legal Defense and Education Fund (Co-Sponsor)
California Attorneys for Criminal Justice

California Public Defenders Association

Ella Baker Center for Human Rights

Human Impact Partners

National Association of Social Workers, California Chapter

OPPOSITION:

None on file

Bill History

Date Action

04/05/2017 In committee: Set, first hearing. Referred to suspense file.

03/15/2017 From committee: Do pass and re-refer to Com. on APPR. (Ayes 5. Noes 2.) (March 14). Re-referred to Com. on APPR.
03/09/2017 Re-referred to Com. on PUB. S.

03/08/2017 From committee chair, with author's amendments: Amend, and re-refer to Com. on PUB. S. Read second time and



02/28/2017
02/06/2017
01/24/2017
01/23/2017

amended.

In committee: Set, first hearing. Hearing canceled at the request of author.
Referred to Com. on PUB. S.

From printer. May be heard in committee February 23.

Read first time. To print.



CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 241

Introduced by Assembly Member Dababneh
(Coauthor: Assembly Member Reyes)

January 30, 2017

An act to amend Section 1798.29 of the Civil Code, relating to
personal information.

LEGISLATIVE COUNSEL’S DIGEST

AB 241, as introduced, Dababneh. Personal information: privacy:
state and local agency breach.

Existing law requires a person or business conducting business in
Cdiforniaand any state or local agency, as defined, that owns or licenses
computerized data that includes persona information, as defined, to
disclose a breach in the security of the datato aresident of California
whose unencrypted personal information was, or isreasonably believed
to have been, acquired by an unauthorized person in the most expedient
time possible and without unreasonable delay, as specified. Existing
law requires a person or business, if it was the source of the breach, to
offer to provide appropriate identity theft prevention and mitigation
services at no cost to the person whose information was or may have
been breached if the breach exposed or may have exposed the person’s
social security number, driver's license number, or California
identification card number.

Thishbill also would require astate or local agency, if it wasthe source
of the breach, to offer to provide appropriate identity theft prevention
and mitigation services at no cost to a person whose information was
or may have been breached if the breach exposed or may have exposed
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the person’s social security number, driver's license number, or
Californiaidentification card number.
The bill would make other clarifying and nonsubstantive changes.
Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the State of California do enact as follows:

SECTION 1. Section 1798.29 of the Civil Code is amended
to read:

1798.29. (a) Ary—An agency that owns or licenses
computerized datathat includes personal information shall disclose
any a breach of the security of the system following discovery or
notification of the breach in the security of the data to-any a
resident of California(1) whose unencrypted personal information
was, or is reasonably believed to have been, acquired by an
unauthorized person, or, (2) whose encrypted personal information
was, or is reasonably believed to have been, acquired by an
unauthorized person and the encryption key or security credential
was, or is reasonably believed to have been, acquired by an
unauthorized person and the agency that owns or licenses the
encrypted information has a reasonable belief that the encryption
key or security credential could render that personal information
readable or useable. The disclosure shall be made in the most
expedient time possible and without unreasonabl e delay, consistent
with the legitimate needs of law enforcement, as provided in
subdivision (c), or any measures necessary to determine the scope
of the breach and restore the reasonabl e integrity of the data system.

(b) Ary-Anagency that maintains computerized datathat includes
personal information that the agency does not own shall notify the
owner or licensee of the information of-any the breach of the
security of the data immediately following discovery, if the
personal information was, or is reasonably believed to have been,
acquired by an unauthorized person.

(c) The notification required by this section may be delayed if
a law enforcement agency determines that the notification will
impede a criminal investigation. The notification required by this
section shall be made promptly after the law enforcement agency
determines that it will not compromise the investigation.
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(d) Any-An agency that is required to issue a security breach
notification pursuant to this section shall meet al of the following
reguirements:

(1) The security breach notification shall be written in plain
language, shall betitled “Notice of DataBreach,” and shall present
the information described in paragraph (2) under the following
headings: “What Happened,” “What |nformation Was Involved,”
“What We Are Doing,” “What You Can Do,” and “For More
Information.” Additional information may be provided as a
supplement to the notice.

(A) Theformat of the notice shall be designed to call attention
to the nature and significance of the information it contains.

(B) The title and headings in the notice shall be clearly and
conspicuously displayed.

(C) Thetext of the notice and any other notice provided pursuant
to this section shall be no smaller than 10-point type.

(D) For a written notice described in paragraph (1) of
subdivision (i), use of the model security breach notification form
prescribed below or use of the headings described in this paragraph
with the information described in paragraph (2), written in plain
language, shall be deemed to be in compliance with this
subdivision.

[NAME OF INSTITUTION / LOGO] Date: [insert date]

NOTICE OF DATA BREACH

What Happened?

What Information
Was Involved?
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What We Are
Doing.

What You Can
Do.

Other Important Information.
[insert other important information]

Call [telephone number] or go to [Internet Web site]
For More
Information.

(E) For an electronic notice described in paragraph (2) of
subdivision (i), use of the headings described in this paragraph
with the information described in paragraph (2), written in plain
language, shall be deemed to be in compliance with this
subdivision.

(2) The security breach notification described in paragraph (1)
shall include, at a minimum, the following information:

(A) The name and contact information of the reporting agency
subject to this section.
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(B) A list of the types of personal information that were or are
reasonably believed to have been the subject of a breach.

(C) If the information is possible to determine at the time the
notice is provided, then any of the following: (i) the date of the
breach, (ii) the estimated date of the breach, or (iii) the date range
within which the breach occurred. The notification shall also
include the date of the notice.

(D) Whether the notification was delayed as a result of alaw
enforcement investigation, if that information is possible to
determine at the time the notice is provided.

(E) A general description of the breach incident, if that
information is possible to determine at the time the notice is
provided.

(F) Thetoll-freetelephone numbers and addresses of the major
credit reporting agencies, if the breach exposed a social security
number or a driver's license or California identification card
number.

(G) If the agency providing the notification was the source of
the breach, an offer to provide appropriateidentity theft prevention
and mitigation services, if any, shall be provided at no cost to the
affected person for not less than 12 months, along with all
information necessary to take advantage of the offer to a person
whose information was or may have been breached if the breach
exposed or may have exposed personal information defined in
subparagraphs (A) and (B) of paragraph (1) of subdivision (g).

(3) At the discretion of the agency, the security breach
notification may also include any of the following:

(A) Information about what the agency has done to protect
individual s whose information has been breached.

(B) Adviceon stepsthat the person whoseinformation has been
breached may take to protect himself or herself.

(e) Any-An agency that is required to issue a security breach
notification pursuant to this section to more than 500 California
residents as aresult of asingle breach of the security system shall
electronically submit a single sample copy of that security breach
notification, excluding any personally identifiable information, to
the Attorney General. A single sample copy of a security breach
notification shall not be deemed to be within subdivision (f) of
Section 6254 of the Government Code.
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(f) For purposes of this section, “breach of the security of the
system” means unauthorized acquisition of computerized datathat
compromises the security, confidentiality, or integrity of personal
information maintained by the agency. Good faith acquisition of
personal information by an employee or agent of the agency for
the purposes of the agency is not a breach of the security of the
system, provided that the persona information is not used or
subject to further unauthorized disclosure.

(g) For purposes of this section, “personal information” means
either of the following:

(1) Anindividual’s first name or first initial and last name in
combination with any one or more of the following dataelements,
when either the name or the data el ements are not encrypted:

(A) Social security number.

(B) Driver’s license number or California identification card
number.

(C) Account number or credit or debit card number, in
combination with any required security code, access code, or
password that would permit access to an individua’s financial
account.

(D) Medical information.

(E) Health insurance information.

(F) Information or data collected through the use or operation
of an automated license plate recognition system, as defined in
Section 1798.90.5.

(2) A user name or email address, in combination with a
password or security question and answer that would permit access
to an online account.

(h) (1) For purposes of this section, “personal information”
does not include publicly available information that is lawfully
made available to the general public from federal, state, or local
government records.

(2) For purposes of this section, “medical information” means
any information regarding an individual’s medical history, mental
or physical condition, or medical treatment or diagnosis by ahealth
care professional.

(3) For purposesof thissection, “health insurance information”
means an individual’s health insurance policy number or subscriber
identification number, any uniqueidentifier used by ahealthinsurer
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to identify the individual, or any information in an individua’s
application and claims history, including any appeals records.

(4) For purposes of this section, “encrypted” means rendered
unusable, unreadable, or indeci pherable to an unauthorized person
through a security technology or methodology generally accepted
in the field of information security.

(i) For purposes of this section, “notice” may be provided by
one of the following methods:

(1) Written notice.

(2) Electronic notice, if the notice provided is consistent with
the provisionsregarding el ectronic records and signatures set forth
in Section 7001 of Title 15 of the United States Code.

(3) Substitute notice, if the agency demonstrates that the cost
of providing notice would exceed two hundred fifty thousand
dollars ($250,000), or that the affected class of subject persons to
be notified exceeds 500,000, or the agency does not have sufficient
contact information. Substitute notice shall consist of all of the
following:

(A) Email notice when the agency has an email addressfor the
subject persons.

(B) Conspicuous posting, for a minimum of 30 days, of the
notice on the agency’s Internet Web site page, if the agency
maintains one. For purposes of this subparagraph, conspicuous
posting on the agency’s Internet Web site means providing alink
to the notice on the home page or first significant page after
entering the Internet Web site that is in larger type than the
surrounding text, or in contrasting type, font, or color to the
surrounding text of the same size, or set off from the surrounding
text of the same size by symbols or other marksthat call attention
to the link.

(C) Notification to major statewide media and the Office of
Information Security within the Department of Technology.

(4) Inthecase of abreach of the security of the systeminvolving
personal information defined in paragraph (2) of subdivision (g)
for an online account, and no other personal information defined
in paragraph (1) of subdivision (g), the agency may comply with
this section by providing the security breach notification in
electronic or other form that directs the person whose personal
information has been breached to promptly change his or her
password and security question or answer, as applicable, or to take
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other steps appropriate to protect the online account with the
agency and all other online accounts for which the person usesthe
same user name or email address and password or security question
or answe.

(5) Inthecase of abreach of the security of the system involving
personal information defined in paragraph (2) of subdivision (Q)
for login credentials of an email account furnished by the agency,
the agency shall not comply with this section by providing the
security breach notification to that email address, but may, instead,
comply with this section by providing notice by another method
described in this subdivision or by clear and conspicuous notice
delivered to the resident online when the resident is connected to
the online account from an Internet Protocol address or online
location from which the agency knows the resident customarily
accesses the account.

() Notwithstanding subdivision (i), an agency that maintains
its own notification procedures as part of an information security
policy for the treatment of personal information and is otherwise
consistent with the timing regquirements of this part shall be deemed
to be in compliance with the notification requirements of this
sectionif it notifies subject personsin accordance withitspolicies
in the event of a breach of security of the system.

(k) Notwithstanding the exception specified in paragraph (4) of
subdivision (b) of Section 1798.3, for purposes of this section,
“agency” includes alocal agency, as defined in subdivision (a) of
Section 6252 of the Government Code.

(1) For purposes of this section, “encryption key” and “security
credential” mean the confidential key or process designed to render
the data useable, readable, and decipherable.
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Requires a business or person conducting business in California that owns or licenses
computerized data that includes personal information to disclose a breach in the security of the
data. Further, the person or business is required to offer to provide appropriate identify theft
prevention and mitigation services at no cost to an impacted individual.
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Require a state or local agency to offer to provide identify theft prevention and mitigation
services at no cost to a person whose information was or may have been breached, if the
agency was the source of the breach.

STAFF COMMENTS:

This measure is being presented because it has the potential for a significant fiscal impact.
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board. Because of the funding of the DCA, through pro rata assessments for the various
programs within DCA, the fiscal impact of this measure could be quite significant should a
breach occur. According to the DCA budget office, costs could exceed ??, a portion of which
would be covered by board funds. It is estimated that the cost could be approximately
$15/month or $180/year for a single individual. With the board’s individual licensee population
at about 124,000, a massive breach could cost the board about $18.6 million.

Staff notes that as a condition of licensure the board is required to collect personal information,
including Social Security numbers and tax identification numbers.
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ASSEMBLY BILL No. 265

Introduced by Assembly Member Wood
(Coauthor: Assembly Member Chiu)

January 31, 2017

Anacttoadd Article 7 (commencing with Section 111657) to Chapter
6 of Part 5 of Division 104 of the Health and Safety Code, relating to
public health.

LEGISLATIVE COUNSEL’S DIGEST

AB 265, asamended, Wood. Prescription drugs: prohibition on price
discount.

(1) The Sherman Food, Drug, and Cosmetic Law regulates the
packaging, labeling, and advertising of drugs and devices, and is
administered by the State Department of Public Health. The law makes
aviolation of its provisions acrime.

This bill would expand the law to prohibit, except as provided, a
person who manufactures a prescription drug from offering in California
any discount,+ebate; repayment, product voucher, or other reduction
inanindividual’s out-of -pocket-expenses; expenses associated with his
or her insurance coverage, including, but not limited to, a copayment
or deductible, for any prescription drug if alower cost brand name or
nonbrand name prescription drug is available that is designated-oy-the

i HhAi ten as therapeutically
equivalent to, or interchangeable with, the prescription drug
manufactured by thatpersen: person or if the active ingredients of the
drug are available without prescription at a lower cost and are not
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otherwise contraindicated for the condition for which the prescription
drug is approved.

By expanding the scope of a crime, this bill would impose a
state-mandated local program.

(2) The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish proceduresfor making that reimbursement.

Thisbill would provide that no reimbursement isrequired by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yes.

The people of the State of California do enact as follows:

SECTION 1. Article 7 (commencing with Section 111657) is
added to Chapter 6 of Part 5 of Division 104 of the Health and
Safety Code, to read:

Article 7. Prescription Drug Discount Prohibition

1
2
3
4
5
6
7 111657. Except asprovided in Section 111657.5, aperson who
8 manufactures a prescription drug shall not offer in the state-any a
9 discount,+ebate; repayment, product voucher, or other reduction
10 in an individual’s out-of-pocket-expenses; expenses associated
11 with hisor her insurance coverage, including, but not limited to,
12 acopayment or deductible, for-ary a prescription drug if alower
13 cost brand name or nonbrand name prescription drug is available
14 that is designat

15 Admmrst+att+eﬂ—as to be therapeutl caIIy equwal ent—te—ef
16 W

17
18
19
20

pereFr as |nd|cated by the Unlted Stateﬁ Food and Drug
Administration’s“ Approved Drug and Products with Therapeutic
Equivalence Evaluations.”
111657.1. Except as provided in Section 111657.5, a person
21 who manufactures a prescription drug shall not offer in the state
22 adiscount, repayment, product voucher, or other reduction in the
23 individual’s out-of-pocket expenses associated with his or her
24 insurance coverage, including, but not limited to, a copayment or
25 deductible, for a prescription drug if the active ingredients of the
26 drug are available without prescription at a lower cost and are
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not otherwise contraindicated for treatment of the condition for
which the prescription drug is approved.

111657.5. The prohibition in Section 111657 shall not apply
to adiscount,+ebate; repayment, product voucher, or other payment
to a patient or another person on the patient’s behalf for a
prescription drug required under a United States Food and Drug
Administration Risk Evaluation and Mitigation Strategy for the
purpose of monitoring or facilitating the use of that prescription
drug in a manner consistent with the approved labeling of the
prescription drug.

111657.10. This article shall not be deemed to affect-hew-a

person-distributes-apreseription-drug-or a pharmacist’s ability to
substitute a—therapeutically—equivalent—prescription—edrug:

prescription drug pursuant to Section 4073 of the Business and
Professions Code or an alternative biological product pursuant
to Section 4073.5 of the Business and Professions Code.

SEC. 2. No reimbursement is required by this act pursuant to
Section 6 of Article X111 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changesthe penalty
for acrime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of acrimewithin
the meaning of Section 6 of Article XIII B of the California
Constitution.
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Topic:

Discount

Staff Recommendation: None

AFFECTED SECTIONS: Add Article 7 to Chapter 6 of Part 5 of Division 104 of the Health and
Safety Code

STATUS: Assembly Health Committee hearing April 18, 2017

EXISTING LAW:

The Sherman Food, Drug and Cosmetic Act regulates the packaging, labeling and advertising of
drugs and devices. Pharmacy law regulates the distribution and dispensing of dangerous drugs
and devices.

THIS BILL WOULD:

Prohibit a drug manufacturer from offering a state discount, repayment, product voucher or
other reduction in a consumer’s out-of-pocket expenses associated with insurance coverage if a
lower cost brand name or nonbrand name prescription drug is available that is designated to be
therapeutically equivalent. The prohibition would not apply to a prescription drug required
under an FDA REMS and would not affect a pharmacist’s ability to substitute a prescription drug
as allowed in pharmacy law.

STAFF COMMENTS:

This measure is the author’s solution to rising prescription drug prices. According to the
author’s office, consumers are induced to take a specific brand of a prescription medication
that may ultimately result in higher costs to the consumer after rebates, etc. expire. As
pharmacies are generally the source of dispensing, it appears it would be incumbent upon the
dispenser to ensure compliance with the provisions.

During a recent informational hearing on the role of Pharmacy Benefit Managers (PBM),
testimony was provided that pharmacies are sometimes prohibited from sharing cost
information with consumers as a condition of the contract with the PBM. Staff is unclear how
this measure would work with these contractual limitations. Board staff is also unclear on what
actions could be taken against drug manufacturers that violation these provisions.
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SECTION 1. Section 4037.5 is added to the Business and Professions Code, to read:

4037.5. “Pharmacy benefit manager” means a person, business, or other entity that, pursuant to a contract or under an employment relationship with a carrier, health
benefit plan sponsor, or other third-party payer, either directly or through an intermediary, manages the prescription drug coverage provided by the carrier, plan
sponsor, or other third-party payer, including, but not limited to, the processing and payment of claims for prescription drugs, the performance of drug utilization
review, the processing of drug prior authorization requests, the adjudication of appeals or grievances related to prescription drug coverage, contracting with network
pharmacies, and controlling the cost of covered prescription drugs.

SEC-4.SEC. 2. Section 4100 of the Business and Professions Code is amended to read:

4100. {&) -Within 30 days after ehanging-his-erher a change of address of record with the board or afterchanging-his-er-her a change of name according to law, a
pharmacist, intern pharmacist, technician, er-designated-representative- designated representative, or pharmacy benefit manager shall notify the executive officer of
the board of the change of address or change of name.

Thi ) ) _2006.
SEC.5.SEC. 3. Section 4107.5 of the Business and Professions Code is amended to read:

a107.5. If a manufacturer, wholesaler, third-party logistics provider, pharmacy benefit manager, or pharmacy has reasonable cause to believe that a dangerous drug or
dangerous device in, or having been in, its possession is counterfeit or the subject of a fraudulent transaction, the manufacturer, wholesaler, third-party logistics
provider, pharmacy benefit manager, or pharmacy shall notify the board within 72 hours of obtaining that knowledge. This section shall apply to any dangerous drug
or dangerous device that has been sold or distributed in or through this state.

SEC-6.SEC. 4. Section 4201 of the Business and Professions Code is amended to read:

4201. (a) Each application to conduct a pharmacy, pharmacy benefit manager, wholesaler, third-party logistics provider, veterinary food-animal drug retailer, or
outsourcing facility 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 or any person with
management or control over the license.

(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 a natural person shall not 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) If the applicant is a partnership or other unincorporated association, a limited liability company, or a corporation, and 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.

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

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

(g9) Notwithstanding any other law, the pharmacy benefit manager license shall authorize the holder to conduct business as a pharmacy benefit manager as defined in
Section 4037.5. The license shall be renewed annually and shall not be transferable.

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

) (i) Notwithstanding any other law, the third-party logistics provider license shall authorize the holder to provide or coordinate warehousing, distribution, or other
similar services of dangerous drugs and dangerous devices. The license shall be renewed annually and shall not be transferable.

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

& (k) For licenses referred to in subdivisions (f), (g), (h), (i), and {); (j), 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.

SEC.-Z.SEC. 5. Section 4400 of the Business and Professions Code, as added by Section 26 of Chapter 799 of the Statutes of 2016, is amended to read:

4400. The amount of fees and penalties prescribed by this chapter, except as otherwise provided, is that fixed by the board according to the following schedule:
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(a) The fee for a nongovernmental pharmacy license shall be five hundred twenty dollars ($520) and may be increased to five hundred seventy dollars ($570). The fee
for the issuance of a temporary nongovernmental pharmacy permit shall be two hundred fifty dollars ($250) and may be increased to three hundred twenty-five dollars
($325).

(b) The fee for a nongovernmental pharmacy license annual renewal shall be six hundred sixty-five dollars ($665) and may be increased to nine hundred thirty dollars
($930).

(c) The fee for the pharmacist application and examination shall be two hundred sixty dollars ($260) and may be increased to two hundred eighty-five dollars ($285).

(d) The fee for regrading an examination shall be ninety dollars ($90) and may be increased to one hundred fifteen dollars ($115). If an error in grading is found and
the applicant passes the examination, the regrading fee shall be refunded.

(e) The fee for a pharmacist license shall be one hundred ninety-five dollars ($195) and may be increased to two hundred fifteen dollars ($215). The fee for a
pharmacist biennial renewal shall be three hundred sixty dollars ($360) and may be increased to five hundred five dollars ($505).

(f) The fee for a nongovernmental wholesaler or third-party logistics provider license and annual renewal shall be seven hundred eighty dollars ($780) and may be
increased to eight hundred twenty dollars ($820). The application fee for any additional location after licensure of the first 20 locations shall be three hundred dollars
($300) and may be decreased to no less than two hundred twenty-five dollars ($225). A temporary license fee shall be seven hundred fifteen dollars ($715) and may
be decreased to no less than five hundred fifty dollars ($550).

(g) The fee for a hypodermic license shall be one hundred seventy dollars ($170) and may be increased to two hundred forty dollars ($240). The fee for a hypodermic
license renewal shall be two hundred dollars ($200) and may be increased to two hundred eighty dollars ($280).

(h) (1) The fee for application, investigation, and issuance of a license as a designated representative pursuant to Section 4053, or as a designated representative-
3PL pursuant to Section 4053.1, shall be one hundred fifty dollars ($150) and may be increased to two hundred ten dollars ($210).

(2) The fee for the annual renewal of a license as a designated representative or designated representative-3PL shall be two hundred fifteen dollars ($215) and may
be increased to three hundred dollars ($300).

(i) (1) The fee for the application, investigation, and issuance of a license as a designated representative for a veterinary food-animal drug retailer pursuant to Section
4053 shall be one hundred fifty dollars ($150) and may be increased to two hundred ten dollars ($210).

(2) The fee for the annual renewal of a license as a designated representative for a veterinary food-animal drug retailer shall be two hundred fifteen dollars ($215) and
may be increased to three hundred dollars ($300).

(i) (1) The application fee for a nonresident wholesaler or third-party logistics provider license issued pursuant to Section 4161 shall be seven hundred eighty dollars
($780) and may be increased to eight hundred twenty dollars ($820).

(2) For nonresident wholesalers or third-party logistics providers that have 21 or more facilities operating nationwide the application fees for the first 20 locations shall
be seven hundred eighty dollars ($780) and may be increased to eight hundred twenty dollars ($820). The application fee for any additional location after licensure of
the first 20 locations shall be three hundred dollars ($300) and may be decreased to no less than two hundred twenty-five dollars ($225). A temporary license fee shall
be seven hundred fifteen dollars ($715) and may be decreased to no less than five hundred fifty dollars ($550).

(3) The annual renewal fee for a nonresident wholesaler license or third-party logistics provider license issued pursuant to Section 4161 shall be seven hundred eighty
dollars ($780) and may be increased to eight hundred twenty dollars ($820).

(k) The fee for evaluation of continuing education courses for accreditation shall be set by the board at an amount not to exceed forty dollars ($40) per course hour.

() The fee for an intern pharmacist license shall be one hundred sixty-five dollars ($165) and may be increased to two hundred thirty dollars ($230). The fee for
transfer of intern hours or verification of licensure to another state shall be twenty-five dollars ($25) and may be increased to thirty dollars ($30).

(m) The board may waive or refund the additional fee for the issuance of a license where the license is issued less than 45 days before the next regular renewal date.

(n) The fee for the reissuance of any license, or renewal thereof, that has been lost or destroyed or reissued due to a name change shall be thirty-five dollars ($35)
and may be increased to forty-five dollars ($45).

(o) The fee for the reissuance of any license, or renewal thereof, that must be reissued because of a change in the information, shall be one hundred dollars ($100)
and may be increased to one hundred thirty dollars ($130).

(p) It is the intent of the Legislature that, in setting fees pursuant to this section, the board shall seek to maintain a reserve in the Pharmacy Board Contingent Fund
equal to approximately one year’s operating expenditures.

(q) The fee for any applicant for a nongovernmental clinic license shall be five hundred twenty dollars ($520) for each license and may be increased to five hundred
seventy dollars ($570). The annual fee for renewal of the license shall be three hundred twenty-five dollars ($325) for each license and may be increased to three
hundred sixty dollars ($360).

(r) The fee for the issuance of a pharmacy technician license shall be one hundred forty dollars ($140) and may be increased to one hundred ninety-five dollars
($195). The fee for renewal of a pharmacy technician license shall be one hundred forty dollars ($140) and may be increased to one hundred ninety-five dollars
($195).

(s) The fee for a veterinary food-animal drug retailer license shall be four hundred thirty-five dollars ($435) and may be increased to six hundred ten dollars ($610).
The annual renewal fee for a veterinary food-animal drug retailer license shall be three hundred thirty dollars ($330) and may be increased to four hundred sixty
dollars ($460).

(t) The fee for issuance of a retired license pursuant to Section 4200.5 shall be thirty-five dollars ($35) and may be increased to forty-five dollars ($45).

(u) The fee for issuance of a nongovernmental sterile compounding pharmacy license shall be one thousand six hundred forty-five dollars ($1,645) and may be
increased to two thousand three hundred five dollars ($2,305). The fee for a temporary license shall be five hundred fifty dollars ($550) and may be increased to seven
hundred fifteen dollars ($715). The annual renewal fee of the license shall be one thousand three hundred twenty-five dollars ($1,325) and may be increased to one
thousand eight hundred fifty-five dollars ($1,855).

(v) The fee for the issuance of a nonresident sterile compounding pharmacy license shall be two thousand three hundred eighty dollars ($2,380) and may be
increased to three thousand three hundred thirty-five dollars ($3,335). The annual renewal of the license shall be two thousand two hundred seventy dollars ($2,270)
and may be increased to three thousand one hundred eighty dollars ($3,180). In addition to paying that application fee, the nonresident sterile compounding pharmacy
shall deposit, when submitting the application, a reasonable amount, as determined by the board, necessary to cover the board’s estimated cost of performing the
inspection required by Section 4127.2. If the required deposit is not submitted with the application, the application shall be deemed to be incomplete. If the actual cost
of the inspection exceeds the amount deposited, the board shall provide to the applicant a written invoice for the remaining amount and shall not take action on the
application until the full amount has been paid to the board. If the amount deposited exceeds the amount of actual and necessary costs incurred, the board shall remit
the difference to the applicant.
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(w) The fee for the issuance of an outsourcing facility license shall be two thousand two hundred seventy dollars ($2,270) and may be increased to up to three
thousand one hundred eighty dollars ($3,180) by the board. The fee for the renewal of an outsourcing facility license shall be one thousand three hundred twenty-five
dollars ($1,325) and may be increased to up to one thousand eight hundred fifty-five dollars ($1,855) by the board. The fee for a temporary outsourcing facility license
shall be seven hundred fifteen dollars ($715).

(x) The fee for the issuance of a nonresident outsourcing facility license shall be two thousand three hundred eighty dollars ($2,380) and may be increased to up to
three thousand three hundred thirty-five dollars ($3,335) by the board. The fee for the renewal of a nonresident outsourcing facility license shall be two thousand two
hundred seventy dollars ($2,270) and may be increased to up to three thousand one hundred eighty dollars ($3,180) by the board. In addition to paying that
application fee, the nonresident outsourcing facility shall deposit, when submitting the application, a reasonable amount, as determined by the board, necessary to
cover the board’s estimated cost of performing the inspection required by Section 4129.2. If the required deposit is not submitted with the application, the application
shall be deemed to be incomplete. If the actual cost of the inspection exceeds the amount deposited, the board shall provide to the applicant a written invoice for the
remaining amount and shall not take action on the application until the full amount has been paid to the board. If the amount deposited exceeds the amount of actual
and necessary costs incurred, the board shall remit the difference to the applicant.

(y) The fee for the issuance of a centralized hospital packaging license shall be eight hundred twenty dollars ($820) and may be increased to one thousand one
hundred fifty dollars ($1,150). The annual renewal of the license shall be eight hundred five dollars ($805) and may be increased to one thousand one hundred
twenty-five dollars ($1,125).

(2) Fhis (1) i

i ; - The application fee for a pharmacy benefit manager license shall be ___ dollars ($___) and may be
decreased to no less than ___ dollars ($___).

(2) The licensure fee imposed under this subdivision shall not exceed the actual administrative costs in administering the provisions relating to the licensure and
regulation of those licensees.

SEC. 6. Article 25 (commencing with Section 4427) is added to Chapter 9 of Division 2 of the Business and Professions Code, to read:

Article 25. Pharmacy Benefit Managers

4427. (a) (1) A person or entity shall not act as pharmacy benefit manager for any dangerous drug or dangerous device unless he, she, or it has obtained a license from
the board.

(2) (A) A pharmacy benefit manager shall disclose to the board the location, names, and titles of all of the following:

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

(i) All pharmacists of the pharmacy benefit manager who are dispensing controlled substances, dangerous drugs, or dangerous devices to residents of this state.
(B) This information shall be disclosed on an annual basis and within 30 days after any change of office, corporate officer, partner, or pharmacist.

(b) Upon approval by the board and the payment of the required fee, the board shall issue a license to the applicant.

4428. The board has the authority to enforce the provisions of this article, including the authority to adopt, amend, or repeal any rules and regulations, not inconsistent
with the laws of this state, as may be necessary for the protection of the public and to implement this article.

4429. This article shall not apply to the following:

(a) A health care service plan or health insurer, if the health care service plan or health insurer offers or provides pharmacy benefit management services and if those
services are offered or provided only to enrollees, subscribers, policyholders, or insureds who are also covered by health benefits offered or provided by that health
care service plan or health insurer.

(b) An affiliate, subsidiary, related entity or contracted medical groups of a health care service plan or health insurer that would otherwise qualify as a pharmacy

benefit manager but offers or provides services only to enrollees, subscribers, policyholders, or insureds who are also covered by health benefits offered or provided
by the health care service plan or health insurer.

SEC. 7. Section 4430 of the Business and Professions Code is amended to read:

4430. For purposes of this chapter, the following definitions shall apply:

(a) “Carrier” means a health care service plan, as defined in Section 1345 of the Health and Safety Code, or a health insurer that issues policies of health insurance,
as defined in Section 106 of the Insurance Code.

(b) “Clerical or recordkeeping error” includes a typographical error, scrivener’s error, or computer error in a required document or record.

(c) “Extrapolation” means the practice of inferring a frequency or dollar amount of overpayments, underpayments, nonvalid claims, or other errors on any portion of
claims submitted, based on the frequency or dollar amount of overpayments, underpayments, nonvalid claims, or other errors actually measured in a sample of
claims.

(d) “Health benefit plan” means any plan or program that provides, arranges, pays for, or reimburses the cost of health benefits. “Health benefit plan” includes, but is
not limited to, a health care service plan contract issued by a health care service plan, as defined in Section 1345 of the Health and Safety Code, and a policy of
health insurance, as defined in Section 106 of the Insurance Code, issued by a health insurer.

(e) “Maximum allowable cost” means the maximum amount that a pharmacy benefit manager will reimburse a pharmacy for the cost of a drug.

(f) “Maximum allowable cost list” means a list of drugs for which a maximum allowable cost has been established by a pharmacy benefit manager.

(g) “Obsolete” means a drug that may be listed in national drug pricing compendia but is no longer available to be dispensed based on the expiration date of the last
lot manufactured.

(h) “Pharmacy” has the same meaning as provided in Section 4037.

(i) “Pharmacy audit” means an audit, either onsite or remotely, of any records of a pharmacy conducted by or on behalf of a carrier or a pharmacy benefits manager,
or a representative thereof, for prescription drugs that were dispensed by that pharmacy to beneficiaries of a health benefit plan pursuant to a contract with the health
benefit plan or the issuer or administrator thereof. “Pharmacy audit” does not include a concurrent review or desk audit that occurs within three business days of
transmission of a claim, or a concurrent review or desk audit if a chargeback or recoupment is not demanded.

“Pharmacy benefit manager” means a person, business, or other entity h
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SEC. 8. Chapter 9.6 (commencing with Section 4445) is added to Division 2 of the Business and Professions Code, to read:

CHAPTER 9.6. Pharmacy Benefit Management

4445. For the purposes of this chapter, the following definitions shall apply:

(a) “Labeler” means a person or entity that receives prescription drugs from a manufacturer or wholesaler and repackages those drugs for later retail sale and who has
a labeler code from the federal Food and Drug Administration under Section 207.20 of Title 21 of the Code of Federal Regulations.

(b) “Pharmacy benefit manager” means a person, business, or entity described in Section 4037.5.

(c) “Proprietary information” means trade secrets and information on pricing, costs, revenue, taxes, market share, negotiating strategies, customers, and personnel
that is held by a private entity and used for that entity’s business purposes.

(d) “Purchaser” means health benefit plan sponsor or other third-party payer with whom a pharmacy benefit manager contracts to provide the administration and
management of prescription drug benefits.

4446. A pharmacy benefit manager has a fiduciary duty to a purchaser and shall discharge that duty in accordance with all applicable laws.

4447. A pharmacy benefit manager shall notify a purchaser in writing of any activity, policy, or practice of the pharmacy benefit manager that directly or indirectly
presents a conflict of interest that interferes with the discharge of the pharmacy benefit manager’s fiduciary duty to the purchaser.

4448. (a) Beginning in the second fiscal quarter after the effective date of a contract between a pharmacy benefit manager and a purchaser, the pharmacy benefit
manager shall, on a monthly basis, disclose the following information to the purchaser with respect to prescription product benefits specific to the purchaser:

(1) The aggregate acquisition cost from a pharmaceutical manufacturer or labeler for each therapeutic class of drugs.

(2) The aggregate amount of rebates received by the pharmacy benefit manager for each therapeutic class of drugs. The aggregate amount of rebates shall include
any utilization discounts the pharmacy benefit manager receives from a pharmaceutical manufacturer or labeler.

(3) Any administrative fees received from a pharmaceutical manufacturer or labeler.

(4) The aggregate of rates negotiated by the pharmacy benefit manager with pharmacies with respect to each therapeutic class of drug.

(5) Prescription drug utilization information for the purchaser’s enrollees or insureds that is not specific to any individual enrollee or insured.
(b) The information disclosed pursuant to subdivision (a) shall include all retail, mail order, specialty, and compounded prescription products.

(c) For the purposes of subdivision (a), a therapeutic class shall include at least two drugs. If there are fewer than two drugs in a therapeutic class, the information
required by subdivision (a) shall be reported by therapeutic category.

44490. Except for utilization information, a pharmacy benefit manager need not make the disclosures required by Section 4448 unless and until the purchaser agrees, in
writing, to maintain as confidential any proprietary information.

4450. This article shall apply to a contract or a contractual relationship between a pharmacy benefit manager and a purchaser that is entered into, issued, amended,
renewed, or delivered on or after January 1, 2018.

4451. This article shall not apply to the following:

(a) A health care service plan or health insurer, if the health care service plan or health insurer offers or provides pharmacy benefit management services and if those
services are offered or provided only to enrollees, subscribers, policyholders, or insureds who are also covered by health benefits offered or provided by that health
care service plan or health insurer.

(b) An affiliate, subsidiary, related entity, or contracted medical groups of a health care service plan or health insurer that would otherwise qualify as a pharmacy
benefit manager but offers or provides services only to enrollees, subscribers, policyholders, or insureds who are also covered by health benefits offered or provided
by the health care service plan or health insurer.

sec. 9. No reimbursement is required by this act pursuant to Section 6 of Article XllI B of the California Constitution because the only costs that may be incurred by a
local agency or school district will be incurred because this act creates a new crime or infraction, eliminates a crime or infraction, or changes the penalty for a crime or
infraction, within the meaning of Section 17556 of the Government Code, or changes the definition of a crime within the meaning of Section 6 of Article XlII B of the
California Constitution.
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section 1. (a) The Legislature hereby finds and declares all of the following:

(1) Greater access to health care professionals improves patient outcomes. Patients see their pharmacist more often than any other health care professional. Making
pharmacists readily available should be a top priority of the state.

(2) Health care delivery and technology are evolving. Utilizing technology to connect patients to pharmacists in areas where there is no access will improve medication
adherence and outcomes.

(3) Over 30 percent of patients never fill their prescriptions. According to a study by Kaiser, this number drops to 5 percent when patients have more convenient
access to a pharmacy. Lack of convenient access to a pharmacy leads to lower rates of medication adherence and, according to the New England Healthcare
Institute, nonadherence leads to over $290 billion in avoidable medial spending each year.

(4) Seventy-seven percent of rural counties are designated as health professional shortage areas. In California there are 115 identified areas located in 47 counties
where the closest pharmacy is more than 10 miles away.

(5) In rural communities, the geographic and economic realities make it difficult to maintain a pharmacy. Between 2003 and 2013, there was a 12.1-percent decrease
in rural pharmacies. Remote dispensing site pharmacies create an economically feasible way to bring pharmacy access to these underserved areas through the use
of technology.

(b) It is the intent of the Legislature to enact legislation that will promote policies to allow all California patients, regardless of location, to have access to a pharmacist,
thereby increasing medication adherence.

SEC. 2. Section 4044.3 is added to the Business and Professions Code, to read:

4044.3. "Remote dispensing site pharmacy” means a licensed pharmacy located in this state that is operated by a supervising pharmacy and staffed by one or more
qualified registered pharmacy technicians where pharmaceutical care services, including, but not limited to, the storage and dispensing of prescription drugs and
controlled substances, drug regimen review, and patient counseling, are remotely monitored or provided, or both, by a licensed pharmacist through the use of
telepharmacy technology.

SEC. 3. Section 4044.6 is added to the Business and Professions Code, to read:
4044.6. “Supervising pharmacy” means a licensed pharmacy located in this state that oversees the activities of a remote dispensing site pharmacy.
SEC. 4. Section 4044.7 is added to the Business and Professions Code, to read:

4044.7. “Telepharmacy” means a system that is used by a supervising pharmacy for the purpose of monitoring the dispensing of prescription drugs and provides for
related drug regimen review and patient counseling by an electronic method, including, but not limited to, the use of audio, visual, still image capture, and store and
forward technology.

SEC-4.SEC. 5. Section 4059.5 of the Business and Professions Code is amended to read:

4050.5. (@) Except as otherwise provided in this chapter, dangerous drugs or dangerous devices may only be ordered by an entity licensed by the board and shall be
delivered to the licensed premises and signed for and received by a pharmacist. Where a licensee is permitted to operate through a designated representative, the
designated representative shall sign for and receive the delivery.

(b) A dangerous drug or dangerous device transferred, sold, or delivered to a person within this state shall be transferred, sold, or delivered only to an entity licensed
by the board, to a manufacturer, or to an ultimate user or the ultimate user’s agent.

(c) Notwithstanding subdivisions (a) and (b), deliveries to a hospital pharmacy may be made to a central receiving location within the hospital. However, the
dangerous drugs or dangerous devices shall be delivered to the licensed pharmacy premises within one working day following receipt by the hospital, and the
pharmacist on duty at that time shall immediately inventory the dangerous drugs or dangerous devices.

(d) Notwithstanding any other provision—of-law, a dangerous drug or dangerous device may be ordered by and provided to a manufacturer, physician, dentist,
podiatrist, optometrist, veterinarian, naturopathic doctor pursuant to Section 3640.7, or laboratory, or a physical therapist acting within the scope of his or her license.
A person or entity receiving delivery of a dangerous drug or dangerous device, or a duly authorized representative of the person or entity, shall sign for the receipt of
the dangerous drug or dangerous device.

(e) A dangerous drug or dangerous device shall not be transferred, sold, or delivered to a person outside this state, whether foreign or domestic, unless the transferor,
seller, or deliverer does so in compliance with the laws of this state and of the United States and of the state or country to which the dangerous drugs or dangerous
devices are to be transferred, sold, or delivered. Compliance with the laws of this state and the United States and of the state or country to which the dangerous drugs
or dangerous devices are to be delivered shall include, but not be limited to, determining that the recipient of the dangerous drugs or dangerous devices is authorized
by law to receive the dangerous drugs or dangerous devices.

(f) Notwithstanding subdivision (a), a pharmacy may take delivery of dangerous drugs and dangerous devices when the pharmacy is closed and no pharmacist is on
duty if all of the following requirements are met:

(1) The drugs are placed in a secure storage facility in the same building as the pharmacy.

(2) Only the pharmacist-in-charge or a pharmacist designated by the pharmacist-in-charge has access to the secure storage facility after dangerous drugs or
dangerous devices have been delivered.

(3) The secure storage facility has a means of indicating whether it has been entered after dangerous drugs or dangerous devices have been delivered.

(4) The pharmacy maintains written policies and procedures for the delivery of dangerous drugs and dangerous devices to a secure storage facility.
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(5) The agent delivering dangerous drugs and dangerous devices pursuant to this subdivision leaves documents indicating the name and amount of each dangerous
drug or dangerous device delivered in the secure storage facility.

The pharmacy shall be responsible for the dangerous drugs and dangerous devices delivered to the secure storage facility. The pharmacy shall also be responsible
for obtaining and maintaining records relating to the delivery of dangerous drugs and dangerous devices to a secure storage facility.

(g9) Notwithstanding subdivision (a), dangerous drugs and devices and controlled substances may be ordered by a remote dispensing site pharmacy licensed by the
board and may be signed for and received by a registered pharmacy technician, who meets the qualifications of Section 4132, at the remote site. A controlled
substance signed for by a pharmacy technician under this section shall be stored separately from existing inventory until the time the controlled substance is reviewed
and countersigned by a pharmacist. The receipt and storage of a controlled substance by a pharmacy technician under this section shall be maintained on video that
is accessible to the supervising pharmacy and shall be maintained for 90 days.

SEC. 6. Article 8 (commencing with Section 4130) is added to Chapter 9 of Division 2 of the Business and Professions Code, to read:

Article 8. Telepharmacy Sy and R Di: ing Site Phar

4130. (a) A telepharmacy system may be used for the dispensing of prescription drugs and providing related drug regimen review and patient counseling services at a
remote dispensing site pharmacy.

(b) If all of the requirements of this article and other relevant provisions of this chapter are met, the board shall issue a remote dispensing site pharmacy license for the
purpose of increasing access to dispensing or pharmaceutical care services in the geographic area in which the site is to be located.

(c) (1) A remote dispensing site pharmacy shall only be located in a medically underserved area unless otherwise approved by the board. For purposes of this section,
a “medically underserved area” means a location that does not have a pharmacy that serves the general public within 10 road miles of the remote dispensing site.

(2) Notwithstanding paragraph (1), if a pharmacy serving the general public is later established within 10 road miles of a remote dispensing site pharmacy, the remote
dispensing site pharmacy may continue to operate.

(d) A remote dispensing site pharmacy shall only be staffed by pharmacists or pharmacy technicians, or both, and shall not employ any unlicensed personnel.

4131. (@) A pharmacy located in this state may serve as a supervising pharmacy to provide telepharmacy services for up to two remote dispensing site pharmacies.

(b) A supervising pharmacy shall not be located greater than 150 road miles from a remote dispensing site pharmacy, unless otherwise approved by the board.

(c) (1) Except as otherwise provided in paragraph (2), a supervising pharmacy and remote dispensing site pharmacy shall be under common ownership.

(2) If a supervising pharmacy and a remote dispensing site pharmacy are not under common ownership, the supervising pharmacy and remote dispensing site
pharmacy shall enter into a written contract or agreement that specifies the services to be provided and the responsibilities and accountabilities of each party in
fulfilling the terms of the contract or agreement, consistent with all federal and state laws.

(d) Unless staffed by a pharmacist, a remote dispensing site pharmacy shall be staffed by at least one registered pharmacy technician meeting the qualifications of
Section 4132. A technician shall remain under the direct supervision and control of a pharmacist at the supervising pharmacy at all times that the remote dispensing
site pharmacy is operational. For the purposes of this article, direct supervision and control does not require the pharmacist to be physically present at the remote
dispensing site pharmacy, but the pharmacist shall use a telepharmacy system to supervise operations through audio and visual technology from the supervising
pharmacy.

(e) Notwithstanding any law, a pharmacist may serve as the pharmacist-in-charge for no more than two remote dispensing site pharmacies in addition to serving as
pharmacist-in-charge of a supervising pharmacy.

(f) Notwithstanding any law, the pharmacist-in-charge of the remote dispensing site pharmacy and the pharmacist-on-duty at the supervising pharmacy shall be
responsible for ensuring that both the supervising pharmacy and remote dispensing site pharmacy are sufficiently staffed to allow for appropriate supervision, which is
supervision that would not be reasonably expected to result in an unreasonable risk of harm to public health, safety, or welfare.

4132, (@) In addition to the requirements of Section 4202, a pharmacy technician working at a remote dispensing site pharmacy shall have both of the following:

(1) At least one year of experience in the past three years working in retail pharmacy practice.

(2) Completed a documented training program on proper use of the telepharmacy system at the remote dispensing site pharmacy.

(b) Notwithstanding Section 4115, a registered pharmacy technician may perform order entry, packaging, manipulative, repetitive, and other nondiscretionary tasks at
a remote dispensing site pharmacy under the supervision of a pharmacist at a supervising pharmacy using a telepharmacy system.

(c) A pharmacy technician at a remote dispensing site pharmacy shall not do any of the following:
(1) Receive a new prescription order orally from a prescriber or other person authorized to prescribe by law.

(2) Consult with a patient or his or her agent regarding a prescription, either prior to or after dispensing, or regarding any medical information contained in a patient
medication record system or patient chart.

(3) Identify, evaluate, or interpret a prescription.

(4) Interpret the clinical data in a patient medication record system or patient chart.

(5) Consult with any prescriber, nurse, or other health care professional or authorized agent thereof.

(6) Supervise the packaging of drugs and check the packaging procedure and product upon completion.
(7) Perform any function that requires the professional judgment of a licensed pharmacist.

(d) Notwithstanding Section 4115, a pharmacist at a supervising pharmacy may supervise up to two pharmacy technicians at each remote dispensing site pharmacy.
This subdivision shall not be construed to alter a pharmacist’s ability to also supervise pharmacy technicians at the supervising pharmacy.

4133. (a) A telepharmacy system shall maintain a video and audio communication system that provides for effective communication between the supervising pharmacy
and the remote dispensing site pharmacy’s personnel and patients.

(b) A telepharmacy system shall facilitate adequate pharmacist supervision and allow the appropriate exchange of visual, verbal, and written communications for
patient counseling and other matters involved in the lawful dispensing of drugs.

(c) Patient counseling shall be provided using audio-visual communication for all prescriptions dispensed from a remote dispensing site pharmacy.

(d) A telepharmacy system shall be able to do all of the following:
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(1) Identify and record the pharmacy technician preparing each prescription and the supervising pharmacist who reviewed and authorized the dispensing of the
prescription.

(2) Require a pharmacist to review and compare the electronic image of any new prescription presented at the remote dispensing site pharmacy with the data entry
record of the prescription.

(3) Require the pharmacy technician to use barcode technology to verify the accuracy of the drug to be dispensed.
(4) Require remote visual confirmation by a pharmacist at the supervising pharmacy of the drug stock bottle and the drug to be dispensed prior to dispensing.

(5) Ensure that a prescription is not sold or delivered to a patient prior to a pharmacist performing final verification of the accuracy of the prescription and releasing the
prescription for sale and delivery.

(e) The video and audio communication system used to counsel and interact with each patient or patient’s caregiver shall be secure and compliant with the federal
Health Insurance Portability and Accountability Act (Public Law 104-191).

(f) All records of prescriptions dispensed shall be maintained at the remote dispensing site pharmacy and shall be maintained for three years after the filling of the
prescription.

4134. (@) A pharmacist from the supervising pharmacy shall complete a monthly in-person, self-inspection of each remote dispensing site pharmacy using a form
designated by the board and shall retain all inspection reports.

(b) A perpetual inventory shall be kept for all controlled substances stored at a remote dispensing site pharmacy.
(c) All controlled substances at a remote dispensing site pharmacy shall be stored in a secure cabinet or safe that is locked.

(d) A pharmacist from the supervising pharmacy shall perform inventory and inventory reconciliation functions at a remote dispensing site pharmacy to detect and
prevent the loss of any controlled substance.

(e) The pharmacist-in-charge of a remote dispensing site pharmacy shall review all inventory and inventory reconciliation reports taken and shall establish and
maintain secure methods to prevent losses of any controlled substance. The board shall develop written policies and procedures for performing the inventory
reconciliation reports required by this section.

(f) A pharmacist from the supervising pharmacy shall compile an inventory reconciliation report of all Schedule Il controlled substances at a remote dispensing site
pharmacy at least once every three months. This compilation shall require all of the following:

(1) A physical count, not an estimate, of all quantities of Schedule Il controlled substances at the remote dispensing site pharmacy. The biennial inventory of controlled
substances as required under federal law may serve as one of the mandated inventories under this section in the year that the federal biennial inventory is performed,
provided that the biennial inventory was taken no more than three months from the last inventory required by this section.

(2) A review of all acquisitions and dispositions of Schedule Il controlled substances since the last inventory reconciliation report.
(3) A comparison of paragraphs (1) and (2) in order to determine if there are any variances.

(4) All records used to compile each inventory reconciliation report shall be maintained in the remote dispensing site pharmacy for at least three years in a readily
retrievable form.

(g) A remote dispensing site pharmacy shall report to the board, in writing, any identified losses of controlled substances and possible causes of the loss within 30
days of discovering the loss unless the cause of loss is theft, diversion, or self-use in which case the report shall be made within 14 days of discovering the loss. If the
remote dispensing site pharmacy is unable to identify the cause of the loss, the remote dispensing site pharmacy shall undertake further investigation to identify the
cause of the loss and security improvements necessary to prevent any additional losses of controlled substances.

(h) Possible causes of overages shall be identified in writing and incorporated into the inventory reconciliation report.

(i) The inventory reconciliation report shall be dated and signed by the individual or individuals performing the inventory and countersigned by the pharmacist-in-
charge of the remote dispensing site pharmacy. A countersignature shall not be required if the pharmacist-in-charge personally completed the inventory reconciliation
report. The inventory reconciliation report shall be maintained in the remote dispensing site pharmacy for at least three years in a readlily retrievable form.

4135. (a) While closed, a remote dispensing site pharmacy shall utilize an alarm or other comparable monitoring system to protect its equipment, records, and supply of
drugs, devices, and other restricted sale items from unauthorized access, acquisition, or use.

(b) Unless a pharmacist is present at the remote dispensing site pharmacy, a remote dispensing site pharmacy shall not be open or its employees allowed access to it
during times the supervising pharmacy is closed. The security system shall allow for tracking of entries into the remote dispensing site pharmacy and the pharmacist-
in-charge shall periodically review the record of entries.

(c) The remote dispensing site pharmacy shall retain a recording of facility surveillance, excluding patient communications, for a minimum of 90 days.
sec. 7. No reimbursement is required by this act pursuant to Section 6 of Article XlII B of the California Constitution because the only costs that may be incurred by a
local agency or school district will be incurred because this act creates a new crime or infraction, eliminates a crime or infraction, or changes the penalty for a crime or

infraction, within the meaning of Section 17556 of the Government Code, or changes the definition of a crime within the meaning of Section 6 of Article XlII B of the
California Constitution.
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Bill Number: AB 401
Current Version: As Amended March 21, 2017
Author: Aguiar-Curry

Remote Dispensing Site Pharmacy:

Topic:
opic Telepharmacy

Staff Recommendation: None

Affected Sections: Amend BPC section 4059.5 and add sections 4044.3, 4044.6 and 4044.7
and add Article 8 to Chapter 9 of Division 2 of the Business and Professions
Code

Status: Referred to Assembly Appropriations Committee

EXISTING LAW:

Pharmacy law provide for the licensure and regulation of the drug distribution channel
including pharmacies that dispense medications as well as the pharmacists, pharmacist interns
and pharmacy technicians.

THIS BILL WOULD:

Would allow for dispensing of medications in a remote dispensing site pharmacy via a
telepharmacy system. As proposed, a pharmacist would not be present in the remote
dispensing site but would supervise the pharmacy dispensing and management using a
telepharmacy system. More specifically this bill would:

1. Makes legislative findings and declarations about the benefits of greater access to
healthcare professional and the role pharmacists play given their accessibility,
improvements in health care delivery and technology that can be used to connect
patients to pharmacists in rural areas and identified reduction in pharmacies in rural
communities.

2. States it is the intent of the legislature to enact legislation that will promote policies to
allow Californians to have access to a patient, thereby increasing medication adherence.

3. Defines “Remote dispensing site pharmacy” (RDSP) as a pharmacy licensed in California
that is operated by a supervising pharmacy and staff by licensed pharmacy technicians
that is remotely monitored by a licensed pharmacist through the use of a telepharmacy
technology.

4. Defines “supervising pharmacy” as a pharmacy located in California that oversees the
activities of the RDSP.

5. Defines “telepharmacy” as a system used by a supervising pharmacy for purposes of
monitoring the dispensing of medications, providing drug regimen review and patient
consultation via an electronic method.
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10.
11.

12.

13.

14.

15.

Would allow for the ordering of dangerous drugs and controlled substances at the RDSP
and allow pharmacy technicians to sign for and receive shipments. Would require
controlled substances deliveries to be stored separately until the order is reviewed and
countersigned by a pharmacy.

Would establish the regulatory framework for an RDSP including licensure of the site if
the following conditions are met:

a. It canonly be located in a medically underserved area, as defined, unless
otherwise approved by the board.

. Can only be staff with licensed pharmacists and pharmacy technicians.

c. The supervising pharmacy must be within 150 road miles of the RDSP unless
otherwise approved by the board and the supervising pharmacy must be under
common ownership unless a contractual relationship exists that specifies the
services to be provided and the roles and responsibilities of each party.

d. A pharmacist supervising operations through audio and visual technology.

e. The pharmacist-in-charge (PIC) of the RDSP and the supervising pharmacist on
duty at the supervising pharmacy shall be responsible for ensuring both locations
are sufficiently staff to allow for appropriate supervision.

Would establish additional requirements for pharmacy technicians working in an RDSP
and would not expand the functions a pharmacy technician could perform in the RDSP.
Would allow a supervising pharmacy to supervise to RDSPs including up to two
pharmacy technicians as each site. (This would be in addition to the technicians the
pharmacist may also be supervising at the pharmacy.)

Would require patient consultation for all prescriptions dispensed from a RDSP

Would require the telepharmacy system to collect the following:

a. ldentity and record of the pharmacy technician preparing each prescription and
the supervising pharmacist who reviewed and authorized the dispensing.

b. Require a pharmacists review and comparison of the electronic image of a new
prescription with the data entry performed

c. Require the technician to use barcode technology to verify the accuracy of the
drug to be dispensed as well as remote visual confirmation by a pharmacist of
the drug stock bottle and drug to be dispensed

d. Ensure that a prescription is not sold or delivered prior to final verification and
releasing the prescription for sale and delivery.

e. Would require HIPPA compliance.

f.  Would maintain records of three years.

Would require a pharmacist from the supervising pharmacy to complete an in-person
month self-inspection and require a perpetual inventory for all controlled substances.
Would require controlled substances to be stored in a secure or sake that is locked and
require a pharmacist from the supervising pharmacy to perform inventory any inventory
reconciliation functions to detect and prevent drug losses.

Would require the board to establish written policies and procedures for performing
inventory reconciliation reports.

Would establish inventory control and reconciliation consistent with the board’s
pending regulations.
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16. Would require use of an alarm or other monitoring system while the RDSP is closed and
prohibit access at all times when the supervising pharmacy is closed unless a pharmacist
is present at the RDSP.

STAFF COMMENTS:

Policy discussion items: Should the law indicated that the both the RDSP and supervising
pharmacist are jointly responsible for violations of pharmacy law. Also, where is the
requirement for a PIC in an RDSP?? Should compounding be prohibited in an RDSP? How
would patient consultation be provided on a drug that is delivered and/or how would the
patient contact a pharmacist is questions arose?? In lieu of (e) can we just reference
requirements in proposed regulations??

SUPPORT / OPPOSITION:

SUPPORT:
California Pharmacists Association
Cardinal Health

OPPOSITION:
None on file

Fiscal Impact:

According to the author’s office, it is estimate that there are approximately 115 underserved
communities. There is no current fee established in this measure. Board staff estimates the
need for % analyst to establish and manage the new licensing program. Further the DCA has
estimated $196,000 costs. Board staff suggests identification of a fee to offset these additional
expenses.

Bill History
Date Action
04/04/2017 From committee: Do pass and re-refer to Com. on APPR. (Ayes 15. Noes 0.) (April 4). Re-referred to Com. on APPR.
03/22/2017 Re-referred to Com. on B. & P.
From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P. Read second time and
03/21/2017
amended.
02/21/2017 Referred to Com. on B. & P.
02/10/2017 From printer. May be heard in committee March 12.

02/09/2017 Read first time. To print.
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ASSEMBLY BILL No. 444

Introduced by Assembly MembersTing and Gray

February 13, 2017

An act to amend Section 117904 of the Health and Safety Code,
relating to public health.

LEGISLATIVE COUNSEL’S DIGEST

AB 444, asintroduced, Ting. Medica waste: home-generated sharps
waste.

The Medical Waste Management A ct, among other things, authorizes
a local agency to approve, as part of a medical waste management
program, a location as a point of consolidation for the collection of
home-generated sharps waste, which, after collection, is transported
and treated as medical waste. The act requires sharps containers at a
home-generated sharps consolidation point that are ready for disposal
to not be held more than 7 days, except as provided.

This bill would extend the time period that sharps containers at a
home-generated sharps consolidation point may be held from 7 to 14
days.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

SECTION 1. Section 117904 of the Health and Safety Code
isamended to read:

117904. (a) Inaddition to the consolidation points authorized
pursuant to Section 118147, the enforcement agency may approve

A OWNBE
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a location as a point of consolidation for the collection of
home-generated sharps waste, which, after collection, shall be
transported and treated as medical waste.

(b) A consolidation location approved pursuant to this section
shall be known as a*“home-generated sharps consolidation point.”

(c) A home-generated sharps consolidation point is not subject
to the requirements of Chapter 9 (commencing with Section
118275), to the permit or registration requirements of this part, or
to any permit or registration fees, with regard to the activity of
consolidating home-generated sharps waste pursuant to this section.

(d) A home-generated sharps consolidation point shall comply
with all of the following requirements:

(1) All sharps waste shall be placed in sharps containers.

(2) Sharps containers ready for disposa shall not be held for
more than-seven 14 days without the written approval of the
enforcement agency.

(e) Anoperator of ahome-generated sharps consolidation point
approved pursuant to this section shall not be considered the
generator of that waste, but shall be listed on the tracking
documents in compliance with the United States Postal Service
requirements for waste shipped through mail back and on the
tracking documents as required by the department.

(f) The medical waste treatment facility which treats the sharps
waste subject to this section shall maintain the tracking document
required by Sections 118040 and 118165 with regard to that sharps
waste.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 444
Current Version: As Introduced February 13, 2017
Author: Ting

Medical Waste: Home-Generated Sharps

Topic:
opic Waste

Staff Recommendation: None

AFFECTED SECTIONS: Amend HSC section 117904
STATUS: Assembly Environmental Safety and Toxic Materials Committee hearing April 25, 2017

EXISTING LAW:
Provides for the consolidation and collection of home-generated sharps waste that can be
transported and treated as medical waste.

THIS BILL WOULD:
Allow for the time period that sharps containers may be held at a consolidation point to
increase from 7 to 14 days.

STAFF COMMENTS:
Board staff was advised that the measure will not be moving in its current form but will be
amended to address the larger issue of pharmaceutical waste.

Bill History:

02/27/2017 Referred to Com. on E.S. & T.M.

02/14/2017 From printer. May be heard in committee March 16.

02/13/2017 Read first time. To print.
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SECTION 1. Section 4025.2 is added to the Business and Professions Code, to read:

4025.2. “Nonprescription diabetes test device” means a glucose meter or test strip for use in the treatment of
prediabetic or diabetic individuals that may be sold without a prescription and that is labeled for use by the
consumer in accordance with the requirements of the laws and rules of this state and the federal government.

SEC. 2. Section 4057 of the Business and Professions Code is amended to read:

4057. (a) Except as provided in Sestions-4006,-4240—and- Section 4006, subdivision (d) of Section 4081, Section
4240, subdivision (t) of Section 4301, and Section 4342, this chapter does not apply to the retail sale of
nonprescription drugs that are not subject to Section 4022 and that are packaged or bottled in the manufacturer’s
or distributor’s container and labeled in accordance with applicable federal and state drug labeling requirements.

(b) This chapter does not apply to specific dangerous drugs and dangerous devices listed in board regulations,
where the sale or furnishing is made to any of the following:

(1) A physician, dentist, podiatrist, pharmacist, medical technician, medical technologist, optometrist, or
chiropractor holding a currently valid and unrevoked license and acting within the scope of his or her profession.

(2) A clinic, hospital, institution, or establishment holding a currently valid and unrevoked license or permit under
Division 2 (commencing with Section 1200) of the Health and Safety Code, or Chapter 2 (commencing with
Section 3300) of Division 3 of, or Part 2 (commencing with Section 6250) of Division 6 of, the Welfare and
Institutions Code.

(c) This chapter shall not apply to a home health agency licensed under Chapter 8 (commencing with Section
1725) of, or a hospice licensed under Chapter 8.5 (commencing with Section 1745) of, Division 2 of, the Health
and Safety Code, when it purchases, stores, furnishes, or transports specific dangerous drugs and dangerous
devices listed in board regulations in compliance with applicable law and regulations including:

(1) Dangerous devices described in subdivision (b) of Section 4022, as long as these dangerous devices are
furnished only upon the prescription or order of a physician, dentist, or podiatrist.

(2) Hypodermic needles and syringes.
(3) Irrigation solutions of 50 cubic centimeters or greater.

(d) This chapter does not apply to the storage of devices in secure central or ward supply areas of a clinic,
hospital, institution, or establishment holding a currently valid and unrevoked license or permit pursuant to
Division 2 (commencing with Section 1200) of the Health and Safety Code, or pursuant to Chapter 2
(commencing with Section 3300) of Division 3 of, or Part 2 (commencing with Section 6250) of Division 6 of, the
Welfare and Institutions Code.

(e) This chapter does not apply to the retail sale of vitamins, mineral products, or combinations thereof or to foods,
supplements, or nutrients used to fortify the diet of humans or other animals or poultry and labeled as such that
are not subject to Section 4022 and that are packaged or bottled in the manufacturer’s or distributor’s container
and labeled in accordance with applicable federal and state labeling requirements.

(f) This chapter does not apply to the furnishing of dangerous drugs and dangerous devices to recognized schools
of nursing. These dangerous drugs and dangerous devices shall not include controlled substances. The
dangerous drugs and dangerous devices shall be used for training purposes only, and not for the cure, mitigation,
or treatment of disease in humans. Recognized schools of nursing for purposes of this subdivision are those
schools recognized as training facilities by the California Board of Registered Nursing.

SEC.2.SEC. 3. Section 4081 of the Business and Professions Code is amended to read:

4081. (a) All records of manufacture and of sale, acquisition, receipt, shipment, or disposition of dangerous drugs or
dangerous devices shall be at all times during business hours open to inspection by authorized officers of the law,
and shall be preserved for at least three years from the date of making. A current inventory shall be kept by every
manufacturer, wholesaler, third-party logistics provider, pharmacy, veterinary food-animal drug retailer,
outsourcing facility, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital, institution, or
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establishment holding a currently valid and unrevoked certificate, license, permit, registration, or exemption under
Division 2 (commencing with Section 1200) of the Health and Safety Code or under Part 4 (commencing with
Section 16000) of Division 9 of the Welfare and Institutions Code who maintains a stock of dangerous drugs or
dangerous devices.

(b) The owner, officer, and partner of a pharmacy, wholesaler, third-party logistics provider, or veterinary food-
animal drug retailer shall be jointly responsible, with the pharmacist-in-charge, responsible manager, or
designated representative-in-charge, for maintaining the records and inventory described in this section.

(c) The pharmacist-in-charge, responsible manager, or designated representative-in-charge shall not be criminally
responsible for acts of the owner, officer, partner, or employee that violate this section and of which the
pharmacist-in-charge, responsible manager, or designated representative-in-charge had no knowledge, or in
which he or she did not knowingly participate.

(d) Pharmacies that dispense nonprescription diabetes test devices pursuant to prescriptions shall retain records
of acquisition and sale of those nonprescription diabetes devices for at least three years from the date of making.
The records shall be at all times during business hours open to inspection by authorized officers of the law.

SEC. 4. Section 4160.5 is added to the Business and Professions Code, to read:

4160.5. On and after January 1, 2018, a manufacturer of a nonprescription diabetes test device shall make the
names of its authorized distributors available on its Internet Web site and shall provide the board with the names
of its authorized distributors. The board shall post the names of authorized distributors of nonprescription diabetes
test devices on the board’s Internet Web site. A manufacturer of a nonprescription diabetes test device shall,
within 30 days of making changes to its authorized distributors, update its Internet Web site and inform the board
of changes to its authorized distributors.

SEC. 5. Section 4301 of the Business and Professions Code is amended to read:

4301. The board shall take action against any holder of a license who is guilty of unprofessional conduct or whose
license has been issued by mistake. Unprofessional conduct shall include, but is not limited to, any of the
following:

(a) Procurement of a license by fraud or misrepresentation.
(b) Incompetence.
(c) Gross negligence.

(d) The clearly excessive furnishing of controlled substances in violation of subdivision (a) of Section 11153 of the
Health and Safety Code.

(e) The clearly excessive furnishing of controlled substances in violation of subdivision (a) of Section 11153.5 of
the Health and Safety Code. Factors to be considered in determining whether the furnishing of controlled
substances is clearly excessive shall include, but not be limited to, the amount of controlled substances furnished,
the previous ordering pattern of the customer (including size and frequency of orders), the type and size of the
customer, and where and to whom the customer distributes its product.

(f) The commission of any act involving moral turpitude, dishonesty, fraud, deceit, or corruption, whether the act is
committed in the course of relations as a licensee or otherwise, and whether the act is a felony or misdemeanor or
not.

(g9) Knowingly making or signing any certificate or other document that falsely represents the existence or
nonexistence of a state of facts.

(h) The administering to oneself, of any controlled substance, or the use of any dangerous drug or of alcoholic
beverages to the extent or in a manner as to be dangerous or injurious to oneself, to a person holding a license
under this chapter, or to any other person or to the public, or to the extent that the use impairs the ability of the
person to conduct with safety to the public the practice authorized by the license.

(i) Except as otherwise authorized by law, knowingly selling, furnishing, giving away, or administering, or offering
to sell, furnish, give away, or administer, any controlled substance to an addict.
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(i) The violation of any of the statutes of this state, of any other state, or of the United States regulating controlled
substances and dangerous drugs.

(k) The conviction of more than one misdemeanor or any felony involving the use, consumption, or self-
administration of any dangerous drug or alcoholic beverage, or any combination of those substances.

(I) The conviction of a crime substantially related to the qualifications, functions, and duties of a licensee under
this chapter. The record of conviction of a violation of Chapter 13 (commencing with Section 801) of Title 21 of the
United States Code regulating controlled substances or of a violation of the statutes of this state regulating
controlled substances or dangerous drugs shall be conclusive evidence of unprofessional conduct. In all other
cases, the record of conviction shall be conclusive evidence only of the fact that the conviction occurred. The
board may inquire into the circumstances surrounding the commission of the crime, in order to fix the degree of
discipline or, in the case of a conviction not involving controlled substances or dangerous drugs, to determine if
the conviction is of an offense substantially related to the qualifications, functions, and duties of a licensee under
this chapter. A plea or verdict of guilty or a conviction following a plea of nolo contendere is deemed to be a
conviction within the meaning of this provision. The board may take action when the time for appeal has elapsed,
or the judgment of conviction has been affirmed on appeal or when an order granting probation is made
suspending the imposition of sentence, irrespective of a subsequent order under Section 1203.4 of the Penal
Code allowing the person to withdraw his or her plea of guilty and to enter a plea of not guilty, or setting aside the
verdict of guilty, or dismissing the accusation, information, or indictment.

(m) The cash compromise of a charge of violation of Chapter 13 (commencing with Section 801) of Title 21 of the
United States Code regulating controlled substances or of Chapter 7 (commencing with Section 14000) of Part 3
of Division 9 of the Welfare and Institutions Code relating to the Medi-Cal program.

(n) The revocation, suspension, or other discipline by another state of a license to practice pharmacy, operate a
pharmacy, or do any other act for which a license is required by this chapter that would be grounds for revocation,
suspension, or other discipline under this chapter. Any disciplinary action taken by the board pursuant to this
section shall be coterminous with action taken by another state, except that the term of any discipline taken by the
board may exceed that of another state, consistent with the board’s enforcement guidelines. The evidence of
discipline by another state is conclusive proof of unprofessional conduct.

(o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the violation of or conspiring to
violate any provision or term of this chapter or of the applicable federal and state laws and regulations governing
pharmacy, including regulations established by the board or by any other state or federal regulatory agency.

(p) Actions or conduct that would have warranted denial of a license.
(q) Engaging in any conduct that subverts or attempts to subvert an investigation of the board.

(r) The selling, trading, transferring, or furnishing of drugs obtained pursuant to Section 256b of Title 42 of the
United States Code to any person a licensee knows or reasonably should have known, not to be a patient of a
covered entity, as defined in paragraph (4) of subsection (a) of Section 256b of Title 42 of the United States Code.

(s) The clearly excessive furnishing of dangerous drugs by a wholesaler to a pharmacy that primarily or solely
dispenses prescription drugs to patients of long-term care facilities. Factors to be considered in determining
whether the furnishing of dangerous drugs is clearly excessive shall include, but not be limited to, the amount of
dangerous drugs furnished to a pharmacy that primarily or solely dispenses prescription drugs to patients of long-
term care facilities, the previous ordering pattern of the pharmacy, and the general patient population to whom the
pharmacy distributes the dangerous drugs. That a wholesaler has established, and employs, a tracking system
that complies with the requirements of subdivision (b) of Section 4164 shall be considered in determining whether
there has been a violation of this subdivision. This provision shall not be interpreted to require a wholesaler to
obtain personal medical information or be authorized to permit a wholesaler to have access to personal medical
information except as otherwise authorized by Section 56 and following of the Civil Code. For purposes of this
section, “long-term care facility” shall have the same meaning given the term in Section 1418 of the Health and
Safety Code.

(t) The submission of a reimbursement claim for a nonprescription diabetes test device to a pharmaceutical
benefit manager, health insurer, government agency, or other third-party payor when the licensee knew or
reasonably should have known that the diabetes test device was not purchased either directly from the
manufacturer or from the nonprescription diabetes test device manufacturer’s authorized distributors as identified
in Section 4106.5.
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sec. 6. No reimbursement is required by this act pursuant to Section 6 of Article XllI B of the California Constitution
because the only costs that may be incurred by a local agency or school district will be incurred because this act
creates a new crime or infraction, eliminates a crime or infraction, or changes the penalty for a crime or infraction,
within the meaning of Section 17556 of the Government Code, or changes the definition of a crime within the
meaning of Section 6 of Article XllI B of the California Constitution.

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\asm\ab 0601-0650\ab 602 98 A bill.la... 4/7/2017
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 602

Current Version: As Amended March 28, 2017

Author: Bonta

Topic: Nonprescription Diabetes Test Devices

Staff Recommendation: Support if Amended

AFFECTED SECTIONS: Amend BPC sections 4057, 4081 and 4301, and adds BPC sections 4025.2
and 4160.5

Status: Referred to Assembly Appropriations Committee

EXISTING LAW:

Existing law provides for the licensing and regulation of practice of pharmacy. As part of this,
the board has the authority to take action against a licensee for unprofessional conduct.
Pharmacy law also establishes recordkeeping requirements.

THIS BILL WOULD:

1. Define “nonprescription diabetes test device” as a glucose meter or test strip used for
treatment of diabetic or prediabetes individuals that may be sold without a prescription.

2. Require a pharmacy that dispenses nonprescription diabetes test devices pursuant to a
prescription to retain records of acquisition and sale for a least three years.

3. Require the board to post the names of authorized distributors of nonprescription
diabetes test devices as provided by manufacturers.

4. Specify that it is unprofessional conduct to seek reimbursement for a nonprescription
diabetes test device if the licensee knew or reasonably should have known that the
device was not purchased either from a manufacturer or authorized distributor.

Bill History
Date Action
04/04/2017 From committee: Do pass and re-refer to Com. on APPR. (Ayes 15. Noes 0.) (April 4). Re-referred to Com. on APPR.
03/29/2017 Re-referred to Com. on B. & P.
From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P. Read second time and
03/28/2017
amended.
02/27/2017 Referred to Com. on B. & P.
02/15/2017 From printer. May be heard in committee March 17.

02/14/2017 Read first time. To print.
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ASSEMBLY BILL No. 703

Introduced by Assembly Member Flora

February 15, 2017

An act to add Section 115.7 to the Business and Professions Code,
relating to professions and vocations.

LEGISLATIVE COUNSEL’S DIGEST

AB 703, as introduced, Flora. Professions and vocations: licenses:
fee waivers.

Existing law provides for the licensure and regulation of various
professions and vocations by boards within the Department of Consumer
Affairs. Existing law requires aboard within the department to expedite
thelicensure processfor an applicant who ismarried to, or in adomestic
partnership or other legal union with, an active duty member of the
Armed Forces of the United States who is assigned to aduty stationin
this state if the applicant holds a current license in the same profession
or vocation in another state, district, or territory. Existing law also
requires aboard to issue temporary licenses in specified professionsto
applicants as described above if certain requirements are met.

This bill would require every board within the Department of
Consumer Affairsto grant afee waiver for application and issuance of
an initial license for an applicant who is married to, or in a domestic
partnership or other legal union with, an active duty member of the
Armed Forces of the United Statesif the applicant holdsacurrent license
in the same profession or vocation in another state, district, or territory.
Thebill would require that an applicant be granted fee waiversfor both
the application for and issuance of alicense if the board charges fees
for both. The bill would prohibit fee waivers from being issued for
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renewal of alicense, for an additional license, acertificate, aregistration,
or apermit associated with the initial license, or for the application for
an examination.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the State of California do enact as follows:

SECTION 1. Section 115.7 is added to the Business and
Professions Code, to read:

115.7. (a) Notwithstanding any other law, every board within
the department of Consumer Affairs shall grant a fee waiver for
the application for and issuance of aninitial licenseto an applicant
who does both of the following:

(1) Supplies satisfactory evidence of being married to, or in a
domestic partnership or other legal union with an active duty
member of the Armed Forces of the United States.

(2) Holdsacurrent, active, and unrestricted license that confers
upon him or her the authority to practice, in another state, district,
or territory of the United States, the profession or vocation for
which he or she seeks alicense from the board.

(b) If aboard charges afeefor the application for alicense and
another fee for the issuance of a license, the applicant shall be
granted fee waivers for both the application for and issuance of a
license.

(c) A feewaiver shall not beissued for any of the following:

(1) Renewal of an existing Californialicense.

(2) The application for and issuance of an additional license, a
certificate, a registration, or a permit associated with the initial
license.

(3) The application for an examination.
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Bill Number: AB 703

Current Version: As Introduced February 15, 2017
Author: Flora

Topic: Licenses: Fee Waivers

Staff Recommendation: None

AFFECTED SECTIONS: Add Section 115.7 to the Business and Professions Code
STATUS: Referred to Assembly Business and Professions Committee

EXISTING LAW:

Requires the board to expedite the processing of an application of an individual who is married
to, or in a domestic partnership or other legal union with, an active duty member of the US
military.

THIS BILL WOULD:
Require the board to waive the application fee for such individuals.

FISCAL IMPACT:
The measure would result in an estimated $4,000 - $5,000 cost annually.

SUPPORT / OPPOSITION:

None on file

Bill History

Date Action
03/02/2017 Referred to Com. on B. & P.
02/16/2017 From printer. May be heard in committee March 18.

02/15/2017 Read first time. To print.



AMENDED IN ASSEMBLY MARCH 27, 2017

CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 710

Introduced by Assembly Member Wood

February 15, 2017

An act to amend Section-101:6 101.7 of the Business and Professions
Code, relating to professions and vocations.

LEGISLATIVE COUNSEL’S DIGEST

AB 710, as amended, Wood. Department of Consumer-Affairs:
Affairs: boards: meetings.

Existing law provides for the licensure and regulation of various
professions and vocations by boards within the Department of Consumer
Affairs. Existing law generally requires these boards to meet at least 3
times each calendar year, and at least once in northern California and
once in southern California per calendar year.

This bill would require a board to meet once every other calendar
year inrural northern California.

Vote: majority. Appropriation: no. Fiscal committee: ne-yes.
State-mandated local program: no.
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The people of the State of California do enact as follows:

SECTION 1. Section 101.7 of the Business and Professions
Code is amended to read:

101.7. (a) Notwithstanding any other provision of law, boards
shall meet at least three times each caendar year. Boards shall
meet at least once each caendar year in northern—Califernta
California, once every other calendar year in rural northern
California, and once each calendar year in southern Californiain
order to facilitate participation by the public and its licensees.

(b) Thedirector at his or her discretion may exempt any board
from the requirement in subdivision (@) upon a showing of good
cause that the board is not able to meet at least three timesin a
calendar year.

(c) The director may call for a specia meeting of the board
when aboard is not fulfilling its duties.

(d) Anagency within the department that is required to provide
a written notice pursuant to subdivision (@) of Section 11125 of
the Government Code, may provide that notice by regular mail,
email, or by both regular mail and email. An agency shall give a
person who reguests a notice the option of receiving the notice by
regular mail, email, or by both regular mail and email. The agency
shall comply with the requester’s chosen form or forms of notice.

(e) Anagency that plansto Web cast ameeting shall includein
the meeting notice required pursuant to subdivision (&) of Section
11125 of the Government Code a statement of the board’s intent
to Web cast the meeting. An agency may Web cast ameeting even
if the agency failsto include that statement of intent in the notice.
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 710

Current Version: As Amended March 27, 2017
Author: Wood

Topic: Department of Consumer Affairs

Staff Recommendation: None

AFFECTED SECTIONS: Amend Section 101.7 to the Business and Professions Code
STATUS: Referred to Assembly Business and Professions Committee

EXISTING LAW:
Requires boards within the DCA to meet at least three times year and at least once in northern
California and once in southern California per year.

THIS BILL WOULD:
Require boards to meet once every other calendar year in rural northern California.

FISCAL IMPACT:
Staff is working to determine the estimated cost impact.

SUPPORT / OPPOSITION:

None on file.

Bill History

Date Action

03/28/2017 Re-referred to Com. on B. & P.
From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P.

03/27/2017 Read second time and amended.
03/23/2017 Referred to Com. on B. & P.
02/16/2017 From printer. May be heard in committee March 18.

02/15/2017 Read first time. To print.



CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 767

Introduced by Assembly Member Quirk-Silva

February 15, 2017

Anact to add Part 12. 5 (commencing with Section 15930) to Division
3 of Title 2 of the Government Code, relating to economic devel opment.

LEGISLATIVE COUNSEL’S DIGEST

AB 767, asintroduced, Quirk-Silva. Master Business License Act.

Existing law authorizes various state agencies to issue permits and
licensesin accordance with specified requirementsto conduct business
within this state. Existing law establishes the Governor’s Office of
Business and Economic Devel opment to serve the Governor asthe lead
entity for economic strategy and the marketing of California on issues
relating to business development, private sector investment, and
economic growth. Existing law creates within the Governor’s Office
of Business and Economic Devel opment the Office of Small Business
Advocate to advocate for the causes of small business and to provide
small businesses with the information they need to survive in the
marketplace.

This bill would create within the Governor’s Office of Business and
Economic Development, or its successor, a business license center to
develop and administer acomputerized master business license system
to simplify the process of engaging in business in this state. The bill
would set forth the duties and responsibilities of the business license
center. The bill would require each state agency to cooperate and provide
reasonabl e assistance to the office to implement these provisions.

Thisbill would authorize aperson that appliesfor 2 or more business
licenses that have been incorporated into the master business license
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system to submit a master application to the office requesting the
issuance of the licenses. The bill would require the office to develop
and adopt an Internet-based platform that allows the business to
electronically submit the master application to the office, aswell asthe
payment of every fee required to obtain each requested license and a
master application fee, which would be deposited into the Master
License Fund, which would be created by the bill. The bill would
authorize moneysin the fund, upon appropriation, to be expended only
to administer this bill or be transferred to the appropriate licensing
agencies. The bill would also require, upon issuance of the license or
licenses, the office to transfer the fees, except for the master license
fee, to the appropriate accounts under the applicable statutes for those
regulatory agencies' licenses.

The bill would require the office to establish areasonable fee for each
master |icense application and to collect those fees for deposit into the
Master License Fund established by this bill. Funds derived from the
master license application fees would be expended to administer the
master business license program upon appropriation by the Legislature.
The bill would require the license fees of the regulatory agencies
deposited into the fund to be transferred to the appropriate accounts of
the regulatory agencies, as provided.

Thebill would require the office, in consultation with other regulatory
agencies, to establish auniform businessidentification number for each
business that would be recognized by all affected state agencies and
used to facilitate the information sharing between state agencies and to
improve customer service to businesses.

The bill would also require the Director of Small Business Advocate
to work with small business ownersand all regulatory agenciesto ensure
the state’ simplementation of aconsolidated business license and permit
system.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

1 SECTION 1. Part 12.5 (commencing with Section 15930) is
2 added to Division 3 of Title 2 of the Government Code, to read:
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PART 12.5. MASTER BUSINESS LICENSE ACT

CHAPTER 1. GENERAL PROVISIONS

15930. This part may be known, and may be cited as, the
Master Business Licence Act.

15931. Asused inthispart, thefollowing words shall havethe
following meanings:

(a) “Business license center” means the business registration
and licensing center established by this part and located in and
under the administrative control of the office.

(b) “Director” means the Director of the Governor’s Office of
Business and Economic Development.

(c) “License information packet” means a collection of
information about licensing requirements and application
procedures custom assembled for each request.

(d) “License” means the whole or part of any state agency
permit, license, certificate, approval, registration, charter, or any
form or permission required by law, including agency regulation,
to engage in any activity.

(e) “Master application” means a document incorporating
pertinent data from existing applicationsfor licenses covered under
this part.

(f) “Master business license system” or “system” means the
mechanism by which licenses are issued, license and regulatory
information is disseminated, and account data is exchanged by
state agencies.

(g) “Office” means the Governor’'s Office of Business and
Economic Development or its successor.

(h) “Person” means any individual, sole proprietorship,
partnership, association, cooperative, corporation, nonprofit
organization, state or local government agency, and any other
organization required to register with the state to do business in
the state and to obtain one or more licenses from the state or any
of its agencies.

(i) “Regulatory” meansall licensing and other governmental or
statutory requirements pertaining to business activities.

() “Regulatory agency” means any state agency, board,
commission, or division that regulates one or more industries,
businesses, or activities.
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CHAPTER 2. Business LiCENSE CENTER

15932. (&) Thereiscreated withinthe office abusinesslicense
center.

(b) The duties of the center shall include, but not be limited to,
al of the following:

(1) Developing and administering a computerized onestop
master business license system capable of storing, retrieving, and
exchanging licenseinformation with due regard to privacy statutes.

(2) Providing a license information service detailing
requirements to establish or engage in businessin this state.

(3) Identifying typesof licenses appropriatefor inclusioninthe
master business license system.

(4) Recommending in reports to the Governor and the
Legidlature the elimination, consolidation, or other modification
of duplicative, ineffective, or inefficient licensing or inspection
requirements.

(5) Incorporating licenses into the master business license
system.

15933. (a) The director may adopt regulations as may be
necessary to effectuate the purposes of this part.

(b) The director shall encourage state entities to participate in
the online master business license system.

15934. Each state agency shall cooperate and provide
reasonable assistance to the office in the implementation of this
part.

CHAPTER 3. MASTER LICENSE

15935. (a) Any person that applies for two or more business
licenses that have been incorporated into the master business
license system may submit a master application to the office
reguesting the issuance of the licenses. The office shall develop
and adopt an Internet-based platform that allows the business to
electronically submit the master application to the office, as well
as the payment of every fee required to obtain each requested
license and amaster application fee established pursuant to Section
15936.

(b) Irrespective of any authority delegated to the office to
implement this part, the authority for approving the issuance and
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renewal of any requested license that requires a prelicensing or
renewal investigation, inspection, testing, or other judgmental
review by the regulatory agency otherwise legally authorized to
issue the license shall remain with that agency.

(c) Upon receipt of the application and proper fee payment for
any license for which issuance is subject to regulatory agency
action under subdivision (), the office shall immediately notify
the business of receipt of the application and fees.

15936. The office shall establish a fee for each master
application that does exceed the reasonabl e costs of administering
this part and collect that fee.

15937. All fees collected under the master business license
system, including the master license application fee and the fees
of the regulatory agencies, shall be deposited into the Master
License Fund, which is hereby created in the State Treasury.
Moneys in the fund from master application fees may, upon
appropriation by the Legislature, be expended only to administer
this part or be transferred to the appropriate licensing agencies.
Moneys in the fund from other fees shall be transferred to the
appropriate accounts under the applicable statutes for those
regulatory agencies’ licenses.

CHAPTER 4. UNIFORM BUSINESS IDENTIFICATION NUMBER

15940. (a) The office, in consultation with other regulatory
agencies, shall establish auniform business identification number
for each business. The uniform business identification number
shall berecognized by all affected state agencies and shall be used
by state agencies to facilitate information sharing between state
agencies and to improve customer service to businesses.

(b) It istheintent of the Legidature that the uniform business
number would permit the office to do both of the following:

(1) Register abusinesswith multiple state agencieselectronically
as licenses and permits are processed.

(2) Input and update information regarding a business once,
thereby reducing the number of duplicate or conflicting records
from one state agency to another.
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CHAPTER 5. OVERSIGHT

15945. The Director of Small Business Advocate from the
Governor’s Office of Planning and Research shall work with small
business owners and all regulatory agencies to ensure the state's
implementation of a consolidated business license and permit
system under this part.
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 767

Current Version: As Introduced February 25, 2017
Author: Quirk-Silva

Topic: Master Business License Act

Staff Recommendation: None

AFFECTED SECTIONS: Add Part 12.5 of Division 3 of Title 2 to the Government Code

STATUS: Assembly Jobs Economic Development and the Economy Committee hearing April 25,
2017

THIS BILL WOULD:

Create a business license center within the Governor’s Office of Business and Economic
Development that shall be responsible for administering a master business license system to
simplify the process of engaging in business in this state.

STAFF COMMENTS:

Assuming all site licenses require judgment by the board, staff does not believe the board will
lose authority to issue the license under the measure. However, questions still exist if/how
the board would be required to share information with the master system and if so, how
much information would be shared. It is also unclear what licenses would be included as part
of the master license as in its current form the language states that regulations would be
developed to specify this information.

FISCAL IMPACT:
The DCA has identified fiscal costs associated with the measure. The board’s portions of these
costs include one-time costs of $948,623.85 and ongoing costs of $24,220.18.

Bill History

Date Action

03/02/2017 Referred to Com. on J., E.D., & E.

02/16/2017 From printer. May be heard in committee March 18.

02/15/2017 Read first time. To print.
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secTion 1. This act shall be known as the California Opportunity Act of 2017.
SEC. 2. Section 110.5 is added to the Business and Professions Code, to read:

110.5. (@) The Department of Consumer Affairs shall create a task force to study and write the report described in
subdivision (c) regarding the licensing of foreign-trained professionals with the goal of integrating foreign-trained
professionals into the state’s workforce.

(b) The task force shall consist of the following 15 members:

(1) The Director of Consumer Affairs, or his or her designee, who shall serve as the chair of the task force.
(2) One member appointed by the Governor.

(3) One member appointed by the President pro Tempore of the Senate.

(4) One member appointed by the Speaker of the Assembly.

(5) One member of the Regents of the University of California.

(6) One member of the Trustees of the California State University.

(7) One member of the Board of Governors of the California Community Colleges.

(8) Four members appointed by the Governor who are representatives of the private sector from diverse regions
in the state.

(9) Four members appointed by the Governor who are representatives of nonprofit organizations that serve the
immigrant community from diverse regions in the state.

(c) (1) The task force shall write a report of its findings and recommendations regarding the licensing of foreign-
trained professionals, that include, but are not limited to, the following:

(A) Strategies to integrate foreign-trained professionals and methods of implementing those strategies, including
those recommended by the Little Hoover Commission in its October 2016 report entitled Jobs for Californians:
Strategies to Ease Occupational Licensing Barriers (Report #234).

(B) Identification of state and national licensing regulations that potentially pose unnecessary barriers to practice
for foreign-trained professionals, corresponding changes to state licensing requirements, and opportunities to
advocate for corresponding changes to national licensing requirements.

(C) Identification of best practices learned from similar efforts to integrate foreign-trained professionals into the
workforce in other states.

(2) The task force may include in the report guidelines for full licensure and conditional licensing of foreign-trained
professionals.

(3) The task force may hold hearings and invite testimony from experts and the public to gather information.

(d) The task force shall submit the report described in subdivision (c) to the Legislature no later than January 1,
2019, and in compliance with Section 9795 of the Government Code.

(e) The following shall also apply:

(1) The task force shall meet at least once each calendar quarter. The task force shall meet at least once in
northern California, once in central California, and once in southern California to facilitate participation by the
public.

(2) A majority of the appointed task force shall constitute a quorum. Task force meetings shall be held in
accordance with the Bagley-Keene Open Meeting Act (Article 9 (commencing with Section 11120) of Chapter 1 of
Part 1 of Division 3 of Title 2 of the Government Code).

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\asm\ab 0801-0850\ab 827 97 A bill.la... 4/7/2017
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(3) (A) Each member shall receive a per diem of one hundred dollars ($100) for each day actually spent in the
discharge of official duties, and shall be reimbursed for traveling and other expenses necessatrily incurred in the
performance of official duties.

(B) Notwithstanding any other law, a public officer or employee shall not receive per diem salary compensation for
serving on the task force on any day when the officer or employee also received compensation for his or her
regular public employment.

(4) The task force shall solicit input from a variety of government agencies, stakeholders, and the public,
including, but not limited to, the following:

(A) The Little Hoover Commission.

(B) The California Workforce Development Board.
(C) The Department of Industrial Relations.

(D) In- and out-of-state licensing entities.

(E) Professional associations.

(F) Labor and workforce organizations.
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CALIFORNIA STATE

BOARD OF PHARMACY BILL ANALYSIS
Bill Number: AB 827
Current Version: As Amended April 3, 2017
Author: Rubio
Topic: Task Force: Foreign-Trained Professionals

Staff Recommendation: None

AFFECTED SECTIONS: Add Section 110.5 to the Business and Professions Code
STATUS: Referred to Assembly Appropriations

THIS BILL WOULD:
Require DCA to establish a task force to study and issue a report regarding licensing of foreign
trained professionals into the state’s workforce.

FISCAL IMPACT:
Staff is unclear if there will be a fiscal impact but staff has requested information from the
Department on the board’s pro rata share.

SUPPORT / OPPOSITION:
Support:

Coalition for Humane Immigrant Rights (sponsor)

Bill History
Date Action
04/04/2017 Re-referred to Com. on APPR.
04/03/2017 Read second time and amended.
From committee: Amend, and do pass as amended and re-refer to Com. on APPR. (Ayes 14. Noes 0.) (March
03/30/2017 28)
03/22/2017 Re-referred to Com. on B. & P.
From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P. Read second time and
03/21/2017
amended.
03/02/2017 Referred to Com. on B. & P.
02/17/2017 From printer. May be heard in committee March 19.

02/16/2017 Read first time. To print.



AMENDED IN ASSEMBLY MARCH 27, 2017

CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 835

Introduced by Assembly Member Dababneh

February 16, 2017

An act to amend Section 119 of the Business and Professions Code,
relating to consumer affairs.

LEGISLATIVE COUNSEL’S DIGEST

AB 835, asamended, Dababneh. Consumer-affairs: affairs: licenses:
prohibited acts.

Existing law establishes the Department of Consumer Affairs, which
iscomprised of various boards, bureaus, commissions, committees, and
similarly constituted agencies that license and regulate the practice of
various professions and vocations. Under existing law, it is a
mlsdemeanor for any person to, among other thi ngs—farl—er—refusete

eaneeled buy or recerve a fraudulent forged or counterferted Ilcense
knowing that it is fraudulent, forged, or counterfeited.

This bill woul t HbS
also make it a misdemeanor for any person to sell afraudulent forged
fictitious, or counterfeited license.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Satutory provisions establish procedures for making that
rei mbur sement.

This bill would provide that no reimbursement is required by this act
for a specified reason.
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Vote: majority. Appropriation: no. Fiscal committee: ne-yes.
State-mandated local program: ne-yes.

The people of the Sate of California do enact as follows:

SECTION 1. Section 119 of the Business and Professions Code
is amended to read:

119. Any person who does any of the following shall be guilty
of amisdemeanor:

(a) Displays or causes or permits to be displayed or hasin his
or her possession either of the following:

(1) A canceled, revoked, suspended, or fraudulently altered
license.

(2) Afictitiouslicense or any document simulating alicense or
purporting to be or have been issued as alicense.

(b) Lends his or her license to any other person or knowingly
permits the use thereof by another.

(c) Displays or represents any license not issued to him or her
asbeing hisor her license.

(d) Fails or refuses to surrender to the issuing authority upon
its lawful written demand any license, registration, permit, or
certificate that has been suspended, revoked, or canceled.

(e) Knowingly permits any unlawful use of alicense issued to
him or her.

(f) Photographs, photostats, duplicates, manufactures, or in any
way reproduces any license or facsimile thereof in a manner that
it could be mistaken for avalid license, or displays or hasin his
or her possession any such photograph, photostat, duplicate,
reproduction, or facsimile unless authorized by this code.

(g) Buysor receivesafraudulent, forged, or counterfeited license
knowing that it isfraudulent, forged, or counterfeited. For purposes
of this subdivision, “fraudulent” means containing any
misrepresentation of fact.

(h) Sells any fraudulent, forged, fictitious, or counterfeited
license.

h)

(i) As used in this section, “license” includes “certificate,”
“permit,” “authority,” and “registration” or any other indiciagiving
authorization to engage in a business or profession regulated by
this code or referred to in Section 1000 or 3600.
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SEC. 2. No reimbursement is required by this act pursuant to
Section 6 of Article XIl1 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminatesa crimeor infraction, or changesthe penalty
for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crimewithin
the meaning of Section 6 of Article XlIlI B of the California
Constitution.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 835

Current Version: As Amended March 27, 2017

Author: Dababneh

Topic: Consumer Affairs: Licenses: Prohibited Acts

Staff Recommendation: None

AFFECTED SECTIONS: Amend BPC section 119
STATUS: Referred to Assembly Business and Professions Committee

THIS BILL WOULD:
Specify that any person selling any fraudulent, forged, fictitious or counterfeited license is guilty
of a misdemeanor.

FISCAL IMPACT:
Minor and absorbable

SUPPORT / OPPOSITION:
Bill History
Date Action
03/28/2017 Re-referred to Com. on B. & P.
From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P. Read second time
03/27/2017
and amended.
03/23/2017 Referred to Com. on B. & P.
02/17/2017 From printer. May be heard in committee March 19.

02/16/2017 Read first time. To print.



4/7/2017 Viewer

section 1. The Legislature finds and declares that both children and adults with epilepsy are in desperate need of new
treatment options and that cannabidiol is showing potential as one of these treatments. If federal laws prohibiting the
prescription of medications composed of cannabidiol are repealed or if an exception from the general prohibition is enacted
permitting the prescription of drugs composed of cannabidiol, patients should have rapid access to this treatment option. The
availability of this new prescription medication is intended to augment, not to restrict or otherwise amend, other cannabinoid
treatment modalities currently available under state law.

SEC. 2. Section 11150.2 is added to the Health and Safety Code, to read:

11150.2. (@) Notwithstanding any other law, if cannabidiol is removed from Schedule | of the federal Controlled Substances Act
and placed on a schedule of the act other than Schedule |, or if a product composed of cannabidiol is approved by the
federal Food and Drug Administration and either placed on a schedule of the act other than Schedule I, or exempted from
one or more provisions of the act, so as to permit a physician to prescribe and a pharmacist to dispense that product, a
physician who prescribes, and a pharmacist who dispenses, that product in accordance with federal law shall be deemed to
be in compliance with state law governing those acts.

(b) For purposes of this chapter, including, but not limited to, Sections 11153 and 11153.5, upon the effective date of one of
the changes in federal law described in subdivision (a), notwithstanding any other state law, the prescription, furnishing,
dispensing, transfer, possession, or use of a product composed of cannabidiol in accordance with federal law is for a
legitimate medical purpose and is authorized pursuant to state law.

sec. 3. This act is an urgency statute necessary for the immediate preservation of the public peace, health, or safety within
the meaning of Article IV of the California Constitution and shall go into immediate effect. The facts constituting the
necessity are:

In order to ensure that patients are able to obtain access to a new treatment modality as soon as federal law makes it
available, it is necessary that this act take effect immediately.

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\asm\ab_0801-0850\ab_845 98 A_bill.law&r=/Billinfo.aspx?measure=AB+845|r=/workspace.aspx&print=1 7



I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 845
Current Version: As Amended March 28, 2017
Author: Wood
. Cannabidiol: Prescriptions in Accordance
Topic:

with Federal Law

Staff Recommendation: Oppose Unless Amended

AFFECTED SECTIONS: Add HSC section 11150.2
STATUS: Assembly Health Committee hearing April 18, 2017

THIS BILL WOULD:

Specify that if the federal government removes cannabidiol from Schedule | of the federal
Controlled Substances Act, or if a product composed of cannabidiol is placed on a schedule
other than Schedule |, a prescriber or pharmacist that prescribes or dispenses the product shall
be deemed to be in compliance with state law.

Further, the bill specifies that upon the effective date of the change in federal law, the
prescribing and dispensing of a product composed of cannabidiol is automatically determined
to be for a legitimate medical purpose and is authorized pursuant to state law.

The measure includes an urgency provision and as such would take effect immediately.

STAFF COMMENT:

According to the sponsor, the intent of the legislation to allow for the immediate prescribing
and dispensing of such products upon action by the federal government; however, in its current
form the drafting appears to go beyond the stated intent. Inits current form it prevents a
pharmacist from exercising professional judgment by stating in the statute that it shall be
deemed for a legitimate medical purpose.

Staff believes that pharmacists must retain professional judgment and would suggest offering
amendments to the author’s office to address this concern.

FISCAL IMPACT:
In its current form, the impact would be minor and absorbable.



Bill History

Date Action
From committee chair, with author's amendments: Amend, and re-refer to Com. on HEALTH. Read

03/28/2017 second time and amended.
03/27/2017 Referred to Com. on HEALTH.
02/17/2017 From printer. May be heard in committee March 19.

02/16/2017 Read first time. To print.



AMENDED IN ASSEMBLY APRIL 5, 2017

CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 912

Introduced by Assembly Member Obernolte
(Coauthor: Assembly Member Baker)
(Coauthor: Senator WIK)

February 16, 2017

An act to add Chapter 3.7 (commencing with Section 11367) to Part
1 of Division 3 of Title 2 of the Government Code, relating to small
business.

LEGISLATIVE COUNSEL’S DIGEST

AB 912, as amended, Obernolte. Small business: California Small
Business Regulatory Fairness Act.

Existing law, the Administrative Procedure Act, governs the
procedures for the adoption, amendment, or repeal of regulations by
state agencies and requires, among other things, that a state agency
make available to the public facts, evidence, documents, testimony, or
other evidence on which the state agency reliesto support the agency’s
determination that the proposed action will not have asignificant adverse
impact on business. Existing law establishes the Office of Small
Business Advocate, within the Governor’'s Office of Business and
Economic Development, and establishesthe duties and functions of the
Director of the Office of Small Business Advocate including, among
other duties, representing the views and interests of small businesses
before other state agencies whose policies and activities may affect
small businesses. Existing law requires each state agency that
significantly regulates small business or that significantly impacts small
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business to designate at least one person who is required to serve as a
small business liaison.

This bill would require a state agency to assist a small business, as
defined, in complying with all statutes and regulations administered by
the state agency and in any enforcement action by the state agency. The
bill would require a state agency to establish apolicy, by December 31,
2018, that provides for the reduction,—and and, under—eertain
eweumstaﬁea appropr iateci rcumstances thewaiver, of civil penal t| es

q i : i VIO| ations of regul atory
or statutory reqw rements by asmall bus ness. The bill would authorize
the state agency to update the policy to reflect current issues and
conditions affecting small businesses and the state agency. The bill
would require the state agency to post a current copy of the policy on
the state agency’ s Internet Web site and, until June 30, 2022, to annually
post specified information about enforcement actions and penalty
reductions or waivers (annual report). The bill would require a state
agency to notify the Office of Small Business Advocate of certain events
relating to its policy and annual report.
Vote: majority. Appropriation: no. Fiscal committee: yes.

State-mandated local program: no.

The people of the Sate of California do enact as follows:

SECTION 1. Thisact shall be known, and may be cited, asthe
California Small Business Regulatory FairnessAct.

SEC. 2. Chapter 3.7 (commencing with Section 11367) isadded
to Part 1 of Division 3 of Title 2 of the Government Code, to read:

CHAPTER 3.7. CALIFORNIA SMALL BUSINESS REGULATORY
FAIRNESS AcCT

for purposes of this chapter:

(@) “Small business’-shalhave-the-samemeaning-as-setforth
H-Section-14837-of-the- Government-Code: means a business that
isall of the following:

14 (1) Independently owned and operated.
15  (2) Not dominant in itsfield of operation.

1
2
3
4
5
6
7
8
9 11367. Thefollowingtermsshall havethefollowing meanings
10
11
12
13

98



—3— AB 912

(3) Hasfewer than 100 employees.

(4) Has average annual gross receipts of ten million dollars
($210,000,000) or less over the previous three years.

(b) “State agency” meansany stateageney agency, department,
board, or commission that has significant rulemaking authority
over small businesses, except the Franchise Tax Board or the State
Board of Equalization.

11367.1. (a) A state agency shall do al of the following:

(1) Assistasmall businessin achieving compliance with statutes
and regul ations administered by the state agency. Thisrequirement
may be met be through the implementation of the requirementsin
Section 11148.5.

(2) Assistasmall business during an enforcement action by the
state agency.

(3) (A) By December 31, 2018, establish a policy to provide
for the reduction,—and-unRder—certain-eireumstanees and, under
appropriate circumstances, the waiver, of civil penalties for
V|0Iat|ons of regulatory or sxatutory requwements by a small

t& bus ness.

A} T b | | o .

(B) The policy shall exclusively be applied to small businesses
that meet all of the following criteria:

(i) The violation by the small business did not involve willful
or criminal conduct.

(i) Theviolation by the small business did not pose an imminent
health safety, or envi ronmental threat.

(iii) The small business has a low degree of culpability when
its conduct isjudged in light of its size, length of operation, and
the sophistication of its owners or managers.

(C) Thepolicy shall includethefactorsthat shall be considered
when the agency determines if, and to what extent, the fine shall
be reduced. The policy shall be designed to result in a range of
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reductions, based upon the following factors, which include, but
are not limited to:

(i) The degree to which the small business cooperated during
any investigation by the state agency.

(S}
(i) The degree to which the small business engaged in
subsequent action to correct the vietatien: violation, asappropriate.

(iii) Theprior history of the small businessin meeting regulatory
requirements of the agency.

(iv) The degree to which the level of the penalty would impede
the small business from continuing conducting business.

(b) The state agency may update the policy from time to time
to reflect current issues and conditions affecting small businesses
and the state agency.

(©) (1) The state agency shall post a current copy of the policy
on the state agency’ s Inter net Web site within 30 days of adoption
or amendment of the policy.

(2) Thestate agency shall annually post information on the state
agency's Internet Web site as to the aggregate number and
category of enforcement actions that were reviewed pursuant to
this section, the total number of small businesses and actions that
qualified for civil penalty reductionsin the report period, and the
total dollar amount of reductions and waivers issued. The
requirement for annual reporting imposed by this paragraph shall
become inoperative on June 30, 2022.

(d) Thenoticeshall includealinkto wherethe policy and annual
utilization report pursuant to paragraph (2) of subdivision (c) is
posted on the state agency’s Internet Web site. The state agency
shall notify the Office of Small Business Advocate within 15
wor king days of the following situations occurring:

(1) The policy is adopted or amended.

(2) The annual utilization report is posted.
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(3) Thepolicy or theannual utilization report isrelocated from
the state agency’'s Internet Web site. The notice shall include a
link to the new Internet WWeb site location.

(4) The policy or the annual utilization report is removed from
the state agency’s Internet Web site. The notice shall include an
explanation as to why the information was removed.
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 912
Current Version: As Amended April 5, 2017
Author: Obernolte
. California Small Business Regulatory
Topic:

Fairness Act

Staff Recommendation: Oppose

AFFECTED SECTIONS: Add Health and Safety Code section 11150.2
STATUS: Assembly Health Committee hearing April 18, 2017

THIS BILL WOULD:

Define “small business” and require the board to assist a small business in achieving compliance
with statutes and regulations administered by the state as well as assist a small business during
an enforcement action by the board.

Require the board to develop a policy to provide for the reduction, and under appropriate
circumstances, the waiver of penalties for violations of law if the following conditions are met:
1. The violation did not involve willful or criminal conduct.
2. The violation did not pose an imminent health, safety, or environmental threat.
3. Alow degree of culpability existed when its conduct is judged in light of the size, length
of operation and sophistication of its owners.

The policies must include factors that will be considered by the agency include the following:
1. Degree to which the business cooperated during the investigation.
2. Degree to which the business engaged in subsequent action to correct the violation.
3. Prior history of the business in meeting requirements.
4. Degree to which the level of the penalty would impede business.

Require the board to post the policy as well as annual post information on the website
regarding aggregate numbers and categories of information as specified.

STAFF COMMENT:

Staff is concerned about the role of the regulator and how the board could fulfill its consumer
protection mandate and conduct investigations while also serving as an educator. Staff is
seeking clarification as the dual role called for in this measure may violate provisions of the
Administrative Procedures Act. Staff is also seeking information on possible exposure to
liability by providing advice about the practice of pharmacy, which by law is a profession.

FISCAL IMPACT:



The board would need to develop a tracking system to identify small businesses and revise
application and renewal forms.

Bill History
Date Action
From committee chair, with author's amendments: Amend, and re-refer to Com. on HEALTH. Read
03/28/2017 ;
second time and amended.
03/27/2017 Referred to Com. on HEALTH.
02/17/2017 From printer. May be heard in committee March 19.

02/16/2017 Read first time. To print.



CALIFORNIA LEGISLATURE—2017—18 REGULAR SESSION

ASSEMBLY BILL No. 1005

Introduced by Assembly Member Calderon

February 16, 2017

An act to add Section 139.2 to the Business and Professions Code,
relating to professions and vocations.

LEGISLATIVE COUNSEL’S DIGEST

AB 1005, asintroduced, Calderon. Department of Consumer Affairs.

Under existing law, there is the Office of Professional Examination
Services within the Department of Consumer Affairs. Existing law
provides for the licensure and regulation of various professions and
vocations by boards within the Department of Consumer Affairs.

Thisbill would require the office to conduct an occupational analysis
of every professions and vocations license subject to examination in
this state to determine the licenses with a need for the examination to
be offered in languages other than English. The bill would also require
the officeto report thisanalysiswith recommendationsto the Legidature
by January 1, 2019.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 139.2 is added to the Business and
2 Professions Code, to read:

3 139.2. (&) The Office of Professiona Examination Services
4 shall conduct an occupational analysis of every license subject to
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examination in this state to determine the licenses with aneed for
the examination to be offered in languages other than English.
(b) (1) Pursuant to Section 9795 of the Government Code, the
office shall report this analysis with recommendations to the
Legidature by January 1, 2019.
(2) This subdivision shall become inoperative on January 1,
2022, pursuant to Section 10231.5 of the Government Code.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 1005
Current Version: As Introduced February 16, 2017
Author: Calderon
Topic: Department of Consumer Affairs

Staff Recommendation: None

AFFECTED SECTIONS: Add BPC section 139.2
STATUS: Referred to the Assembly Business and Professions Committee

THIS BILL WOULD:

Require the Office of Professional Examination Services to conduct an occupation analysis for
every license subject to examination in this state to determine the licenses with a need for the
examination to be offered in languages other than English.

STAFF COMMENTS:

Board staff believes that this measure may be amended to instead discuss violations and fines
assessed by boards within the DCA, but no amendments are in print. Staff will continue to
monitor.

FISCAL IMPACT:
Board staff has requested a fiscal analysis from the department on the estimated costs for
these occupational analyses.

Bill History

Date Action

03/06/2017 Referred to Com. on B. & P.

02/17/2017 From printer. May be heard in committee March 19.
02/16/2017 Read first time. To print.



4/7/2017 Viewer

SECTION 1. Section 4052.10 is added to the Business and Professions Code, to read:

4052.10. (@) A pharmacist may dispense a Schedule Il controlled substance, as listed in Section 11055 of the Health and
Safety Code, as a partial fill if requested by the patient or the prescribing physician.

(b) If a pharmacist dispenses a partial fill on a prescription pursuant to this section, the pharmacy shall retain the original
prescription, with a notation of how much of the prescription has been filled, until the prescription has been fully dispensed.
The total quantity dispensed shall not exceed the total quantity prescribed.

(c) Subsequent fills, until the original prescription is completely dispensed, shall occur at the pharmacy where the original
prescription was partially filled. The full prescription shall be dispensed not more than 30 days after the first partial fill. Thirty-

one days after the initial partial fill on a prescription, the prescription shall expire and no more of the drug shall be dispensed
without a subsequent prescription.

(d) The pharmacist shall record in the state prescription drug monitoring program only the actual amounts of the drug
dispensed.

(e) The pharmacist shall notify the prescriber that the prescription was partially filled and the amount of the drug that was
dispensed in one of the following ways:

(1) A notation in the patient’s interoperable electronic health record.
(2) An electronic or facsimile transmission.
(3) A notation in the patient’s record at the pharmacy that is available to the prescriber upon request.

(f) (1) A pharmacy shall collect the copayment, if any, for the entire prescription at the time of the first partial fill. No
additional money shall be collected for later dispensing, up to the full prescription amount.

(2) A pharmacist shall not charge an additional fee, service fee, or a higher rate or copayment for prescriptions that are
dispensed as partial fills.

(9) This section is not intended to conflict with or supersede any other requirement established for the prescription of a
Schedule Il controlled substance.

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

(1) “Original prescription” means the prescription presented by the patient to the pharmacy or submitted electronically to the
pharmacy.

(2) “Partial fill” means a part of a prescription filled that is of a quantity less that the entire prescription.
SECTHON-1-SEC. 2. Section 1254.7 of the Health and Safety Code is amended to read:

12547. (@) It is the intent of the Legislature that pain be assessed and treated promptly, effectively, and for as long as pain
persists.

(b) Every A health facility licensed pursuant to this chapter shall, as a condition of licensure, include pain as an item to be

assessed-at-the-same-time—as—vital-sigrs—are—taken— assessed. The health facility shall ensure that pain assessment is

performed in a consistent manner that is appropriate to the patient. The pain assessment shall be noted in the patient’s ehatt

PE—reRReEseRsisteriR-stherielsigrs— chart.
SEC. 3. Section 1254.8 is added to the Health and Safety Code, to read:

12548. (@) A health facility shall not in any way condition or base executive compensation on patient satisfaction
measurements for pain management.

(b) A scheme or artifice that has the purpose of avoiding the limitation established in subdivision (a) shall be a violation of
this section.

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

(1) (A) “Executive compensation” means compensation or any tangible employment benefit to chief executive officers,
executives, managers, and administrators of hospitals, including, but not limited to, wages; salary; paid time off; bonuses;
incentive payments; lump-sum cash payments; below market rate loans or loan forgiveness; payments for transportation,
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travel, meals, or other expenses in excess of actual documented expenses incurred in the performance of duties; payments
or reimbursement for entertainment or social club memberships; housing, automobiles, parking, or similar benefits;
scholarships or fellowships; payment for dependent care or adoption assistance; payment of personal legal or financial
services; stock options or awards; and deferred compensation earned or accrued, even if not yet vested or paid.

(B) “Executive compensation” does not include a benefit or remuneration to the extent that the inclusion of that benefit or
remuneration is preempted by federal law or violates the state or federal constitution.

(2) “Pain management” means the prevention, diagnosis, and treatment of pain.

(3) “Patient satisfaction measurement” means a survey, questionnaire, poll, audit, or other instrument or process that
collects or measures patient-reported outcomes or patient feelings about the medical care provided at the hospital, including,
but not limited to, satisfaction with professional staff, service, and facilities.

sec.4. No reimbursement is required by this act pursuant to Section 6 of Article Xl B of the California Constitution because
the only costs that may be incurred by a local agency or school district will be incurred because this act creates a new crime
or infraction, eliminates a crime or infraction, or changes the penalty for a crime or infraction, within the meaning of Section
17556 of the Government Code, or changes the definition of a crime within the meaning of Section 6 of Article XlIII B of the
California Constitution.

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\asm\ab_1001-1050\ab_1048_98 A_bill.|law&r=/Billlnfo.aspx?measure=AB+1048|r=/Billinfo.aspx?measure=A..  2/2



I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 1048
Current Version: As Amended March 21, 2017
Author: Arambula

Health Care: Pain Management and

Topic: Schedule Il Drugs

Staff Recommendation: None

AFFECTED SECTIONS: Add BPC section 4052.10 and HSC section 1254.8
STATUS: Assembly Business and Professions Committee hearing April 18, 2017

THIS BILL WOULD:
Authorize a pharmacist to dispense a Schedule Il controlled substance as a partial fill if
requested by the patient or prescriber.

Specify the conditions and requirements that must be met including:

1. Pharmacy must retain the original prescription with a notation of how much of the
prescription has been filled until it is fully dispensed.

2. Subsequent fills must occur at the pharmacy where the original prescription was
partially filled, and fill prescription cannot be dispensed after 30 days after the first
partial fill.

3. The pharmacist must record in the PDMP the actual amount dispensed and must notify
the prescriber.

4. Collection of the copayment, if any, must occur at the time of the first partial fill.

5. No additional fee or service charge can be assessed

Prohibit health facilities from basing executive compensation on patient satisfaction for pain
management.

STAFF COMMENTS:
Partial filling of pain medication may be one way to prevent incidental overdose of pain
medication while balancing access to medication without frequent doctor visits.



AB 1048 (Arambula) Page 2 of 2

Bill History
Date Action
03/21/2017 From committee chair, with author's amendments: Amend, and re-refer to Com. on B. & P. Read second time and amended.

03/20/2017 Referred to Coms. on B. & P. and HEALTH.
02/17/2017 From printer. May be heard in committee March 19.
02/16/2017 Read first time. To print.
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ASSEMBLY BILL No. 1589

Introduced by Assembly Member Salas

February 17, 2017

An act to an act amend Section 4115 of the Business and Professions
Code relating to pharmacy.

LEGISLATIVE COUNSEL’S DIGEST

AB 1589, as introduced, Salas. Pharmacy: pharmacist supervision:
technicians.

The Pharmacy Law provides for the licensure and regulation of
pharmacists by the California State Board of Pharmacy, whichiswithin
the Department of Consumer Affairs. Existing law authorizes a
pharmacy technician to perform certain tasks under the direct
supervision and control of a pharmacist. Existing law prohibits a
pharmacy with one pharmacist from having more than one pharmacy
technician and prohibits the ratio of pharmacy technicians to any
additional pharmacists from exceeding 2:1, except as specified.

This bill would require the board to review that ratio on a biennial
basis and would require the board to provide areport to the Legislature
with legislative recommendations if the board decides a change is
necessary.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the State of California do enact as follows:

1 SECTION 1. Section 4115 of the Business and Professions
2 Codeisamended to read:
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4115. (a) A pharmacy technician may perform packaging,
manipulative, repetitive, or other nondiscretionary tasksonly while
assisting, and while under the direct supervision and control of, a
pharmacist. The pharmacist shall be responsible for the duties
performed under his or her supervision by atechnician.

(b) Thissection does not authorize the performance of any tasks
specified in subdivision (a) by a pharmacy technician without a
pharmacist on duty.

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

(d) 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.

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

() (1) A pharmacy with only one pharmacist shall have no
more than one pharmacy technician performing the 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. Thisratio 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 alicensed health facility and for a patient of alicensed
home health agency. Any ratio established by the board pursuant
to thissubdivision shall alow, at aminimum, at |east one pharmacy
technician for asingle pharmacist in apharmacy and two pharmacy
technicians for each additional pharmacist, except that this ratio
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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 or her
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 asecond pharmacy technician
shall notify the pharmacist in charge in writing of his or her
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 apharmacist 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.

(g9) Notwithstanding subdivisions (a) and (b), the board shall
by regulation establish conditionsto 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).

(h) Notwithstanding Section 10231.5 of the Government Code,
the board shall review the ratio of pharmacy technicians described
in subdivision (f) on a biennial basis and provide a report to the
Legidlature, as set forth in Section 9795 of the Government Code,
with legidative recommendations if the board decides a change
in theratio is necessary.

Ry
(i) The pharmacist on duty shall be directly responsible for the
conduct of a pharmacy technician supervised by that pharmacist.
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() In a health care facility licensed under subdivision (a) of
Section 1250 of the Hedlth and Safety Code, a pharmacy
technician’s duties may include any of the following:

(1) Packaging emergency supplies for use in the hedth 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 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.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: AB 1589

Current Version: As Introduced February 17, 2017
Author: Salas

Topic: Pharmacist Supervision: Technicians

Staff Recommendation: None

AFFECTED SECTIONS: Amend BPC section 4115
STATUS: Assembly Business and Professions Committee hearing April 18, 2017

THIS BILL WOULD:

Require the board to review the pharmacist-to-pharmacy technician ratio on a biennial basis
and would require the board to provide a report to the Legislature with recommendations if the
board decides a change is necessary.

SUPPORT / OPPOSITION:
Support:

California Retailers Association

FISCAL IMPACT:
Board staff have identified a 1/2 analyst will be required to complete the research, convene
meetings and prepare the reports.

BILL HISTORY:

Bill History

Date Action

03/16/2017 Referred to Com. on B. & P.

02/19/2017 From printer. May be heard in committee March 21.
02/17/2017 Read first time. To print.
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SECTION 1. Section 1367.245 is added to the Health and Safety Code, to read:

1367.245. (a) (1) A health care service plan that reports rate information pursuant to Section 1385.03 or 1385.045 shall report
the information described in paragraph (2) to the department no later than October 1 of each year, beginning October 1, 2018.

(2) For all covered prescription drugs, including generic drugs, brand name drugs, and specialty drugs dispensed at a plan
pharmacy, network pharmacy, or mail order pharmacy for outpatient use, all of the following shall be reported:

(A) The 25 most frequently prescribed drugs.
(B) The 25 most costly drugs by total annual plan spending.
(C) The 25 drugs with the highest year-over-year increase in total annual plan spending.

(b) The department shall compile the information reported pursuant to subdivision (a) into a report for the public and
legislators that demonstrates the overall impact of drug costs on health care premiums. The data in the report shall be
aggregated and shall not reveal information specific to individual health care service plans.

(c) For the purposes of this section, a “specialty drug” is one that exceeds the threshold for a specialty drug under the
Medicare Part D program (Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law 108-173)).

(d) By January 1 of each year, beginning January 1, 2019, the department shall publish on its Internet Web site the report
required pursuant to subdivision (b).

(e) After the report required in subdivision (b) is released, the department shall include the report as part of the public
meeting required pursuant to subdivision (b) of Section 1385.045.

(f) Except for the report required pursuant to subdivision (b), the department shall keep confidential all of the information
provided to the department pursuant to this section, and that information shall be exempt from disclosure under the California
Public Records Act (Chapter 3.5 (commencing with Section 6250) of Division 7 of Title 1 of the Government Code).

SEC. 2. Section 1385.045 of the Health and Safety Code is amended to read:

1385.045. (a) For large group health care service plan contracts, each health plan shall file with the department the weighted
average rate increase for all large group benefit designs during the 12-month period ending January 1 of the following
calendar year. The average shall be weighted by the number of enrollees in each large group benefit design in the plan’s
large group market and adjusted to the most commonly sold large group benefit design by enroliment during the 12-month
period. For the purposes of this section, the large group benefit design includes, but is not limited to, benefits such as basic
health care services and prescription drugs. The large group benefit design shall not include cost sharing, including, but not
limited to, deductibles, copays, and coinsurance.

(b) (1) A plan shall also submit any other information required pursuant to any regulation adopted by the department to
comply with this article.

(2) The department shall conduct an annual public meeting regarding large group rates within three months of posting the
aggregate information described in this section in order to permit a public discussion of the reasons for the changes in the
rates, benefits, and cost sharing in the large group market. The meeting shall be held in either the Los Angeles area or the
San Francisco Bay area.

(c) A health care service plan subject to subdivision (a) shall also disclose the following for the aggregate rate information for
the large group market submitted under this section:

(1) For rates effective during the 12-month period ending January 1 of the following year, number and percentage of rate
changes reviewed by the following:

(A) Plan year.

(B) Segment type, including whether the rate is community rated, in whole or in part.
(C) Product type.

(D) Number of enrollees.

(E) The number of products sold that have materially different benefits, cost sharing, or other elements of benefit design.
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(2) For rates effective during the 12-month period ending January 1 of the following year, any factors affecting the base rate,
and the actuarial basis for those factors, including all of the following:

(A) Geographic region.

(B) Age, including age rating factors.

(C) Occupation.

(D) Industry.

(E) Health status factors, including, but not limited to, experience and utilization.

(F) Employee, and employee and dependents, including a description of the family composition used.
(G) Enrollees’ share of premiums.

(H) Enrollees’ cost sharing- sharing, including cost sharing for prescription drugs.

() Covered benefits in addition to basic health care services, as defined in Section 1345, and other benefits mandated under
this article.

(J) Which market segment, if any, is fully experience rated and which market segment, if any, is in part experience rated and
in part community rated.

(K) Any other factor that affects the rate that is not otherwise specified.

(3) (A) The plan’s overall annual medical trend factor assumptions for all benefits and by aggregate benefit category,
including hospital inpatient, hospital outpatient, physician services, prescription drugs and other ancillary services,
laboratory, and radiology for the applicable 12-month period ending January 1 of the following year. A health plan that
exclusively contracts with no more than two medical groups in the state to provide or arrange for professional medical
services for the enrollees of the plan shall instead disclose the amount of its actual trend experience for the prior contract
year by aggregate benefit category, using benefit categories, to the maximum extent possible, that are the same as, or
similar to, those used by other plans.

(B) The amount of the projected trend separately attributable to the use of services, price inflation, and fees and risk for
annual plan contract trends by aggregate benefit category, including hospital inpatient, hospital outpatient, physician
services, prescription drugs and other ancillary services, laboratory, and radiology. A health plan that exclusively contracts
with no more than two medical groups in the state to provide or arrange for professional medical services for the enrollees of
the plan shall instead disclose the amount of its actual trend experience for the prior contract year by aggregate benefit
category, using benefit categories that are, to the maximum extent possible, the same or similar to those used by other
plans.

(C) A comparison of the aggregate per enrollee per month costs and rate of changes over the last five years for each of the
following:

(i) Premiums.

(ii) Claims costs, if any.

(iii) Administrative expenses.
(iv) Taxes and fees.

(D) Any changes in enrollee cost sharing over the prior year associated with the submitted rate information, including both of
the following:

(i) Actual copays, coinsurance, deductibles, annual out of pocket maximums, and any other cost sharing by the benefit
categories determined by the department.

(i) Any aggregate changes in enrollee cost sharing over the prior years as measured by the weighted average actuarial
value, weighted by the number of enrollees.

(E) Any changes in enrollee benefits over the prior year, including a description of benefits added or eliminated, as well as
any aggregate changes, as measured as a percentage of the aggregate claims costs, listed by the categories determined by
the department.
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(F) Any cost containment and quality improvement efforts since the plan’s prior year’s information pursuant to this section
for the same category of health benefit plan. To the extent possible, the plan shall describe any significant new health care
cost containment and quality improvement efforts and provide an estimate of potential savings together with an estimated
cost or savings for the projection period.

(G) The number of products covered by the information that incurred the excise tax paid by the health plan.

(4) (A) For covered prescription generic drugs excluding specialty generic drugs, prescription brand name drugs excluding
specialty drugs, and prescription brand name and generic specialty drugs dispensed at a plan pharmacy, network pharmacy,
or mail order pharmacy for outpatient use, all of the following shall be disclosed:

(i) The percentage of the premium attributable to prescription drug costs for the prior year for each category of prescription
drugs as defined in this subparagraph.

(ii) The year-over-year increase, as a percentage, in total spending for each category of prescription drugs as defined in this
Ssubparagraph.

(iii) The year-over-year increase in per-member, per-month costs for drug prices compared to other components of the health
care premium.

(iv) The specialty tier formulary list.

(B) The plan shall include the percentage of the premium attributable to prescription drugs administered in a doctor’s office
that are covered under the medical benefit as separate from the pharmacy benefit, if available.

(C) (i) The plan shall include information on its use of a pharmacy benefit manager, if any, including which components of the
prescription drug coverage described in subparagraphs (A) and (B) are managed by the pharmacy benefit manager.

(ii) The plan shall also include the name or names of the pharmacy benefit manager, or managers if the plan uses more than
one.

(d) The information required pursuant to this section shall be submitted to the department on or before October 1,
2046; 2018, and on or before October 1 annually thereafter. Information submitted pursuant to this section is subject to
Section 1385.07.

(e) For the purposes of this section, a “specialty drug” is one that exceeds the threshold for a specialty drug under the
Medicare Part D program (Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law 108-173)).

SEC. 3. Chapter 9 (commencing with Section 127675) is added to Part 2 of Division 107 of the Health and Safety Code, to
read:

CHAPTER 9. Prescription Drug Pricing for Purchasers

127675. (@) This chapter shall apply to a manufacturer of a prescription drug that is purchased or reimbursed by any of the
following:

(1) A state purchaser in California, including, but not limited to, the Public Employees’ Retirement System, the State
Department of Health Care Services, the Department of General Services, and the Department of Corrections and
Rehabilitation, or an entity acting on behalf of a state purchaser.

(2) A licensed health care service plan.

(3) A health insurer holding a valid outstanding certificate of authority from the Insurance Commissioner.

(4) A pharmacy benefit manager as defined in subdivision (j) of Section 4430 of the Business and Professions Code.

(b) For the purposes of this chapter, the term “office” shall mean the Office of Statewide Health Planning and Development.

127677. (@) A manufacturer of a prescription drug shall notify each purchaser described in Section 127675 that it is increasing
the wholesale acquisition cost of a prescription drug if any of the following circumstances apply:

(1) The wholesale acquisition cost for the prescription drug is under the threshold set for a specialty drug under the Medicare

Part D program (Medicare Prescription Drug, Improvement, and Modemization Act of 2003 (Public Law 108-173)) and if the
cumulative increase is more than 25 percent over the three calendar years prior to the current year.
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(2) The wholesale acquisition cost for the prescription drug is over the threshold set for a specialty drug under the Medicare
Part D program (Medicare Prescription Drug, Improvement, and Modemization Act of 2003 (Public Law 108-173)), and if the
cumulative increase is more than 10 percent over the three calendar years prior to the current year.

(b) The notice required by subdivision (a) shall be provided in writing at least 90 days prior to the planned effective date of
the increase.

(c) The notice required by subdivision (a) shall include a statement of any changes or improvements to the clinical efficacy
of the drug that explain the increase in wholesale acquisition cost. The manufacturer shall state if there are no changes or
improvements made to the clinical efficacy of the drug subject to the notice.

(d) The notice required by subdivision (a) shall not be required for a prescription drug that is not already purchased or
reimbursed by a purchaser described in subdivision (a), except for prescription drugs described in Section 127681.

(e) If a pharmacy benefit manager receives a notice of an increase in wholesale acquisition cost consistent with subdivision
(a), it shall notify its large contracting public and private purchasers of the increase. For the purposes of this section, a ‘large
purchaser” means a purchaser that provides coverage to more than 500 covered lives.

127679. (a) At the time that the increase in wholesale acquisition cost described in subdivision (a) of Section 127677 takes
effect, a manufacturer shall report all of the following information to the office:

(1) A description of the specific financial and nonfinancial factors used to make the decision to increase the wholesale
acquisition cost of the drug and the amount of the increase, including, but not limited to, an explanation of how these factors
Justify the increase in the wholesale acquisition cost of the drug.

(2) The previous year’s marketing budget for the drug, including the budget for patient assistance programs specific to the
drug.

(3) A schedule of wholesale acquisition cost increases for the drug for the previous five years if the drug was manufactured
by the company.

(4) If the drug was acquired by the manufacturer within the previous five years, all of the following information:

(A) The wholesale acquisition cost of the drug at the time of acquisition and in the calendar year prior to acquisition.

(B) The name of the company from which the drug was acquired, the date acquired, and the purchase price.

(C) The year the drug was introduced to market and the wholesale acquisition cost of the drug at the time of introduction.
(5) The patent expiration date of the drug if it is under patent.

(6) If the drug is a multiple source drug, an innovator multiple source drug, a noninnovator multiple source drug, or a single
source drug, as defined in subparagraph (A) of paragraph (7) of subdivision (k) of Section 13968 of Title 42 of the United
States Code.

(7) Documentation of increased clinical efficacy of the drug, if any. The manufacturer shall state if the drug subject to the
notice does not exceed the clinical efficacy of existing treatments.

(8) Volume of sales of the drug in the United States for the previous year.

(b) The office shall publish the information provided to it pursuant to this section on its Intemet Web site on no less than a
quarterly basis. The information shall be published in a manner that identifies the information that is disclosed on a per-drug
basis and shall not be aggregated in a manner that would not allow identification of the drug.

127681. (@) A manufacturer of a prescription drug shall notify the office in writing if it is introducing a new prescription drug to
market at a wholesale acquisition cost that exceeds the threshold set for a specialty drug under the Medicare Part D
program (Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law 108-173)). The notice shall
be provided in writing within three days of commercial availability. A manufacturer may make this notification pending
approval by the federal Food and Drug Administration, if commercial availability is expected within three days of approval.

(b) Within 30 days of notification pursuant to this section, a manufacturer shall report all of the following information to the
office:

(1) A description of the marketing and pricing plans used in the launch of the new drug in the United States and
internationally.

(2) The estimated volume of patients that may be prescribed the drug.
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(3) Any documentation showing increased efficacy of the drug compared to existing treatments. The manufacturer shall state
if there are no changes or improvements made to the clinical efficacy of the drug subject to the notice.

(4) If the drug was granted breakthrough therapy designation or priority review by the federal Food and Drug Administration
prior to final approval.

(5) The expected marketing budget for the drug, including the budget for patient assistance programs.
(6) The date and price of acquisition if the drug was not developed by the manufacturer.

(c) The office shall publish the information provided to it pursuant to this section on its Internet Web site on no less than a
monthly basis. The information shall be published in a manner that identifies the information that is disclosed on a per-drug
basis and shall not be aggregated in a manner that would not allow identification of the drug.

127683. (@) A manufacturer of a prescription drug subject to the requirements of this chapter shall comply with this chapter.
The office shall be responsible for the enforcement of these provisions.

(b) (1) A manufacturer of a prescription drug subject to this chapter that does not report the information required pursuant to
this chapter to state purchasers, health care service plans, health insurers, or pharmacy benefit managers is liable for a civil
penalty of one thousand dollars ($1,000) per day for every day after the applicable notification period that the required
information is not reported.

(2) A civil penalty shall be assessed and recovered in a civil action brought by the office in the name of the people of the
State of California. Assessment of a civil penalty may, at the request of any manufacturer of a prescription drug subject to
this chapter, be reviewed on appeal, and the penalty may be reduced or waived for good cause.

(c) Any money that is received by the office pursuant to this section shall be paid into the General Fund.
127685. (@) The office may adopt regulations or issue guidance for the implementation of this chapter.

(b) The office may consult with the Department of Managed Health Care, the Department of Insurance, the California State
Board of Pharmacy, and any state purchaser of prescription drugs, or an entity acting on behalf of a state purchaser, in
issuing guidance or adopting necessary regulations pursuant to subdivision (a), in posting information on its Internet Web
site pursuant to this chapter, and in taking any other action for the purpose of implementing this chapter.

SEC. 4. Section 10123.204 is added to the Insurance Code, to read:

10123.204. (@) (1) A health insurer that reports rate information pursuant to Section 10181.3 or 10181.45 shall report the
information described in paragraph (2) to the department no later than October 1 of each year, beginning October 1, 2018.

(2) For all covered prescription drugs, including generic drugs, brand name drugs, and specialty drugs dispensed at a plan
pharmacy, network pharmacy, or mail order pharmacy for outpatient use, all of the following shall be reported:

(A) The 25 most frequently prescribed drugs.
(B) The 25 most costly drugs by total annual plan spending.
(C) The 25 drugs with the highest year-over-year increase in total annual plan spending.

(b) The department shall compile the information reported pursuant to subdivision (a) into a report for the public and
legislators that demonstrates the overall impact of drug costs on health care premiums. The data in the report shall be
aggregated and shall not reveal information specific to individual health care service plans.

(c) For the purposes of this section, a “specialty drug” is one that exceeds the threshold for a specialty drug under the
Medicare Part D program (Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law 108-173)).

(d) By January 1 of each year, beginning January 1, 2018, the department shall publish on its Internet Web site the report
required pursuant to subdivision (b).

(e) After the report required in subdivision (b) is released, the department shall include the report as part of the public
meeting required pursuant to subdivision (b) of Section 10181.45.

(f) Except for the report required pursuant to subdivision (b), the department shall keep confidential all of the information
provided to the department pursuant to this section, and that information shall be exempt from disclosure under the California
Public Records Act (Chapter 3.5 (commencing with Section 6250) of Division 7 of Title 1 of the Government Code).

SEC. 5. Section 10181.45 of the Insurance Code is amended to read:

http://ct3k1.capitoltrack.com/ViewFile.aspx?doc=\sen\sb_0001-0050\sb_17_98_A_bill.law&r=/Billlnfo.aspx?measure=SB+17|r=/BillInfo.aspx?measure=AB+158.. 5/8



4/7/2017 Viewer

10181.45. (@) For large group health insurance policies, each health insurer shall file with the department the weighted average
rate increase for all large group benefit designs during the 12-month period ending January 1 of the following calendar year.
The average shall be weighted by the number of insureds in each large group benefit design in the insurer’s large group
market and adjusted to the most commonly sold large group benefit design by enroliment during the 12-month period. For the
purposes of this section, the large group benefit design includes, but is not limited to, benefits such as basic health care
services and prescription drugs. The large group benefit design shall not include cost sharing, including, but not limited to,
deductibles, copays, and coinsurance.

(b) (1) A health insurer shall also submit any other information required pursuant to any regulation adopted by the department
to comply with this article.

(2) The department shall conduct an annual public meeting regarding large group rates within three months of posting the
aggregate information described in this section in order to permit a public discussion of the reasons for the changes in the
rates, benefits, and cost sharing in the large group market. The meeting shall be held in either the Los Angeles area or the
San Francisco Bay area.

(c) A health insurer subject to subdivision (a) shall also disclose the following for the aggregate rate information for the large
group market submitted under this section:

(1) For rates effective during the 12-month period ending January 1 of the following year, number and percentage of rate
changes reviewed by the following:

(A) Plan year.

(B) Segment type, including whether the rate is community rated, in whole or in part.

(C) Product type.

(D) Number of insureds.

(E) The number of products sold that have materially different benefits, cost sharing, or other elements of benefit design.

(2) For rates effective during the 12-month period ending January 1 of the following year, any factors affecting the base rate,
and the actuarial basis for those factors, including all of the following:

(A) Geographic region.

(B) Age, including age rating factors.

(C) Occupation.

(D) Industry.

(E) Health status factors, including, but not limited to, experience and utilization.

(F) Employee, and employee and dependents, including a description of the family composition used.
(G) Insureds’ share of premiums.

(H) Insureds’ cost sharing- sharing, including cost sharing for prescription drugs.

(I Covered benefits in addition to basic health care services, as defined in Section 1345 of the Health and Safety Code, and
other benefits mandated under this article.

(J) Which market segment, if any, is fully experience rated and which market segment, if any, is in part experience rated and
in part community rated.

(K) Any other factor that affects the rate that is not otherwise specified.

(3) (A) The insurer's overall annual medical trend factor assumptions for all benefits and by aggregate benefit category,
including hospital inpatient, hospital outpatient, physician services, prescription drugs and other ancillary services,
laboratory, and radiology for the applicable 12-month period ending January 1 of the following year. A health insurer that
exclusively contracts with no more than two medical groups in the state to provide or arrange for professional medical
services for the health insurer’s insureds shall instead disclose the amount of its actual trend experience for the prior
contract year by aggregate benefit category, using benefit categories, to the maximum extent possible, that are the same or
similar to those used by other insurers.
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(B) The amount of the projected trend separately attributable to the use of services, price inflation, and fees and risk for
annual policy trends by aggregate benefit category, including hospital inpatient, hospital outpatient, physician services,
prescription drugs and other ancillary services, laboratory, and radiology. A health insurer that exclusively contracts with no
more than two medical groups in the state to provide or arrange for professional medical services for the insureds shall
instead disclose the amount of its actual trend experience for the prior contract year by aggregate benefit category, using
benefit categories that are, to the maximum extent possible, the same or similar to those used by other insurers.

(C) A comparison of the aggregate per insured per month costs and rate of changes over the last five years for each of the
following:

(i) Premiums.

(ii) Claims costs, if any.

(iii) Administrative expenses.
(iv) Taxes and fees.

(D) Any changes in insured cost sharing over the prior year associated with the submitted rate information, including both of
the following:

(i) Actual copays, coinsurance, deductibles, annual out of pocket maximums, and any other cost sharing by the benefit
categories determined by the department.

(i) Any aggregate changes in insured cost sharing over the prior years as measured by the weighted average actuarial value,
weighted by the number of insureds.

(E) Any changes in insured benefits over the prior year, including a description of benefits added or eliminated as well as any
aggregate changes as measured as a percentage of the aggregate claims costs, listed by the categories determined by the
department.

(F) Any cost containment and quality improvement efforts made since the insurer’s prior year’s information pursuant to this
section for the same category of health insurer. To the extent possible, the insurer shall describe any significant new health
care cost containment and quality improvement efforts and provide an estimate of potential savings together with an
estimated cost or savings for the projection period.

(G) The number of products covered by the information that incurred the excise tax paid by the health insurer.

(4) (A) For covered prescription generic drugs excluding specialty generic drugs, prescription brand name drugs excluding
specialty drugs, and prescription brand name and generic specialty drugs dispensed at a pharmacy, network pharmacy, or
mail order pharmacy for outpatient use, all of the following shall be disclosed:

(i) The percentage of the premium attributable to prescription drug costs for the prior year for each category of prescription
drugs as defined in this subparagraph.

(i) The year-over-year increase, as a percentage, in total spending for each category of prescription drugs as defined in this
subparagraph.

(iii) The year-over-year increase in per-member, per-month costs for drug prices compared to other components of the health
care premium.

(iv) The specialty tier formulary list.

(B) The insurer shall include the percentage of the premium attributable to prescription drugs administered in a doctor’s office
that are covered under the medical benefit as separate from the pharmacy benefit, if available.

(C) (i) The insurer shall include information on its use of a pharmacy benefit manager, if any, including which components of
the prescription drug coverage described in subparagraphs (A) and (B) are managed by the pharmacy benefit manager.

(ii) The insurer shall also include the name or names of the pharmacy benefit manager, or managers if the insurer uses more
than one.

(d) The information required pursuant to this section shall be submitted to the department on or before October 1, 2016, and
on or before October 1 annually thereafter. Information submitted pursuant to this section is subject to Section 10181.7.

(e) For the purposes of this section, a “specialty drug” is one that exceeds the threshold for a specialty drug under the
Medicare Part D program (Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law 108-173)).
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sec. 6. The Legislature finds and declares that Sections 1 and 4 of this act, which add Section 1367.245 to the Health and
Safety Code and Section 10123.204 to the Insurance Code, respectively, impose a limitation on the public’s right of access
to the meetings of public bodies or the writings of public officials and agencies within the meaning of Section 3 of Article | of
the California Constitution. Pursuant to that constitutional provision, the Legislature makes the following findings to
demonstrate the interest protected by this limitation and the need for protecting that interest:

In order to protect proprietary, confidential information regarding health care service plan and health insurer prescription drug
utilization and spending information that is specific to the plan or insurer and to protect the integrity of the competitive
market, it is necessary that this act limit the public’s right of access to that information.

sec.7. No reimbursement is required by this act pursuant to Section 6 of Article Xl B of the California Constitution because
the only costs that may be incurred by a local agency or school district will be incurred because this act creates a new crime
or infraction, eliminates a crime or infraction, or changes the penalty for a crime or infraction, within the meaning of Section
17556 of the Government Code, or changes the definition of a crime within the meaning of Section 6 of Article XIII B of the
California Constitution.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: SB 17

Current Version: As Amended March 14, 2017

Author: Hernandez

Topic: Prescription Drugs: Pricing Notification

Staff Recommendation: Support

AFFECTED SECTIONS: Amend HSC section 1385.045 and add HSC section 1367.245, amend
Insurance Code section 10181.45 and add section 10123.04 to the
Insurance Code

STATUS: Senate Health Committee hearing April 19, 2017

THIS BILL WOULD:
Establish a reporting requirement of health care services plans relating to prescription drug
coverage a specified in the measure.

Require notification to state purchasers (e.g., CalPERS, Department of Health Care Services,
etc.) of increases in drug prices as specified at least 90 days prior to the effective date of the
increase as well as a basis for the increase.

Require drug manufacturers to include specific financial and nonfinancial factors used to make
a decision to increase the cost of the drug, including justification for the increase as well as
historical cost information, patent information and sales volume.

Require drug manufacturers to provide in writing notification of a new prescription drug to
market and cost information as specified. As part of the notification the manufacturer must
describe marketing and pricing plans, estimated volume of patients that may be prescribed the
drug, documentation of efficacy when compared to existing treatments, and specified financial
information.

STAFF COMMENTS:

This measure is intended to improve understanding and transparency in the cost
determinations of prescription drugs. Although the board does not have a role in this measure,
the board’s vision reflects the need for quality pharmaceutical care. A patient cannot receive
the benefits of a prescription if he or she cannot afford it.



Bill History

Date

03/31/2017
03/29/2017
03/14/2017
01/12/2017
12/06/2016
12/05/2016

Action

Set for hearing April 19.

Re-referred to Com. on HEALTH.

From committee with author's amendments. Read second time and amended. Re-referred to Com. on RLS.
Referred to Com. on RLS.

From printer. May be acted upon on or after January 5.

Introduced. Read first time. To Com. on RLS. for assignment. To print.



SENATE BILL No. 27

Introduced by Senator Morrell

December 5, 2016

An act to add Section 114.6 to the Business and Professions Code,
relating to professions and vocations.

LEGISLATIVE COUNSEL’S DIGEST

SB 27, asintroduced, Morrell. Professions and vocations: licenses:
military service.

Existing law provides for the licensure and regulation of various
professions and vocations by boardswithin the Department of Consumer
Affairs. Existing law authorizes any licensee or registrant whoselicense
expired while he or shewas on active duty asamember of the California
National Guard or the United States Armed Forces to reinstate his or
her license or registration without examination or penalty if certain
requirements are met. Existing law also requires the boards to waive
the renewal fees, continuing education requirements, and other renewal
requirements, if applicable, of any licensee or registrant called to active
duty as amember of the United States Armed Forces or the California
National Guard, if certain requirements are met. Existing law requires
each board to inquire in every application if the individual applying for
licensureisservingin, or hasprevioudy servedin, the military. Existing
law requires a board within the Department of Consumer Affairs to
expedite, and authorizes a board to assist with, the initia licensure
process for an applicant who has served as an active duty member of
the United States Armed Forces and was honorably discharged.

This bill would require every board within the Department of
Consumer Affairs to grant afee waiver for the application for and the
issuance of an initial license to an applicant who supplies satisfactory
evidence, as defined, to the board that the applicant has served as an
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active duty member of the California National Guard or the United
States Armed Forces and was honorably discharged. The bill would
requirethat aveteran be granted only onefee waiver, except as specified.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the State of California do enact as follows:

SECTION 1. Section 114.6 is added to the Business and
Professions Code, to read:

114.6. (a) (1) Notwithstanding any other law, every board
within the department shall grant afee waiver for the application
for and issuance of an initial license to an applicant who supplies
satisfactory evidence to the board that the applicant has served as
an active duty member of the California National Guard or the
United States Armed Forces and was honorably discharged.

(2) For purposes of this section, “satisfactory evidence” means
a completed “Certificate of Release or Discharge from Active
Duty” (DD Form 214).

(b) (1) A veteran shall be granted only one fee waiver, except
as specified in paragraph (2). After a fee waiver has been issued
by any board within the department, the veteran is no longer
eligible for awaiver.

(2) If aboard chargesafeefor the application for alicense and
another feefor theissuance of alicense, the veteran shall be granted
fee waivers for both the application for and issuance of alicense.

(3) The fee waiver shall apply only to an application of and a
license issued to an individual veteran and not to an application
of or a license issued to an individual veteran on behalf of a
business or other entity.

(4) A feewaiver shall not beissued for any of the following:

(A) Renewal of alicense.

(B) Theapplication for and issuance of an additional license, a
certificate, a registration, or a permit associated with the initial
license.

(C) The application for an examination.
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Bill Number: SB 27
Current Version: As Introduced December 5, 2016
Author: Morrell

. Professions and Vocations: Licenses:
Topic:

Military Service

Staff Recommendation: Support

AFFECTED SECTIONS: Add BPC section 114.6
STATUS: Senate Veteran Affairs Committee hearing April 25, 2017

THIS BILL WOULD:

Allow a veteran who is honorably discharged who served as an active duty member of the
California National Guard or the United States Armed Forces to have one fee waiver for the
application for one license issued by one of the boards within the Department of Consumer
Affairs.

STAFF COMMENTS:
Because the waiver provisions apply to one application across all DCA boards, the board would
need to determine if an applicant has already taken advantage of the one waiver allowance.

The board had a support position on a similar measure last year. That measure was held in the
Assembly Appropriations Committee.

Fiscal Impact:

It is anticipated that this measure could result in a loss of revenue; however, staff believes it
would be minimal and absorbable.

SUPPORT / OPPOSITION:

SUPPORT:

American Council of Engineering Companies, California

American G.l. Forum of California

American Legion-Department of California

AMVETS-Department of California

California Association of County Veterans Service Officers

California Association of Licensed Investigators, Inc.

California Optometric Association

California State Commanders Veterans Council

Military Officers Association of American, California Council of Chapters
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Vietnam Veterans of America-California State Council
Veterans of Foreign Wars, California Department

OPPOSITION:

None on file

Bill History

Date Action

04/03/2017 From committee: Do pass and re-refer to Com. on V.A. (Ayes 9. Noes 0.) (April 3). Re-referred to Com. on V.A.
03/21/2017 Set for hearing April 3.

01/12/2017 Referred to Coms. on B., P. & E.D. and V.A.

12/06/2016 From printer. May be acted upon on or after January 5.

12/05/2016 Introduced. Read first time. To Com. on RLS. for assignment. To print.



SENATE BILL No. 212

Introduced by Senator Jackson

February 1, 2017

An act to add Section 117670.1 to the Health and Safety Code,
relating to medical waste.

LEGISLATIVE COUNSEL’S DIGEST

SB 212, as introduced, Jackson. Medica waste.

Existing law, the Medical Waste Management Act, administered by
the State Department of Public Health, regul ates the management and
handling of medical waste, as defined.

Thishbill add to the act adefinition of “home-generated pharmaceutical
waste” as a prescription or over-the-counter human or veterinary
home-generated pharmaceutical that is waste and is derived from a
household, including, but not limited to, a multifamily residence or
household.

Vote: majority. Appropriation: no. Fiscal committee: no.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 117670.1 is added to the Health and
2 Safety Code, to read:

3 117670.1. “Home-generated pharmaceutical waste” means a
4 prescription or over-the-counter human or veterinary
5 home-generated pharmaceutical, as defined in Section 109925 of
6 the Federal Food, Drug, and Cosmetic Act, as amended (21
7 U.S.CA. Sec. 321(g)(1)), that is a waste, as defined in Section
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1 25124, derived from a household, including, but not limited to, a
2 multifamily residence or household.
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Bill Number: SB 212

Current Version: As Introduced February 1, 2017
Author: Jackson

Topic: Medical Waste

Staff Recommendation:

AFFECTED SECTIONS: Add HSC section 117670.13
STATUS: Senate Third Reading

THIS BILL WOULD:

Define “home-generated pharmaceutical waste” as prescription or over-the-counter human or
veterinary home-generate pharmaceutical that is waste derived from a household, including a
multifamily residence.

Staff Comments:

The board regulations are still undergoing review by the DCA/Agency. Consideration should
be given to how or if this bill would impact hazardous pharmaceutical waste, e.g. oncology
medications. Staff will be seeking input from the California Department of Public Health.

SUPPORT / OPPOSITION:
Support:

California Product Stewardship Council (sponsor)
California State Association of Counties

Bill History

Date Action

03/09/2017 Set for hearing March 29.

02/09/2017 Referred to Com. on EQ.

02/02/2017 From printer. May be acted upon on or after March 4.

02/01/2017 Introduced. Read first time. To Com. on RLS. for assignment. To print.



AMENDED IN SENATE MARCH 20, 2017

SENATE BILL No. 419

Introduced by Senator Portantino

February 15, 2017

An act to add Section11176-to-the Hedth-and-Safety 2242.3 to the

Business and Professions Code, relating to controlled substances.

LEGISLATIVE COUNSEL’S DIGEST

SB 419, as amended, Portantino. Oxycodone: prescriptions.

Existing law, the California Uniform Controlled Substances Act,
classifies controlled substances into 5 designated schedules, with the
most restrictive limitations generally placed on controlled substances
classified in Schedule I, and the least restrictive limitations generally
placed on controlled substances classified in Schedule V. Existing law
places oxycodone within Schedule II. Existing law requires a
prescription for acontrolled substance to only beissued for alegitimate
medical purposeby anindividual practitioner acting in the usual course
of his or her professiona practice.-A-viotation-of-this-provisen-isa
ertme:

Existing law, the Medical Practice Act, providesfor thelicensing and
regulation of physicians and surgeons by the Medical Board of
California. Among other things, the act regulates the prescribing,
dispensing, or furnishing of dangerous drugs, including oxycodone, by
alicensee, and provides, under certain circumstances, for theimposition
of an administrative fine pursuant to a citation by the board, or the
imposition of a civil penalty for a violation of these provisions. A
violation of designated provisions of the act isa crime,

This bill would prohibit a person from prescribing oxycodone, by
whatever official, common, usual, chemical, or trade name designated,
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to a patient under 21 years of-age: age, except as specified. The bill

would make a violation of this prohibition subject to a civil penalty, as
specified. The bill would also authorize a patient who was prescribed
oxycodone in violation of the prohibition, and who sustained economic
loss or personal injury as a result of that violation, to bring a civil
action to recover compensatory damages, reasonable attorney’s fees,
and litigation costs.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yesno.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 2242.3 is added to the Business and
2 Professions Code, to read:
3 2242.3. (a) (1) Notwithstanding any other law, a person shall
4 not prescribe oxycodone, by whatever official, common, usual,
5 chemical, or trade name designated, to a patient under 21 years
6 of age.
7 (2) Paragraph (1) does not apply with respect to a patient of
8 any agewho isany of the following:
9 (A) A cancer patient.
10  (B) Apatientin hospice or palliative care.
11 (C) A patient who has been diagnosed with a terminal illness.
12 (b) (1) Notwithstanding Section 2314 or any other law, a
13 violation of this section may subject the person who has committed
14 theviolationto either afine of up to five thousand dollars ($5,000)
15 per violation pursuant to a citation issued by the board or a civil
16 penalty of up to five thousand dollars ($5,000) per violation.
17 (2) The Attorney General may bring an action to enforce this
18 section and to collect the fines or civil penalties authorized by
19 paragraph (1).
20  (c) In addition to the penalties described in paragraph (1) of
21 subdivision (b), a patient who was prescribed oxycodone in
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violation of subdivision (a), and who sustained economic |oss or
personal injury as a result of that violation, may bring an action
to recover compensatory damages, aswell asreasonable attorney’s
feesand costs.
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: SB 419

Current Version: As Amended March 20, 2017
Author: Portantino

Topic: Oxycodone: Prescription

Staff Recommendation: None

AFFECTED SECTIONS: Add BPC section 2242.3

STATUS: Senate Business, Professions and Economic Development Committee hearing April 17,
2017

THIS BILL WOULD:
Prohibit the prescribing of oxycodone to a patient under 21 years of age except to any of the
following:

1. A cancer patient.
2. A patient in hospice or palliative care.

3. A patient diagnosed with a terminal illness.

Establishes fine amounts for violations of the provision.

Bill History

Date Action

03/21/2017 Withdrawn from committee. Re-referred to Com. on RLS.

03/20/2017 From committee with author's amendments. Read second time and amended. Re-referred to Com. on PUB. S.
02/23/2017 Referred to Coms. on PUB. S. and B., P. & E.D.

02/16/2017 From printer. May be acted upon on or after March 18.

02/15/2017 Introduced. Read first time. To Com. on RLS. for assignment. To print.



AMENDED IN SENATE MARCH 28, 2017

SENATE BILL No. 528

Introduced by Senator Stone

February 16, 2017

An act to-amend-Seetion—-4119.7-of add Section 4119.11 to the
Business and Professions Code, relating to healing arts.

LEGISLATIVE COUNSEL’S DIGEST

SB 528, as amended, Stone. Pharmaey-—-Pharmacy: automated drug
di spensi_ng systems.

(1) Existinglaw, the Pharmacy Law, theviolation of whichisacrime,
provides for the licensing and regulation of pharmacies, pharmacists,
intern pharmacists, and pharmacy technicians by the California State

Board of Pharmacy—Eaest+Hg4ﬁv—au%heHi‘&s—a—pha=maey—te—&mmsh—a

fethemths—asepeemed— The Phar macy Law authorl zesa phar macy

to provide pharmacy services to specified licensed health facilities
through the use of an automated drug delivery system. Existing law
authorizes a licensed clinic to make use of an automated drug delivery
system, operated under the supervision of a pharmacist, but under the
clinic’slicense and under which the clinic is responsible for the safety
and security of the drugsin the system.
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provide an alternative program to authorize a pharmacy to provide
pharmacy servicesto covered entitiesthat are eligiblefor discount drug
programs under federal law, as specified, through the use of an
automated drug delivery system, as defined.

This bill would provide that, under the alternative program, the
responsibility for the safety and security of the drugsin the automated
drug delivering system would be the responsibility of the pharmacy,
and would increase the level of the pharmacist’'s involvement in the
dispensing of drugs from the system.

(2) Because this bill would expand the law regarding the use of
automated drug delivery systems, the violation of which is a crime, it
would impose a state-mandated local program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Satutory provisions establish procedures for making that
rei mbur sement.

Thisbill would provide that no reimbursement isrequired by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: ne-yes.
State-mandated local program: ne-yes.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 4119.11 is added to the Business and
2 Professions Code, immediately following Section 4119.1, to read:
3 4119.11. (a) A pharmacy may provide pharmacy Services to
4 an entity that qualifiesas a“ covered entity” under Section 340B
5 of thefederal Public Health Service Act to purchase and dispense
6 or arrangefor the dispensing of drugs purchased at reduced costs
7 under the 340B Drug Pricing Program to its outpatients, through
8 the use of an automated drug dispensing system, located on the
9 premises of the entity, which need not be the same location as the
10 pharmacy, if all of the following conditions are met:
11 (1) Theautomated drug dispensing system shall be stocked with
12 drugs purchased under the federal 340B Drug Pricing Program,
13 and the pharmacy providing the pharmacy services to the entity
14 shall be under contract with that entity to facilitate its 340B drug
15 programthrough the use of the automated drug dispensing system
16 to dispense 340B drugsto its eligible outpatients.
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(2) Drugs shall be released to the patient from the automated
drug dispensing system only upon authorization by a pharmacist
after the pharmacist hasreviewed the prescription and the patient’s
profile for potential contraindications and adverse drug reactions.

(3) Drugsstored in an automated drug dispensing system shall
be part of the inventory of the pharmacy providing pharmacy
services to the health center, and drugs dispensed from the
automated drug 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 drug
dispensing system separate from other pharmacy records.

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

(6) Thepharmacy shall providetraining regarding the operation
and use of the automated drug dispensing systemto both phar macy
and entity personnel using the system.

(7) Theoperation of the automated drug dispensing systemshall
be under the supervision of alicensed pharmacist acting on behalf
of the pharmacy providing services to the health center. The
pharmacist need not be physically present at the site of the
automated drug dispensing system and may supervise the system
electronically.

(b) For purposesof thissection, an “ automated drug dispensing
system” has the same meaning as in subdivision (h) of Section
4186.

SEC. 2. No reimbursement is required by this act pursuant to
Section 6 of Article XIl1 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminatesa crimeor infraction, or changesthe penalty
for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crime within
the meaning of Section 6 of Article XIlI B of the California
Constitution.
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CALIFORENIA STATE
BOARD OF PHARMACY BILL ANALYSIS
Bill Number: SB 528
Current Version: As Amended March 28, 2017
Author: Stone
Topic: Automated Drug Dispensing Systems

Staff Recommendation: None

AFFECTED SECTIONS: Add BPC section 4119.11

STATUS:
2017

Senate Business, Professions and Economic Development Committee hearing April 17,

THIS BILL WOULD:

Allow a pharmacy to provide pharmacy services to outpatients in an entity covered under
Section 340B through the use of an automated drug dispensing system (ADDS) if all of the
following conditions are met:

1. The ADDS is stocked with drugs purchased under the 340B Drug Pricing Program,
and the pharmacy is providing services to the entity under a contract.

2. Drugs are only released to a patient upon authorization by a pharmacist after the
pharmacist has reviewed the prescription and patient’s profile for contraindications
and adverse drug reactions.

3. Drugs stored and dispensed are considered to have been dispensed by the pharmacy

4. The pharmacy maintains records of acquisition and disposition separate from other
pharmacy records.

5. The pharmacy is solely responsible for the ADDS.

6. The pharmacy provides training to staff (both pharmacy and entity staff).

7. The operation of the ADDS shall be under the supervision of a pharmacist and may
be done electronically.

Bill History
Date Action
04/05/2017 Re-referred to Com. on B., P. & E.D.

03/28/2017
03/02/2017
02/17/2017
02/16/2017

From committee with author's amendments. Read second time and amended. Re-referred to Com. on RLS.
Referred to Com. on RLS.
From printer. May be acted upon on or after March 19.

Introduced. Read first time. To Com. on RLS. for assignment. To print.



SENATE BILL No. 555

Introduced by Senator Morrell

February 16, 2017

An act to add Section 11349.95 to the Government Code, relating to
regulations.

LEGISLATIVE COUNSEL’S DIGEST

SB 555, asintroduced, Morrell. Regulations: 5-year review and report.

The Administrative Procedure Act generaly sets forth the
requirementsfor the adoption, publication, review, and implementation
of regulations by state agencies.

This bill would additionally require a state agency to review and
report on regulations that it adopts or amends on and after January 1,
2018, 5 years after adoption, as specified. The bill would require that
thereview and report include 10 specified factors, including asummary
of the written criticisms of the regulation received by the agency within
the immediately preceding 5 years and the estimated economic, small
business, and consumer impact of the regulation. The bill would require
the Office of Administrative Law to make the review and report
available on the office’s Internet Web site.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

SECTION 1. Section 11349.95 is added to the Government
Code, to read:

11349.95. (a) (1) A state agency shall review and report on
all regulations that it adopts or amends on and after January 1,
2018, as required by this section. The review and report shall be

O WNE
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completed and submitted to the office on or before May 1
immediately following five years after the date the regul ation was
adopted or amended.

(2) The office shall make the report required by paragraph (1)
available on the office’s Internet Web site.

(b) Thereview and report required by this section shall include
all of the following factors:

(1) Thegeneral and specific statutes authorizing the regulation.

(2) The objective of the regulation.

(3) Theeffectivenessof the regulation in achieving the objective.

(4) The consistency of the regulation with state and federal
statutes and regulations and alisting of the statutes or regulations
used in determining the consistency.

(5) The agency enforcement policy, including whether the
regulation iscurrently being enforced and, if so, whether there are
any problems with enforcement.

(6) Theagency view regarding current wisdom of the regulation.

(7) The clarity, conciseness, and understandability of the
regulation.

(8) A summary of the written criticisms of the regulation
received by the agency within thefive yearsimmediately preceding
the five-year review report, including letters, memoranda, reports,
and written allegations made in litigation or administrative
proceedings, to which the agency was a party, that the regulation
is discriminatory, unfair, unclear, inconsistent with statute, or
beyond the authority of the agency to enact, and the result of the
litigation or administrative proceedings.

(9) The estimated economic, small business, and consumer
impact of the regulation as compared to the economic, small
business, and consumer impact statement prepared on the last
making of the regulation, or, if no economic, small business, and
consumer impact statement was prepared on the last making of
the rule, an assessment of the actual economic, small business,
and consumer impact of the regulation.

(10) Course of action the agency proposes to take regarding
each regulation, including the month and year in which the agency
anticipates submitting the rules to the office if the agency
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1 determinesitis necessary to amend or repeal an existing rule, or
2 tomakeanew rule.
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: SB 555

Current Version: As Introduced February 16, 2017
Author: Morrell

Topic: Regulations: 5-year Review and Report

Staff Recommendation: None

AFFECTED SECTIONS: Add Government Code section 11349.95

STATUS: Failed passage in Senate Governmental Organization Committee on March 28, 2017.
Reconsideration granted.

THIS BILL WOULD:

Require a state agency to provide a report five years after the date a regulation is adopted or
amended to address specific elements including the effectiveness of the regulation in achieving
the objective, consistency of the regulation with state and federal law, enforcement provisions,
summary of written criticisms of the regulation, cost impact and future actions that may be
taken by the agency.

FISCAL IMPACT:

Board staff anticipates that it will require a full-time AGPA to complete the workload associated
with this measure. Board staff notes that the board is averaging six rulemakings a year. This
workload cannot be absorbed within existing resources.

SUPPORT / OPPOSITION:

SUPPORT:

Automotive Specialty Products Alliance

California Apartment Association

California Association of Licensed Investigators, Inc.
California Business Properties Association
California Chamber of Commerce

California Farm Bureau Federation

California Growers Association

California Independent Petroleum Association
California Lodging Industry Association

California Manufacturers & Technology Association
California Professional Association of Specialty Contractors
California Retailers Association

California Sportsman’s Lobby

California Trucking Association

Camarillo Chamber of Commerce



Consumer Specialty Products Association
Family Business Association of California
Independent Lodging Industry Association
Industrial Environmental Association
Murrieta Chamber of Commerce, Inc.
National Shooting Sports Foundation
Outdoor Sportsmen's Coalition of California
Safari Club International

Santa Barbara Regional Chamber of Commerce
Torrance Area Chamber of Commerce
Western Growers Association

Western Wood Preservers Institute

OPPOSITION:
California Labor Federation

Bill History

Date Action

03/28/2017  March 28 set for first hearing. Failed passage in committee. (Ayes 5. Noes 3.) Reconsideration granted.
03/15/2017  Set for hearing March 28.

03/02/2017  Referred to Coms. on G.O. and EQ.

02/17/2017  From printer. May be acted upon on or after March 19.

02/16/2017  Introduced. Read first time. To Com. on RLS. for assignment. To print



AMENDED IN SENATE MARCH 27, 2017

SENATE BILL No. 572

Introduced by Senator Stone

February 17, 2017

An act to add Article 16 (commencing with Section 870) to Chapter
1 of Division 2 of the Business and Professions Code, relating to healing
arts.

LEGISLATIVE COUNSEL’S DIGEST

SB 572, asamended, Stone. Healing arts licensees: violations: grace
period.

Existing law provides for the licensure and regulation of various
healing arts professions by various boards, as defined, within the
Department of Consumer Affairs. Existing law imposes certain fines
and other penaltiesfor, and authorizes these boards to take disciplinary
action against licenseesfor, violations of the provisions governing those
professions.

This bill would prohibit the boards from taking disciplinary action
against, or otherwise penalizing, healing artslicenseeswho violate those
provisions but correct the violations within 15-days; days and who are
not currently on probation at the time of the violations, if the violations
did not cause irreparable harm and will not result in irreparable harm
if left uncorrected for 15 days.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: no.
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1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16

The people of the State of California do enact as follows:

SECTION 1. Article 16 (commencing with Section 870) is
added to Chapter 1 of Division 2 of the Business and Professions
Code, to read:

Article 16. Grace Period for Violations

870. Notwithstanding any other law, a person with a license
issued pursuant to this division shall not be subject to disciplinary
action by, or otherwise penalized by, the board that issued the
license for a violation of a provision applicable to the license if
beth all of the following apply:

(& The violation did not cause any irreparable harm and will
not result in irreparable harm if left uncorrected for 15 days.

(b) Thejpersen licensee corrects the violation within 15 days.

(c) Thelicenseeisnot currently on probation at the time of the
violation.
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BOARD OF PHARMACY BILL ANALYSIS

Bill Number: SB 572
Current Version: As Amended March 27, 2017
Author: Stone
. Healing Arts Licensees: Violations: Grace
Topic:

Period

Staff Recommendation: None

AFFECTED SECTIONS: Add Article 16 to Division 2 of the Business and Professions Code

STATUS: Senate Business, Professions and Economic Development Committee hearing April 17,
2017

THIS BILL WOULD:
Prohibit a board from issuing a violation to a licensee under the following conditions:
1. The violation did not cause any irreparable harm and will not result in irreparable harm
if left uncorrected for 15 days
2. The licensee corrects the violation with 15 days
3. The licensee is not currently on probation at the time of the violation

STAFF COMMENTS:

The board’s consumer protection mandate requires the board to act on behalf of consumers.
To do that, the board must retain flexibility in how it can address violations that occur. Staff
notes that in many cases, the board learns of alleged violations from other sources, e.g.
consumers who have received the wrong medication. Staff is unclear on how such a violation
could be corrected.

Inherent in the inspection and investigation process are opportunities for licensees to address
violations that are identified. For example, staff notes that between July 1, 2013 and June 30,
2016 the board conducted 6,435 inspections. The board identified 6,849 corrections. In such
cases, the licensee was advised to fix the issue. Such corrections do not result in additional
action. Also, as part of the inspection process, a licensee has the option to appeal a correction
finding though an informal office conference. In addition to the corrections identified the
board also identified 2,160 violations of law, where the licensee would be provided 14 days to
provide the inspector with supplemental information for the inspector to consider when
making a final determination.

A review of citations and fines issued reveals that in FY 2013/14 the board issued 1,983
citations and fines. Of those the top violations resulted from prescription errors, self-use of
dangerous drugs and/or alcohol, and conviction of a crime. FYs 2014/15 and FY 2015/16 reflect
the same top three violations. As required by regulation (Title 16, CCR 1775.2) in assessing the
about of an administrative fine, the following factors must be considered:



SB 572 (Stone) As Introduced Page 2 of 2

Gravity of the violation

Good or bad faith of the cited person or entity

History of previous violations

Evidence that the violation was or was not willful

Extent to which the cited person or entity has cooperated with the board’s investigation
Extent to which the cited person or entity has mitigated or attempted to mitigate any
damage or injury caused by the violations

Other matters that may be appropriate

8. Number of violations found in the investigation

oA wWwNE
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SUPPORT / OPPOSITION:

Bill History

Date Action

03/28/2017 April 3 hearing postponed by committee.

03/27/2017 From committee with author's amendments. Read second time and amended. Re-referred to Com. on B., P. & E.D.
03/21/2017 Set for hearing April 3.

03/02/2017 Referred to Com. on B., P. & E.D.

02/21/2017 From printer. May be acted upon on or after March 23.

02/17/2017 Introduced. Read first time. To Com. on RLS. for assignment. To print.
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SECTION 1. Section 11165 of the Health and Safety Code is amended to read:

11165. (@) To assist health care practitioners in their efforts to ensure appropriate prescribing, ordering,
administering, furnishing, and dispensing of controlled substances, law enforcement and regulatory agencies in
their efforts to control the diversion and resultant abuse of Schedule Il, Schedule lll, and Schedule IV controlled
substances, and for statistical analysis, education, and research, the Department of Justice shall, contingent upon
the availability of adequate funds in the CURES Fund, maintain the Controlled Substance Utilization Review and
Evaluation System (CURES) for the electronic monitoring of, and Internet access to information regarding, the
prescribing and dispensing of Schedule Il, Schedule Ill, and Schedule IV controlled substances by all practitioners
authorized to prescribe, order, administer, furnish, or dispense these controlled substances.

(b) The Department of Justice may seek and use grant funds to pay the costs incurred by the operation and
maintenance of CURES. The department shall annually report to the Legislature and make available to the public
the amount and source of funds it receives for support of CURES.

(c) (1) The operation of CURES shall comply with all applicable federal and state privacy and security laws and
regulations.

(2) (A) CURES shall operate under existing provisions of law to safeguard the privacy and confidentiality of
patients. Data obtained from CURES shall only be provided to appropriate state, local, and federal public
agencies for disciplinary, civil, or criminal purposes and to other agencies or entities, as determined by the
Department of Justice, for the purpose of educating practitioners and others in lieu of disciplinary, civil, or criminal
actions. Data may be provided to public or private entities, as approved by the Department of Justice, for
educational, peer review, statistical, or research purposes, provided that patient information, including any
information that may identify the patient, is not compromised. Further, data disclosed to any individual or agency
as described in this subdivision shall not be disclosed, sold or transferred to any third party, unless authorlzed by,

(B) The Department of Justice shall only provide data obtained from CURES to a federal, state, or local law
enforcement agency pursuant to a valid court order or warrant based on probable cause and issued at the request
of a federal, state, or local law enforcement agency engaged in an open and active investigation regarding
prescription drug abuse or diversion of prescription of controlled substances involving the individual to whom the
requested information pertains.

(C) The Department of Justice shall establish policies, procedures, and regulations regarding the use, access,
evaluation, management, implementation, operation, storage, disclosure, and security of the information within
CURES, consistent with Section 11165.1.

B} (D) Notwithstanding subparagraph (A), a regulatory board whose licensees do not prescribe, order,
administer, furnish, or dispense controlled substances shall not be provided data obtained from CURES.

(3) In accordance with federal and state privacy laws and regulations, a health care practitioner may provide a
patient with a copy of the patient's CURES patient activity report as long as no additional CURES data is provided
and keep a copy of the report in the patient's medical record in compliance with subdivision (d) of Section
11165.1.

(d) For each prescription for a Schedule IlI, Schedule Ill, or Schedule IV controlled substance, as defined in the
controlled substances schedules in federal law and regulations, specifically Sections 1308.12, 1308.13, and
1308.14, respectively, of Title 21 of the Code of Federal Regulations, the dispensing pharmacy, clinic, or other
dispenser shall report the following information to the Department of Justice as soon as reasonably possible, but
not more than seven days after the date a controlled substance is dispensed, in a format specified by the
Department of Justice:

(1) Full name, address, and, if available, telephone number of the ultimate user or research subject, or contact

information as determined by the Secretary of the United States Department of Health and Human Services, and
the gender, and date of birth of the ultimate user.
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Viewer Page 2 of 2

(2) The prescriber’s category of licensure, license number, national provider identifier (NPI) number, if applicable,
the federal controlled substance registration number, and the state medical license number of any prescriber
using the federal controlled substance registration number of a government-exempt facility.

(3) Pharmacy prescription number, license number, NPl number, and federal controlled substance registration
number.

(4) National Drug Code (NDC) number of the controlled substance dispensed.
(5) Quantity of the controlled substance dispensed.

(6) International Statistical Classification of Diseases, Sth—+evision{(1CB-9)-or 10th revision (ICD-10) Code, if
available.

(7) Number of refills ordered.

(8) Whether the drug was dispensed as a refill of a prescription or as a first-time request.
(9) Date of origin of the prescription.

(10) Date of dispensing of the prescription.

(e) The Department of Justice may invite stakeholders to assist, advise, and make recommendations on the
establishment of rules and regulations necessary to ensure the proper administration and enforcement of the
CURES database. All prescriber and dispenser invitees shall be licensed by one of the boards or committees
identified in subdivision (d) of Section 208 of the Business and Professions Code, in active practice in California,
and a regular user of CURES.

(f) The Department of Justice shall, prior to upgrading CURES, consult with prescribers licensed by one of the
boards or committees identified in subdivision (d) of Section 208 of the Business and Professions Code, one or
more of the boards or committees identified in subdivision (d) of Section 208 of the Business and Professions
Code, and any other stakeholder identified by the department, for the purpose of identifying desirable capabilities
and upgrades to the CURES Prescription Drug Monitoring Program (PDMP).

(g) The Department of Justice may establish a process to educate authorized subscribers of the CURES PDMP
on how to access and use the CURES PDMP.
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CALIFORNIA STATE

BOARD OF PHAEMACY BILL ANALYSIS
Bill Number: SB 641
Current Version: As Amended March 28, 2017
Author: Lara

Controlled Substance Utilization Review and

Topic:
opic Evaluation System: Privacy

Staff Recommendation: Oppose Unless Amended

AFFECTED SECTIONS: Amend HSC Code section 11165
STATUS: Public Safety Committee hearing April 17, 2017

THIS BILL WOULD:

Prohibit the release of data obtained from CURES to a law enforcement agency except pursuant
to a valid court order. Also it would allow DOJ to convene stakeholder meetings to assist and
make recommendations on the establishment of rules and regulations necessary to ensure the
proper administration and enforcement of the CURES database.

STAFF COMMENTS:

It appears to be problematic to allow stakeholders to make recommendations on the rules and
regulations necessary to ensure appropriate administration and enforcement of the CURES
database. The board’s consumer protection mandate is clear and indicates that whenever
protection of the public is inconsistent with other interests sought, the protection of the public
shall be paramount. Allowing unspecified stakeholders to participate in a process to make such
recommendations could create problems and undermine the board’s authority. Board staff
suggests that amendments be offered to specifically identify that at minimum the board be part
of any stakeholder meeting.

Bill History

Date Action

03/30/2017 Set for hearing April 18.

03/29/2017 April 3 hearing postponed by committee. Withdrawn from committee. Re-referred to Coms. on PUB. S. and JUD.
03/28/2017 From committee with author's amendments. Read second time and amended. Re-referred to Com. on B., P. & E.D.
03/22/2017 Set for hearing April 3.

03/21/2017 March 27 hearing postponed by committee.
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AMENDED IN SENATE MARCH 23, 2017

SENATE BILL No. 716

Introduced by Senator Hernandez

February 17, 2017

An act to amend Section-1366-24-of the Health-and-Safety-Codeand
to-amend-Section10128-54-of the thsuranee-Code; 4001 of the Business

and Professions Code, relating to-health-carecoverage: professionsand
vocations.

LEGISLATIVE COUNSEL’S DIGEST

SB 716, asamended, Hernandez. Ca-COBRA-disclesdres-California
Sate Board of Pharmacy: pharmacy technician member.

The Pharmacy Law establishes the California State Board of
Pharmacy within the Department of Consumer Affairsfor thelicensure
and regulation of pharmacists and pharmacies. Under that law, the
board is comprised of 13 members, including 7 competent pharmacists
appointed by the Governor and 6 public members appointed as specified.

This bill would increase the number of members of the board to 14
by adding one pharmacy technician appointed by the Governor. The
bill would require this pharmacy technician board member to have at
least 5 years of experience and to continue to work in California as a
pharmacy technician. The bill would require the pharmacy technician
board member to have specified work experience as a pharmacy
technician and to have documented work experience in a variety of
pharmacy procedures and practices, as specified.

98



Vote: majority. Appropriation: no. Fiscal committee: ne-yes.
State-mandated local program: no.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 4001 of the Business and Professions

2 Codeisamended to read:

3 4001. (@) Thereisin the Department of Consumer Affairs a

4 Cadlifornia State Board of Pharmacy in which the administration

5 and enforcement of this chapter is vested. The board consists of

6 1314 members.

7 (b) The Governor shall appoint seven competent pharmacists

8 who reside in different parts of the state to serve as members of

9 the board. The Governor shall appoint one pharmacy technician
10 asamember of the board. The Governor shall appoint four public
11 members, and the Senate Committee on Rules and the Speaker of
12 the Assembly shall each appoint a public member who shall not
13 bealicensee of the board, any other board under this division, or
14 any board referred to in Section 1000 or 3600.
15 (c) (1) Atleast five of the seven pharmacist appointees to the
16 board shall be pharmacistswho are actively engaged in the practice
17 of pharmacy. Additionally, the membership of the board shall
18 include at least one pharmacist representative from each of the
19 following practice settings: an acute care hospital, an independent
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community pharmacy, a chain community pharmacy, and a
long-term health care or skilled nursing facility. The pharmacist
appointees shall also include a pharmacist who is a member of a
labor union that represents pharmacists. For the purposes of this
subdivision, a“chain community pharmacy” means a chain of 75
or more stores in California under the same ownership, and an
“independent community pharmacy” means a pharmacy owned
by a person or entity who owns no more than four pharmaciesin
Cdlifornia.

(2) (A) The pharmacy technician board member shall have at
least five years of experience and shall continue to work in
California as a pharmacy technician.

(B) The pharmacy technician board member shall have work
experience as a pharmacy technician in at least two of the
following health care settings:

(i) Acute care hospital.

(if) Outpatient care clinic.

(iii) Long-term care facility.

(iv) Primary careclinic.

(C) The pharmacy technician board member shall have
documented work experiencein a variety of pharmacy procedures
and practices, including, but not limited to, procedures and
practicesrelated to sterile compounding, medication reconciliation,
medication history, and automated drug delivery devices.

(d) Members of the board shall be appointed for aterm of four
years. No person shall serve as a member of the board for more
than two consecutive terms. Each member shall hold office until
the appointment and qualification of his or her successor or until
one year shall have elapsed since the expiration of the term for
which the member was appointed, whichever first occurs.
Vacancies occurring shall be filled by appointment for the
unexpired term.

(e) Each member of the board shall receive a per diem and
expenses as provided in Section 103.

(f) Thissection shall remainin effect only until January 1, 2021,
and as of that date is repealed. Notwithstanding any other law, the
repeal of this section renders the board subject to review by the
appropriate policy committees of the Legisature.
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All matter omitted in this version of the bill
appears in the bill as introduced in the
Senate, February 17, 2017. (JR11)
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I CALIFORNIA STATE
BOARD OF PHARMACY BILL ANALYSIS

Bill Number: SB 716

Current Version: As Amended March 17, 2017
Author: Hernandez

Topic: California Board of Pharmacy

Staff Recommendation: None

AFFECTED SECTIONS: Amend BPC section 106

STATUS: Senate Business, Professions and Economic Development Committee hearing April 17,
2017

THIS BILL WOULD:
Add a pharmacy technician position to the current composition of the board.

SUPPORT / OPPOSITION:

SUPPORT:
California Society of Health Systems Pharmacists

BILL HISTORY:

02/27/2017 Referred to Com. on E.S. & T.M.

02/14/2017 From printer. May be heard in committee March 16.

02/13/2017 Read first time. To print.



Attachment 3



Drug Warnings
1744



Title 16. Board of Pharmacy
Order of Adoption

To Amend Section 1744 of Article 5 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1744. Drug Warnings

Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the patient or his
or her representative of the harmful effects of certain drugs dispensed by prescription.
(a) Because Fthe following classes of drugs may impair a person 's ab|I|ty to drive operate a moter

vehicle or vessel,-epe pharmacist
shall include a written label on the druq container indicating that the drug may impair a person’s ability

to operate a vehicle or vessel:
(1) Muscle relaxants.
(2) Analgesics-with-central-nervous-system-depressant-effects:
{3)-Antipsychotic drugs with central nervous system depressant effects ineluding-phenothiazines.
(43) Antidepressants with central nervous system depressant effects.

(64) Antihistamines, motion sickness agents, antipruritics, antinauseants, anticonvulsants and
antihypertensive agents with central nervous system depressant effects.
(85) AII Schedule II, IlI, IV and V agents wuth central nervous system depressant effects. er

(#6) Anticholinergic agents and-other-drugs-which-that may impair vision.

(7) Any other drug which, based on the pharmacist's professional judgment, may impair a patient's

ability to operate a vehicle or vessel.
(b) Because Fthe following are-examples classes of drugs pose a substantial risk to the person
consuming the drug when taken in combination with alcohol, a pharmacist shall include a written label
on the druq contalner to alert the patlent about possible potentuatlnq effects: whmkemay—have—ha;m#eﬁl

(1) Disulfiram and other drugs (e.g., chlorpropamide, metronidazole) which may cause a
disulfiram-like reaction.

(2) Mono amine oxidase inhibitors.

(3) Nitrates.

(4) Cycloserine.

(5) Antidiabetic agents including insulin and sulfonylureas (due to risk of hypoglycemia).
(6) Any other drug which, based upon a pharmacist’s professional judgment. may pose a
substantial risk to the person consuming the drug when taken in combination with alcohol.

Note: Authority cited: Section 4005, Business and Professions Code. Referenc? Sections 40224055

and 4074, Business and Professions Code.
( /'otc?zma,

Vlrgln a H rold, Executive Officer
California State Board of Pharmacy
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Attachment 4



Patient-Centered
Labels: Requirements

1707.5



Title 16. Board of Pharmacy
Order of Adoption

To Amend Section 1707.5 of Article 2 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

§ 1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements.
(a) Labels on drug containers dispensed to patients in California shall conform to the following format:
(1) Each of the following items, and only these four items, shall be clustered into one area of the
label that comprises at least 50 percent of the label. Each item shall be printed in at least a 12-
point sans serif typeface, and listed in the following order:
(A) Name of the patient
(B) Name of the drug and strength of the drug. For the purposes of this section, “name of the
drug” means either the manufacturer's trade name of the drug, or the generic name and
the statement “generic for ” where the brand name is inserted, and the name of

the manufacturer. In the professional judgment of the pharmacist,

(i) If the brand name is no longer widely used, the label may list only the generic name

of the drug, and
(ii) The manufacturer’s name may be listed outside of the patient-centered area.

(C) The directions for the use of the drug.
(D) The condition or purpose for which the drug was prescribed if the condition or purpose is
indicated on the prescription.

(2) For added emphasis, the label shall also highlight in bold typeface or color, or use blank space to
set off the items listed in subdivision (a)(1).

(3) The remaining required elements for the label specified in section 4076 of the Business and
Professions Code, as well as any other items of information appearing on the label or the
container, shall be printed so as not to interfere with the legibility or emphasis of the primary
elements specified in paragraph (1) of subdivision (a). These additional elements may appear in
any style, font, and size typeface.

(4) When applicable, directions for use shall use one of the following phrases:

(A) Take 1 [insert appropriate dosage form] at bedtime

(B) Take 2 [insert appropriate dosage form] at bedtime

(C) Take 3 [insert appropriate dosage form] at bedtime

(D) Take 1 [insert appropriate dosage form] in the morning

(E) Take 2 [insert appropriate dosage form] in the morning

(F) Take 3 [insert appropriate dosage form] in the morning

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert appropriate
dosage form] at bedtime

(H) Take 2 [insert appropriate dosage form] in the morning, and Take 2 [insert appropriate
dosage form] at bedtime

Board of Pharmacy Order of Adoption Page 1 of 2
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() Take 3 [insert appropriate dosage form] in the morning, and Take 3 [insert appropriate
dosage form] at bedtime
(J) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage
form] at noon, and | [insert appropriate dosage form] in the evening
(K) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage
form] at noon, and 2 [insert appropriate dosage form] in the evening
(L) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage
form] at noon, and 3 [insert appropriate dosage form] in the evening
(M) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage
form] at noon, 1 [insert appropriate dosage form] in the evening, and 1 [insert
appropriate dosage form] at bedtime
(N) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage
form] at noon, 2 [insert appropriate dosage form] in the evening, and 2 [insert
appropriate dosage form] at bedtime
(O) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage
form] at noon, 3 [insert appropriate dosage form] in the evening, and 3 [insert
appropriate dosage form] at bedtime
(P) If you have pain, take __ [insert appropriate dosage form] at a time. Wait at least __ hours
before taking again. Do not take more than __ [appropriate dosage form] in one day
(b) By October 2011, and updated as necessary, the board shall publish on its Web site translation of the
directions for use listed in subdivision (a)(4) into at least five languages other than English, to facilitate
the use thereof by California pharmacies.
(c) The board shall collect and publish on its Web site examples of labels conforming to these
requirements, to aid pharmacies in label design and compliance.
(d) The pharmacy shall have policies and procedures in place to help patients with limited or no English
proficiency understand the information on the label as specified in subdivision (a) in the patient's
language. The pharmacy's policies and procedures shall be specified in writing and shall include, at
minimum, the selected means to identify the patient's language and to provide interpretive services and

translation services in the patient's language. The pharmacy shall, at minimum, provide interpretive
services in the patient's language, if interpretive services in such language are available, during all hours
that the pharmacy is open, either in person by pharmacy staff or by use of a third-party interpretive
service available by telephone at or adjacent to the pharmacy counter.

{} (e) As used in this section, “appropriate dosage form” includes pill, caplet, capsule or tablet.

Note: Authority cited: Sections 4005 and 4076.5, Business and Professions Code. Reference: Sections
4005, 4076 and 4076.5, Business and Professions Code.
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Attachment 5



Continuing Eduction

16 CCR § 1732.05,
1732.2, & 1732.5



Title 16. BOARD OF PHARMACY

Order of Adoption

Proposal to amend § 1732.05 in Article 4 of Division 17 of Title 16 of the California Code of

Regulations to read:

81732.05. Accreditation Agencies for Continuing Education
(a) The following organizations are approved accreditation agencies:
(1) The Accreditation Council for Pharmacy Education.

(2) The Pharmacy-Foundation-of-Califernia-California Pharmacists Association.

(b) Accreditation agencies shall:

(1) Evaluate each continuing education provider seeking accreditation in accordance with the
provider's ability to comply with the requirements of section 1732.1 of this Division.

(2) Maintain a list of the name and address of the person responsible for the provider's
continuing education program. The accreditation agency shall require that any change in the
responsible person's identity shall be reported to the accreditation agency within 15 days of
the effective date of the change.

(3) Provide the board with the names, addresses and responsible party of each provider, upon
request.

(4) Respond to complaints from the board, providers or from pharmacists concerning activities
of any of its accredited providers or their coursework.

(5) Review at least one course per year offered by each provider accredited by the agency for
compliance with the agency's requirements and requirements of the board and, on request,
report the findings of such reviews to the board.

(6) Take such action as is necessary to assure that the continuing education coursework offered
by its providers meets the continuing education requirements of the board.

(7) Verify the completion of a specific continuing education course by an individual pharmacist
upon request of the board.

(c) Substantial failure of an approved accreditation agency to evaluate continuing education providers
as set forth in subdivision (b) shall constitute cause for revocation of its approval as an accreditation

agency by the board.
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Authority cited: Section 4005, Business and Professions Code. Reference: Section 4232, Business

and Professions Code.

Proposal to amend § 1732.2 in Article 4 of Division 17 of Title 16 of the California Code of Regulations

to read:

§ 1732.2. Board Accredited Continuing Education

(a) Individuals may petition the board to allow continuing education credit for specific coursework which
is not offered by a provider but meets the standards of Section 1732.3.

(b) Notwithstanding subdivision (a) of this section, coursework which meets the standard of relevance
to pharmacy practice and has been approved for continuing education by the Medical Board of
California, the California Board of Podiatric Medicine, the California Board of Registered Nursing or the
Dental Board of California shall, upon satisfactory completion, be considered approved continuing
education for pharmacists.

(c) A pharmacist serving on a designated subcommittee of the board for the purpose of developing the

California Practice Standards and Jurisprudence Examination for pharmacists pursuant to

section 4200.2 of the Business and Professions Code may annually be awarded up to six (6) hours of

continuing education for conducting a review of exam test questions. A subcommittee member shall

not receive continuing education hours pursuant to this subdivision if that subcommittee member

requests reimbursement from the board for time spent conducting a review of exam test guestions.

(d) A pharmacist or pharmacy technician who attends a full day board meeting may be awarded six (6)

hours of continuing education per renewal period. The board shall designate on its public agenda which

day shall be eligible for continuing education credit. A pharmacist or pharmacy technician requesting

continuing education pursuant to this subdivision must sign in and out on an attendance sheet at the

board meeting that requires the individual to provide his or her first and last name, license number, time

of arrival and time of departure from the meeting.

(e) A pharmacist or pharmacy technician who attends a full committee meeting of the board may be

awarded two (2) hours of continuing education per renewal period. A pharmacist or pharmacy

technician requesting continuing education hours pursuant to this subdivision must sign in and out on

an attendance sheet at the committee meeting that requires the individual to provide his or her first and

last name, license number, time of arrival and time of departure from the meeting.

(f) An individual may be awarded three (3) hours of continuing education for successfully passing the

examination administered by the Commission for Certification in Geriatric Pharmacy.
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Authority cited: Section 4005, Business and Professions Code. Reference: Section 4232, Business

and Professions Code.

Proposal to amend § 1732.5 of Article 4 of Division 17 of Title 16 of the California Code of Regulations
to read:

81732.5 Renewal Requirements for Pharmacists

(a) Except as provided in Section 4234 of the Business and Professions Code and Section 1732.6 of
this Division, each applicant for renewal of a pharmacist license shall submit proof satisfactory to the

board, that the applicant has completed 30 hours of continuing education in the prior 24 months.

(b) At least two (2) of the thirty (30) hours required for pharmacist license renewal shall be completed

by participation in a Board provided CE course in Law and Ethics. Pharmacists renewing their licenses

which expire on or after July 1, 2019, shall be subject to the requirements of this subdivision.

b)-(c) All pharmacists shall retain their certificates of completion for four (4) years following completion

of a continuing education course.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4231 and 4232,

Business and Professions Code.
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Attachment 6



Renewal Requirements
16 CCR §§ 1702, 1702.1,
1702.2, and 1702.5



Board of Pharmacy
Modified Text

Changes made to the originally proposed language are shown by deuble-strikethrough for deleted
language and double underline for added language. Additionally, the changes are shown in red
for color printing.

Amend Section 1702 of Article 5 of Division 17 of Title 16 of the California Code of Regulations
to read as follows:

1702. Pharmacist Renewal Requirements

(a) A pharmacist applicant for renewal who has not previously submitted fingerprints as a condition
of licensure or for whom an electronic record of the licensee’s fingerprints does not exist in the
Department of Justice’s criminal offender record identification database shall successfully
complete a state and federal level criminal offender record information search conducted
through the Department of Justice by the licensee’s or registrant’s renewal date that-eceurs-on-
orafter December72010.

(1) A pharmacist shall retain for at least three years as evidence of having complied with
subdivision (a) either a receipt showing that he or she has electronically transmitted his
or her fingerprint images to the Department of Justice or, for those who did not use an
electronic fingerprinting system, a receipt evidencing that his or her fingerprints were
recorded and submitted to the Board.

(2) A pharmacist applicant for renewal shall pay the actual cost of compliance with
subdivision (a).

(3) As a condition of petitioning the board for reinstatement of a revoked or surrendered
license, or for restoration of a retired license, an applicant shall comply with subdivision
(a).

(4) The board may waive the requirements of this section for licensees who are actively
serving in the United States military. The board may not return a license to active
status until the licensee has complied with subdivision (a).

(b) As a condition of renewal, a pharmacist applicant shall disclose on the renewal form whether
he or she has been convicted, as defined in Section 490 of the Business and Professions
Code, of any violation of the law in this or any other state, the United States, or other country,
since his or her last renewal . emitting—tTraffic infractions aader $300 $599 not involving
alcohol, dangerous drugs, or controlled substances do not need to be disclosed.

(c).As a condition of renewal, a pharmacist applicant shall disclose on the renewal form any
disciplinary action against any license issued to the applicant by a government agency. For
the purposes of this section, “disciplinary action” means an adverse licensure or certification
action that resulted in a restriction or penalty being placed on the license, such as revocation,
suspension, probation or public reprimand or reproval.

(d) Failure to provide all of the information required by this section renders an application for
renewal incomplete and the board shall not renew the license and shall issue the applicant
an inactive pharmacist license. An inactive pharmacist license issued pursuant to this
section may only be reactivated after compliance is confirmed for all licensure renewal
requirements.

Authority: Sections 4001.1 and 4005, Business and Professions Code.
Reference: Sections 490, 4036, 4200.5, 4207, 4301, 4301.5 and 4400, Business and Professions
Code; and Sections 11105(b)(10) and 11105(e), Penal Code.
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Adopt Section 1702.1 of Article 5 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

1702. 1 Pharmacy Technician Renewal Requirements
(a) A pharmacy technician applicant for renewal who has not previously submitted fingerprints as a

condition of licensure or for whom an electronic record of the licensee’s fingerprints does not
exist in the Department of Justice’s criminal offender record identification database shall
successfully complete a state and federal level criminal offender record information search
conducted through the Department of Justice by the licensee’s or registrant’s renewal date that
occurs on or after July 1, 20174.

(1) A pharmacy technician shall retain for at least three years as evidence of having
complied with subdivision (a) either a receipt showing that he or she has electronically
transmitted his or her fingerprint images to the Department of Justice or, for those who
did not use an electronic fingerprinting system, a receipt evidencing that his or her
fingerprints were recorded and submitted to the Board.

(2) A pharmacy technician applicant for renewal shall pay the actual cost of compliance with
subdivision (a).

(3) As a condition of petitioning the board for reinstatement of a revoked or
surrendered license an applicant shall comply with subdivision (a).

(4) The board may waive the requirements of this section for licensees who are actively
serving in the United States military. The board may not return a license to active
status until the licensee has complied with subdivision (a).

(b) As a condition of renewal, a pharmacy technician applicant shall disclose on the renewal form
whether he or she has been convicted, as defined in Section 490 of the Business and
Professions Code, of any violation of the law in this or any other state, the United States, or
other country, since his or her last renewal . Traffic infractions gager$598 not involving
alcohol, dangerous drugs, or controlled substances do not need to be disclosed.

(c).As a condition of renewal, a pharmacy technician applicant shall disclose on the renewal form
any disciplinary action against any license issued to the applicant by a government agency.
For the purposes of this section, “disciplinary action” means an adverse licensure or
certification action that resulted in a restriction or penalty against the license or certification
such as revocation, suspension, probation or public reprimand or reproval.

(d) Failure to provide all of the information required by this section renders an application for
renewal incomplete and the board shall not renew the license until the licensee
demonstrates compliance with all requirements.

Authority: Sections 4001.1 and 4005, Business and Professions Code.
Reference: Sections 490, 4038, 4115, 4202, 4207, 4301, 4301.5 and 4400, Business and
Professions Code; and Sections 11105(b)(10) and 11105(e), Penal Code.
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Adopt Section 1702.2 of Article 5 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

1702. 2 Designated Representative Renewal Requirements

(a) A designated representative applicant for renewal who has not previously submitted
fingerprints as a condition of licensure or for whom an electronic record of the licensee’s
fingerprints does not exist in the Department of Justice’s criminal offender record identification
database shall successfully complete a state and federal level criminal offender record
information search conducted through the Department of Justice by the licensee’s or
registrant’s renewal date that occurs on or after July 1, 20174.

(1) A designated representative shall retain for at least three years as evidence of having
complied with subdivision (a) either a receipt showing that he or she has
electronically transmitted his or her fingerprint images to the Department of Justice or,
for those who did not use an electronic fingerprinting system, a receipt evidencing
that his or her fingerprints were recorded and submitted to the Board.

(2) A designated representative applicant for renewal shall pay the actual cost of
compliance with subdivision (a).

(3) As a condition of petitioning the board for reinstatement of a revoked or surrendered
license an applicant shall comply with subdivision (a).

(4) The board may waive the requirements of this section for licensees who are actively
serving in the United States military. The board may not return a license to active status
until the licensee has complied with subdivision (a).

(b) As a condition of renewal, a designated representative applicant shall disclose on the renewal
form whether he or she has been convicted, as defined in Section 490 of the Business and
Professions Code, of any violation of the law in this or any other state, the United States, or
other country, since his or her last renewal. Traffic infractions sreer$598 not involving
alcohol, dangerous drugs, or controlled substances do not need to be disclosed.

(c).As a condition of renewal, a designated representative applicant shall disclose on the renewal
form any disciplinary action against any license issued to the applicant by a government
agency. For the purposes of this section, “disciplinary action” means an adverse licensure or
certification action that resulted in a restriction or penalty against the license or certification
such as revocation, suspension, probation or public reprimand or reproval.

(d) Failure to provide all of the information required by this section renders an application for
renewal incomplete and the board shall not renew the license until the licensee
demonstrates compliance with all requirements.

Authority : Sections 4001.1 and 4005, Business and Professions Code.
Reference: Sections 490, 4022.5, 4053, 4207, 4301, 4301.5 and 4400, Business and Professions
Code; and Sections 11105(b)(10) and 11105(e), Penal Code.
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Adopt Section 1702.5 of Article 5 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

1702.5. Disclosure of Discipline, Renewal, Nonresident Wholesaler or Nonresident
Pharmacy.

(a) As a condition of renewal, an applicant seeking renewal of a license as a nonresident
wholesaler or as a nonresident pharmacy shall report to the board any disciplinary action taken
by any government agency since the last renewal of the license. An applicant seeking the first
renewal of a license as a nonresident wholesaler or a nonresident pharmacy shall report to the
board any disciplinary action taken by any government agency since issuance of the license.
Failure to provide information required by this section shall render an application for renewal
incomplete, and the board shall not renew the license until such time as the information is
provided.

(b) For purposes of this section, “disciplinary action” means any adverse licensure or
certification action that resulted in a restriction or penalty against the license or certification.
Such actions include revocation, suspension, probation or public reprimand or reproval.

Authority: Section 4005, Business and Professions Code.
Reference: Sections 4112, 4161, 4300, and 4301, Business and Professions Code
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Attachment 7



Prescription Drug
Take-Back

1776-1776.6



Title 16. Board of Pharmacy
Third Modified Text

Changes made to the originally proposed language are shown by strikethrough for deleted
language and underline for added language.

Changes made to the first modified language are shown by deuble-strikethrough for deleted
language and bold underline for added language. (Additionally, the modified text is listed in
red for color printers.)

Changes made to the second modified language are shown by beld-deuble-sirikethrough

ine for deleted language and bold wavy underline for added

Ianguage (Addltlonally, the modified text is listed in purple for color printers.)

Proposal to add new Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations and a new Atrticle title as follows:

Article 9.1. Prescription Drug Take-Back Pregrams-Services

Proposal to add § 1776 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

Section 1776 Prescription Drug Take-Back Pregrams-Services: Authorization

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors

licensed by the board and-icensed-skilled-rursingtasilities may offer, under the requirements
in this article, specified prescription drug take-back services through collection receptacles

and/or mail back envelopes or packages te-the-publie-to provide options for the public to
destrey-discard unwanted, unused or outdated prescription drugs. Each ei-these-eatities entity

must comply wnth regulatlons of the federal Drug Enforcement Administration (DEA) and tae-

Only California-licensed pharmacies, hospitals/clinics with onsite pharmacies, and drug
distributors (Ilcensed wholesalers and thlrd-—party logistics providers) who are_registered
with the E Hen-(DEA) as collectors and licensed in good

standing with the board and-arealeo—regﬂered—wﬁh%e—gmg&#ersemem-m@nﬁtraﬁew
as-collectors may host a pharmaceutical take-back receptacle as participate-in-drug-take-

back-programs authorized under this article.

Note: Authority cited: Section 4005, Business and Professions Code.
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Reference: Sections 4005, 4026.5, and 4301, Business and Professions Code and Section
1317.40, Title 21 Code of Federal Regulations.

Proposal to add § 1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows: ‘

Section 1776 1 Pharmacnes

B (a) Pharmames may prowde take back services to he public pa%&en%s%w@a@&e&
sections—1776—1776-4. Retalil pharmacies and hospital/clinics with onsite pharmacies may

establish-maintain collection receptacles in their facilities. Pharmacies may epeate-
eellection-receptacies offer drug take-back services as specified=a in section 1776.4 in
skilled nursing facilities licensed under Galifernia-Health and Safety Code section 1250(c).

{6} (b) There are multiple federal, and state and local requirements governing the collection
and destruction of dangerous drugs. Pharmacies are expected to know and adhere to
these requirements when operating a prescription drug take-back program.

{d} (c) For purposes of this article, prescription drugs means dangerous drugs as defined by
Caliternia-Business and Professions Code section 4022, which includes ineluding
controlled substances. Controlled substances may be commingled in collection
receptacles or mail back packages-e~envelopes or packages with other dangerous drugs.

(d) Once drugs are deposited into a collection receptacle or mail back envelopes or packages
by a consumer patient, they are not to be removed. counted. sorted or otherwise

individually handled SPa

-The collection receptacle §h§|l contain signage that includes:

(1) The name and phone number of the responsible pharmacy:

harps and needles (e. lin syringes) shall not be deposited: an

(3) Consumers may deposit Qrgscrlgnon drugs including Schedule 11-V controlled
substances.

() te-Prescription drugs that are eligible for collection i 2s part of drug take-back pregrams
eperatedservices maintained by pharmacies are only those prescription drugs that have
been dispensed by any pharmacy or practitioner to a patient-or-patient’s-agent-consumer.
Dangerous drugs that have not been dispensed to patients consumers for use (such as
outdated drug stock in a pharmacy, drug samples provided to a medical practitioner or
medical waste) may not be collected in as part of a pharmacy’s drug take-back service
programs.

(a) As part of its drug take-back services, a Pharmacy shall not:
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(1) Pharmacy-stat-shall-net+=Review, accept, count, sort, or otherwise individually handle
any prescription drugs seturaed-from thepublis-consumers.

(2) A-pharmacy-shallneta-Accept or possess prescription drugs returned to the pharmacy
by-from skilled nursing seses-facilities, residential care homes,-sthesfaciities: health
care practitioners or é_ny other entity-ertities-in-a-collestion-recepiacie.

(3) A-phasmasy-shallnatd-Dispose of quarantined, recalled or outdated prescription drugs
from pharmacy stock-is-a-drug-take-back=eollectionreceptacle. lnsteadthe-pharmacy-

{g)y(h) A pharmacy must be registered with the federal-Brug-Enfsrcament-Administration

DEA as a collector for purposes of eperating maintaining a prescription drug take-back

collection receptacle program. Such pharmacies cannot employ anyone convicted of a

felony related to controlled substances, or anyone who has had a DEA permit denied,

surrendered or revoked.

fR)<5(1) Any pharmacy that eperates maintains a drug take-back collection receptacle
program as authorized in this article shall notify the board jn writing-ea-a-ferm-desigrated-
by-the-beard within 30 days of establishing the collection program. Additionally:

(1) Any pharmacy that ceases to eperate maintain a drug take-back collection receptacle

program-shall notlfy the board in writing within 30 dayswa:a L%pmza%@aa:zee%&m&

(2) Any pharmacy eperating-a-mail-back-program-er-maintaining a collection receptacles
shall disclose ideatify-to the board that it provides such services annually at the time of
renewal of the pharmacy license, and shall identify all locations where its collection
receptacles are located.

(3) Any tampering with a sterage_collection receptacle or theft of deposited drugs shall be
reported to the board in writing within 14 days.

(4) Any tampering, damage or theft of a removed liner shall be reported to the board in
writing within 14 days.

() If the pharmacy later ceases to eperate maintain the a reqgistered collection receptacle,
the pharmacy must notify the DEA Brug-Enfercement-Administration within 30 days.

f4(k) A pharmacy shall not provide take-back services to consumers—as-gravided-in-sections
2e—776-4-1f, in the professional judgment of the pharmacist--in--charge, the pharmacy
cannot comply with the provisions of this article or the DEA Brug-Enforcement

Administration rules.

£(1)_A pharmacy shall not provide take-back services to consumers-as-provided-in-sections-

7617764 if the pharmacy or the pharmacist--in--charge is on probation with the 2-

board, and, if the pharmacy had previously provided take-back services, the pharmacist--

in--charge shall notify the B-board and the DEA Drug-Enforcement-Administration as
required in subsections (h) and (i), above.

Note: Authority cited: Section 4005, Business and Professions Code.

Reference: Section 4005_and 4022, Business and Professions Code and Sections 1301.71,
1317.30, 1317.40, Title 21 Code of Federal Regulations.
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Propoéal to add § 1776.2 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.2 Pharmacies Qﬁgrlng Mail Back Envelope or Package Services-Mail-Back-
Package-and-Envelope-Services-from-Pharmacies

(a) Pharmacies that prowde prescrlptlon drug take back serwces may do so by establ%ng
providing
preaddressed mailing envelopes or packages eeatainers-to allow a consumer to for
returning prescription drugs to an authorized DEA B i
destruction location.

(b) All envelopes and packages must be preaddressed to a location registered with the DEA_

as a collector that-has-onsite-a-method-appropriateto-
deetpey—th&ppeseﬂpheprdmgs The pharmacy is responsible for ensuring that all

preaddressed envelopes and packages it makes available to the public are preaddressed
te-be-delivered-for delivery to facilities that comply with this section.
The pr ressed envel s and packages must be water and spill proof, tamper evident
fear resistant and sealable. The exterior shall be nondescript and not include markings
that indicate the envelope or package contains prescription drugs. Postage shall be
prepaid on each envelope or package.

(d) The preaddressed envelope and package shall contain a unigue identification number for

each envelope and package, and eesain=instructions for users that indicate the process to
mail back drugs.

tg) (e) Onee-filled-with-unwanted-prescription-drugsthe A pharmacy shall not accept any mail

back packages or envelopes_that contain drugs unless they are reqistered as a collector
and have an onsite method of destruction that complies with the DEA requirements.

Instead, &-consumers shall be directed to mail the envelopes or packages-ctdepasittham-

Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Section 4005, Business and Professions Code and Sections 1317.70 and
1317.70, Title 21 Code of Federal Regulations.

Proposal to add § 1776.3 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.3 Collection Receptacles in Pharmacies

(@) Apharmacy Pharmacies may that-provide-preseription-drug-take-back-servicesto-the-
public-may-do-se-by-establishing maintain a collection receptacle in-the-pharmasy-whereby
for the public to may deposit their unwanted prescription drugs for destruction. The
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pharmacy is responsible for the management and maintenance of the receptacle. The
receptacle shall be sesureblecked-and-substantially constructed, with a permanent outer
container and a removable inner liner. The collection receptacle shall be locked at all times

to Drevent access to the rnner liner. in Baring-heurs-when-the-pharmasy-is-clesed—the-

(b) AFhe pharmacy eperahng malntalnlng Qaea_collectlon receptacle must securely iastal-
fasten the receptacle to a permanent structure so it cannot be eee#ee%eremoved The
receptacle shall be installed in an inside location-w

Except as provided in subsection (c), the receptacle is vrsrble to pharmacy or DEA
registrant employees, but not located in or near emergency areas, nor behind the
pharmacy’s counter.

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be
located in an area that is regularly monitored by pharmacy or DEA reqistrant employees
and not in the proxrmrty of uemergency or urgent care_areas. When ggmamagymm

gﬁagﬁithe ccllectron receptacle shall be Iocked that drug may not be deposrted |nto
the collection receptacle. ‘A re-colleet Hach lock S-SHpH

(d) The receptacle shall mclude a small opening that allows deposit of drugs into the inside of
the receptacle directly into the inner liner, but does not allow for an individual to reach into

the receptacle’s contents. During hours when the pharmacy is closed, the collection
receptacle shall not be accessible to the public for deposit of drugs. The pharmacy shall

lock the dersrt gpgmngﬁgt on the collection receotacle

A Dharmacv shal direct consumers to directly deoosn drugs into the collection receotacle.
A Pharmacy stati-shall not accept, count sort or _trwhandle prescnptlon drugs
ﬁeteme&from me—eeel%consggmers‘ |

H A Ilner as used in this article shall be made of material that is certified by the manufacturer
to meet the American Society for Testing Materials (ASTM) D1709 standard test for impact
resistance of 165 grams (drop dart test), and the ASTM D1922 standards for tear
resistance of 480 grams in both parallel and perpendicular planes.

(1) The liner shall be waterproof, tamper evident and tear resistant.

(2) The liner shall be opaque to prevent viewing or removal of any contents once the liner
has been removed from a collection receptacle. The liner shall be clearly marked to
display the maximum contents (for example, in gallons). The liner shall bear a
permanent, unique identification number established by the pharmacy or pre-entered
onto the liner by the liner's manufacturer or distributor.

(g) The liner shall be removable as specified in this section. The receptacle shall allow the
public to deposit prescription drugs into the receptacle for containment into the inner liner,
without permitting access to or removal of prescription drugs already deposited into the
collection receptacle and liner. Once a prescription drug or any other item is placed in the

collection receptacle, the prescription drug or item cannot be removed, e~counted,_sorted
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or otherwise individually handled.

(h) If the liner is not already itself rigid or already inside of a rigid container when as it is
removed from the collection receptacle, the liner must be immediately. without interruption.
placed in a rigid container for storage, handling and transport. A rigid container may be
disposable, reusable, or recyclable. Rigid containers shall be leak resistant, have sealable

tight-fitting covers, and be kept clean and in good repair. Rigid-containers-may-be-of-any-

eeler- All rigid containers must meet standards of the Unlted States Department of

(i) The Imer may be removed from a Iocked col!ectlon receptacle only by or under the_
supervision of two employees of the pharmacy. Upon removal, the liner-these-pharmacy-
emplevees who shall pg_lmmedtately without interruption, sealed and the pharmacy

employees shall recor Lina %@#log,_ their partlmpatlon in the
removal of each Ilner from a collec’uon receptacie

a%g%eee@mee&hners and their r|g|d contamers shall not be opened X- rayed analyzed
or penetrated_at any time by the pharmacy or pharmacy personnel.
() Liners and their rigid containers that have been filled and removed from a collection
receptacle must be stored in a secured, locked location in the pharmacy no longer than
three 14 days.
The pharmacy shall make and keep the records specified in 1776.6.

() The pharmacy shall ensure the sealed inner liners and their contents are shipped to a
reverse distributor's registered location by common or contract carrier (such as UPS,
FEDEX or USPS) or by licensed reverse distributor pick-up at the licensed pharmacy's
premises.
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The collection receptacle shall contain signage that includes:

(1) The name and phone number of the responsible pharmacy;

(2) Medical sharps and needles (e.g.. insulin syrin hall not b
(3) Consumers may deposit prescription drugs including Schedule 1I-V controlled
substances.

Note: Authority Cited: Section 4005, Business and Professions Code.

Reference: Section 4005, Business and Professions Code and Sections 1304.22, 1317.05,
1317.60, 1317.75, and 1317.80 Title 21 Code of Federal Regulations.

Proposal to add § 1776.4 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.4 Geleetion-Drug Take-Back §§ryig§§ in Skilled Nursing Facilities

A B-pharmacy may offer drug take-back serv ggg %gkulled nursmg facilities licensed under
Health and Safety Code section 1250(c)== i

authorized by this article.

fa) @_Skilled nursing facilitye@&&e&a@# mplo r person lawfully entitl
i ent dent’ rt may dispose of asurrentresident's-unwanted or unused

facility employees to keep records noting the spemf!c quantlty of each prescription drug
mailed back, the unique identification number of the mail back package and the

preaddressed location to which the mail back envelope is sent.

{b} (D) Only tetai-pharmacies and hospitals/clinics with onsite pharmacies may establish
collection receptacles in skilled nursing facilities for the collection and ultimate disposal of
unwanted prescnptlon drugs. A pharm nd hospital I|n| with an onsite pharm

(3) Any-pha - :
within 30 davs when they iﬁa:t ceases to eperate maintain aHhe collection site
receptacle ¢
é%@ﬂ@%@@%ﬁ%ﬁ@z@@aﬁé

(4) Notify the board in writing within 14 days of any tampering of the collection receptacle

or theft of deposited drugs.

. . __]
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(5) Notify the board in writing within 14 davs of anv tampering, damage or theft of a

removed liner.

(6) Ary-pharmacy-operating-a-collectionroceplacie-site-at-a-skilled-nursinglacilibyshalll
List all collection receptacles it eperates maintains annually at the time of renewal of
the pharmacy license.

fe) (d) Within three business days after the permanent discontinuation of use of a medication
by a prescriber, as a result of the resident’s transfer to another facility or as a result of
death, the skilled nursing facility may place the patient’s unneeded prescription drugs into
a collection receptacle. Records of such deposit shall be made in the patient’s records,
with the name and signature of the employee discarding the drugs.

B (e) A collection receptacle must be located in a secured area regularly monitored by skilled
nursing facility employees.

{g) (f) The collection receptacle shall be securely fastened to a permanent structure so that it
cannot be meved-er~removed. The collection receptacle shall have a small opening that
allows deposit of drugs into the inside of the collection receptacle and directly into the
inner liner, but does not allow for an individual to reach into the receptacle’s contents.

1) (a) The receptacle shall be securely locked and substantially constructed, with a
permanent outer container and a removable inner liner.

(1) The liner shall comply with provisions in this article. The receptacle shall allow deposit
of prescription drugs into the receptacle for containment into the inner liner, without
permitting access to or removal of prescription drugs already deposited into the
collection receptacle and liner. Once a prescription drug or any other item is placed in
the collection receptacle, the prescription drug or item cannot be-vewed: removed,_
sorted. counted, or gtherwise individually handled-seunied.

(2) If the liner is not already itself rigid or already inside of a rigid container as when it is
removed from the collection receptacle, the liner must be immediately placed in a rigid
container for storage, handling and transport. A rigid container may be disposable,
reusable, or recyclable. Rigid containers shall be leak resistant, have sealable tight-
fitting covers, and be kept clean and in good repair. Rigid-containers-may-be-of-any-
eolor- All rigid containers must meet standards of the Umted States Department of
Transportatloneteeeeaaeee%e&eaeaseaLwaete = ptatners-shall

& L_)_A Imer as used in thIS artlcle shall be made of materlal that is certified by the
manufacturer to meet American Society for Testing Materials (ASTM) D1709 standard test
for impact resistance of 165 grams (drop dart test), and the ASTM D1922 standards for
tear resistance of 480 grams in both parallel and perpendicular planes.

(1) The liner shall be waterproof, tamper evident and tear resistant.
(2) The liner shall be opaque to prevent viewing-e+ and ¢ f
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contents once the liner has been removed from a collection receptacle. The liner shall
be clearly marked to display the maximum contents (for example in gallons) The liner
shall bear a permanent unlque |dennf|cat|on number-=esiak : RaEma

The collectign receptacle shall contain signage that includes:

(1) The name and phone number of the responsible pharmacy:
(2) Medical sharps and needles (e.q.. insulin syringes) shall not be deposited:
mers may deposit prescription dr including Schedule II-V controlled
substances.
¢} (1) Once deposited, the prescription drugs shall not be hasdied-counted, inventored-
sorted or otherwise individually handled.
&4 (k) The installation, removal, transfer and storage of inner liners shall be performed only
by:

(1) One employee of the authorized collector pharmacy and one supervisory level
employee of the long-term care facility (e.g., a charge nurse or supervisor) designated
by the authorized collector, or

(2) By or under the supervision of two employees of the authorized collector pharmacy.

) (1) Sealed inner liners that are placed in a container may be stored at the skilled nursing
facility for up to three business days in a securely locked, substantially constructed cabinet
or a securely locked room with controlled access until transfer to a reverse distributor for
destruction.

() (m) Liners still housed in a rigid container may be delivered to a reverse dustnbutor for
destruchon b

common or contract carrier or by reverse dlstrlbutor pleUp at the skilled nursing facility.
{e} (n) A pharmacy maintaining a collection receptacl killed nursing facility shall mak
and keeo the records as specified in 1776.6. 2 i f

Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Sections 4005, Business and Professions Code and Sections 1304.22, 1317.05,
1317.40, 1317.60, 1317.75, 1317.80, and 1317.95, Title 21 Code of Federal Regulations

e e N P e
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Proposal to add § 1776.5 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.5 Reverse Distributors

(a) A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics
provider) registered with the DEA as-a-<cellecte=may accept the sealed inner liners of
collection receptacles at the reverse distributor’s registered location by common or
contract carrier pick-up. or by reverse distributor pick-up at the collector's authorized
collection location. Once received, the reverse distributor shall establish records required
by this section. )

(b) A licensed reverse distributor may not open.=ef survey. or otherwise analvze eount-
inventory-or-otherwise-sort-orx-ray-the contents of inner liners. All liners shall be
incinerated destroyed by an appropriately licensed and reqgistered DEA reverse distributor
in a manner that makes the drugs irretrievable

(c)

pis lLtheﬁealedmneL

M@WJLMM&LMA&MMM
least one employee of the reverse distributor shall accept the receipt of the inner.
liners at the reverse distributor’s registered location.
(d) A reverse distributor shall not employ as an agent or employee anyone who has access to
_or influence over controlled substances, any person who has been convicted of any felony
offense related to controlled substances or who at any time had a DEA registration
revoked or suspended, or has surrendered a DEA registration for cause.

(:f=)(_1 For each sealed ||ner or ma|l back =

veenforeementpursuant to federal Title 21 CFR section 1317 55, the reverse dlstnbutor
shall maintain records of the number of sealed inner liners or mail back envelopes/ or
packages, including the:

(1) Date of acquisition;

(2) Number and the size (e.qg., five 10-gallon liners, etc.);

(3) Hventer-Unigue Identification number of each liner or envelope/package;

(4) The method of delivery to the reverse distributor, the signature of the individuals
delivering the liners to the reverse distributor, and the reverse distributor's employees
who received the sealed liner;

(5) The date, place and method of destruction;

(6) Number of packages and inner liners received;

(7) Number of packages and inner liners destroyed;

(8) The aumbername and signature of the two employees of the registrant that witnessed
the destruction.

(f) Eorliners only, the information specified in subsection (e)(1)-(8) above shall be created at
the time of receipt and at the time of destruction.

Note: Authority cited: Section 4005, Business and Professions Code.
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Reference: Sections 4005, Business and Professions Code and Section 1301.71, 1304.21,
1304.22, 1317.15, and 1317.55 Title 21 Code of Federal Regulations.

Proposal to add § 1776.6 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back
Services
Each entity authorized by this article to collect unwanted prescription drugs from patients shall

maintain the-fel{awiag records required by this article for three years.

{e} (a) For pharmacies usirg-maintaining collection receptacles, the pharmacy shall saeiaiain-

make and keep the following records for each liner:

(1) Date each unused liner is acquired, its unique identification number and size (e.g., five
5 gallon, 10- gallon). The pharmacy shall assign the unique identification number if the
liner does not already contain one.

(2) Date each liner is installed in a collection receptacle, the address of the location where
each liner is installed, the unique identification number and size (e.g., five-5 gallon,
10- gallon), the registration number of the collector pharmacy, and the names and
signatures of the two employees that witnessed each installation.

(3) Date each inner liner is removed and sealed, the address of the location from which
each inner liner is removed, the unique identification number and size (e.g., 5 gallon,
10 gallon) of each inner liner removed, the registration number of the collector
pharmacy, and the names and signatures of the two employees that witnessed ea&h-
the removal_and sealing.

(4) Date each sealed inner liner is transferred to storage, the unique identification number.
and size (e.g., 5-.gallon, 10 gallon) of each inner liner stored, and the names and
signatures of the two employees that transferred each sealed inner liner to storage.

(5) Date each sealed inner liner is transferred for destruction, the address and registration
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number of the reverse distributor or distributor to whom each sealed inner liner was
transferred, the unique Identification number and the size (e.g., 5 gallon, 10 gallon) of
each liner transferred, and the names and signatures of the two employees who
transferred each sealed inner liner to the reverse distributor or distributor, or the
common carrier who delivered it, the compan d. and any relat rwork

(invoice, bill of lading)and-the-sighature-oi-the-driver.

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections
4005, Business and Professions Code and Section 334422-1304.22, Title 21 Code of Federal
Regulations

e ]
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Attachment 8



Delegation of Certain
Function

1703



Title 16. Board of Pharmacy

PROPOSED LANGUAGE

Amend Section 1703 of Article 1 of Division 17 of Title 16 of the California Code of
Regulations to read:

§ 1703. Delegation of Certain Functions.

The power and discretion conferred by law upon the board to receive and file
accusations; issue notices of hearing, statements to respondent and statements of
issues; receive and file notices of defense; determine the time and place of hearings
under Section 11508 of the Government Code; set and calendar cases for hearing and
perform other functions necessary to the business-like dispatch of the business of the
board in connection with proceedings under the provisions of Sections 11500 through
11528 of the Government Code, prior to the hearing of such proceedings; the
certification and delivery or mailing of copies of decisions under Section 11518 of said
code; and issue summary suspension orders or notices of suspension under Section

4311 of the Business and Professions Code; make changes to its requlations without

requlatory effect pursuant to Title 1, California Code of Regulations Section 100; and

approve waivers pursuant to Section 4076.5(e) are hereby delegated to and conferred

upon the executive officer, or, in his or her absence from the office of the board, the

acting executive officer.

Note: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4003, 4076.5 and 4311, Business and Professions Code.

Proposed Language - 16 CCR Section 1703
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Attachment 9



Travel Medications -
1746.5



BOARD OF PHARMACY
Third Modified Text

Changes made to the originally proposed language are shown by single-strikethrough for
deleted language and single underline for added language. (Additionally, the modified

text is listed in red for color printers.)

Changes made to the modified proposed language are shown by deublestrikethrough
for deleted language and bold and double underline for added language. (Additionally,

the modified text is listed in blue for color printers.)

Changes made to the second modified proposed language are shown by italicized-single
strikethreugh-for deleted language and bold and bold underline for added language.
(Additionally, the modified text is listed in purple for color printers.)

Add §1746.5 to Article 5 of Division 17 of Title 16 of the California Code of Regulations as
follows:

§1746.5 Pharmacists Furnishing Travel Medications.

(a) A pharmacist furnishing prescription medications not requiring a diagnosis that are
recommended by the federal Center for Disease Control and Prevention (CDC) for individuals
traveling outside the 50 states and the District of Columbia pursuant to section
4052(a)(10)(A)(3) of the Business and Professions Code (hereafter, “travel medications”) shall
follow the reqguirements of this section.

(b) For purposes of Business and Professions Code section 4052(a)(10)(A)(3), a prescription
medications “not requiring a diagnosis” means a prescription medication that is either:

(1) For treatment of a condition that is recognized as both self-diagnosable and
recognized-as-self-treatable by the federal-Centerfor-Disease-Control-and-Prevention's

{CDC's} Health Information for International Travel (commonly called the Yellow Book),
or

(2) A-For prophylaxis-ctic of a condition.

(c) Training: A pharmacist who furnishes travel medications shall keep documentation of the
following on site and available for inspection by the Board:
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(1) Completion of an immunization=cestificatien-certificate training program that meets
the requirements of Business and Professions Code section 4052.8(b)(1),

(42) Completion of an appreved travel medicine training program, which must consist of
at least 10 26-hours of training and cover each medicationrelated-element of the
International Society of Travel Medicine’s Body of Knowledge for the Practice of Travel
Medicine (2012), hereby incorporated by reference,

(23) Completion of the CDC Yellow Fever Vaccine Course, and
(34) Current basic life support certification.

(d) Continuing Education: Pharmacists must complete two hours of ongoing continuing
education focused on travel medicine, separate from continuing education in immunizations
and vaccines, from an approved provider once every two years.

(e) Prior to furnishing travel medications, a pharmacist shall perform a good faith evaluation of
the patient, including evaluation of e-the patients travel history using destination-specific
travel criteria. The travel history must include all the information necessary for a risk
assessment during pre-travel consultation, as identified in the CDC Yellow Book. An example of
an appropriate and comprehensive travel history is available on the Board’s website.

(f) Notifications: The pharmacist shall notify the patient’s primary care provider of any drugs
andfor devices furnished to the patient within 38 14 days of the date of dispense-furnishing, or
enter the appropriate information in a patient record system shared with the primary care
provider, as permitted by the primary care provider. If the patient does not have a primary care
provider, or is unable to provide contact information for his or her primary care provider, the
pharmacist shall provide the patient with a written record of the drugs and/or devices
furnished and advise the patient to consult a physician of the patient’s choice.

(g) Documentation: For each travel medication furnished by a pharmacist, a patient medication
record shall be maintained and securely stored in physical or electronic manner such that the
mformatlon reqwred under-by-title-42: section 300aa 25 of title 42 of the United States Code

: is readily retrievable
during the pharmacy or faC|I|ty s normal operating hours. A pharmacist shall provide the patient
with g-progressnote—whichfully-decuments-written document that reflects the clinical
assessment and travel medication plan. Ar-example-of an-apprepriate-and-comprehensive
progress-note-is-available-on-the Board’s-website:

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052
and 4052.8, Business and Professions Code.
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Attachment 10



Disciplinary Guidelines
§ 1760



California State Board of Pharmacy
Specific Language to Amend 16 CCR § 1760

Initial proposed changes indicated with single strikethreugh for deletions and single
underline for additions.

Modified changes indicated with gdeuble-strikethraugh for deletions and double underline for
additions

Amend Section 1760 to Division 17 of Title 16 of the California Code of Regulations to
read as follows:

§ 1760. Disciplinary Guidelines.

In reaching a decision on a disciplinary action under the Administrative Procedure Act
(Government Code section 11400 et seq.) the board shall consider the disciplinary
guidelines entitled “Disciplinary Guidelines” (Rev. 186/2007-42015 10/2015), which are
hereby incorporated by reference.

Deviation from these guidelines and orders, including the standard terms of probation, is
appropriate where the board, in its sole discretion, determines that the facts of the particular
case warrant such a deviation-the presence of mitigating factors; the age of the case;
evidentiary problems.

Note: Authority cited: Sections 315, 315.2, 315.4 and 4005, Business and Professions
Code; and Section 11400.20, Government Code. Reference: Sections 315, 315.2, 315.4,
4300 - 4313 ard-4304, Business and Professions Code; and Sections 11400.20 and
11425.50(e), Government Code.

16 CCR§ 1760 Modified Text Page 1 of 1
December 17, 2015



Attachment 11



Fee Schedule
16 CCR 1749



Title 16. Board of Pharmacy

Amend section 1749 in Article 6 of Division 17 of Title 16 California Code of
Regulations to read as follows:

1749. Fee Schedule

The fees for the issuance and renewal of licenses, certificates, and permits, and the
penalties to be assessed for failure to renew in accordance with sections 163.5;4110;
4127.5,4128.2-4196-and-4400 of the Business and Professions Code and Pharmacy
Law are hereby fixed as follows:

(a) The fee for the issuance of any pharmacy license is five hundred twenty dollars
($520). The fee for the annual renewal of pharmacy license is three-hundred-twenty-
five-dollars{$325) six hundred sixty five dollars ($665). The penalty for failure to
renew is one hundred fifty dollars ($150).

(b) The fee for the issuance of a temporary license is three hundred twenty-five dollars
($325).

(c) The fee for the issuance of a pharmacy technician license shall be ene-hundred-five
dollars {$105) one hundred and forty dollars ($140). The fee for the biennial renewal
of a pharmacy technician license shall be ene-hundred-thirty-dollars($130) one

hundred forty dollars ($140). The penalty for failure to renew a pharmacy technician
license is sixty-five-dollars($65) seventy dollars ($70).

(d) The fee for application and examination as a pharmacist is two hundred sixty dollars
($260).

(e) The fee for regrading an examination is one hundred fifteen dollars ($115).

(N(1) The fee for the issuance of an original pharmacist license is one hundred ninety-
five dollars ($195).

(2) The fee for application of an advanced practice pharmacist license is three hundred
dollars ($300). If granted, there is no fee for the initial license issued, which will
expire at the same time the pharmacist’s license expires. (***This language is added
pursuant to the advanced practice pharmacist rulemaking currently being reviewed
by OAL.)

(9)(1) The fee for the biennial renewal of a pharmacist's license is ene-hundred-ninety-
five-dollars{$195) three hundred sixty dollars ($360). The penalty fee for failure to
renew is pinety-seven-dollarsfifty cents($97.50) one hundred fifty dollars ($150).

(2) The fee for the biennial renewal of an advanced practice pharmacist license is three
hundred dollars ($300). The penalty fee for failure to renew is one hundred fifty
dollars ($150). The fees in this paragraph are in addition to the fees required to
renew the pharmacist’s license as specified in paragraph 1.

(h) The fee for the issuance or renewal of a wholesaler's license or third-party logistics
provider is seven hundred eighty dollars ($780). The penalty for failure to renew is
one hundred fifty dollars ($150).

(i) The fee for the issuance er+enewal of a hypodermic license is ene-hundred-sixty-five
dollars{$165) one hundred seventy dollars ($170). The fee for the annual renewal of
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a hypodermic needle license is two hundred dollars ($200). The penalty for failure to
renew is eighty-two-dollarsfifty cents{$82.50) one hundred dollars ($100).

() The fee for the issuance of a license as a designated representative pursuant to
Section 4053 of the Business and Professions Code or designated representative-
3PL pursuant to Section 4053.1 shall-be three-hundred-thirty-dollars($330) is one
hundred fifty dollars ($150). The fee for the annual renewal of a license as a
designated representative or designated representative-3PL shall be ene-hundred

ninety-five-dollars{$195) two hundred and fifteen dollars ($215). The penalty for

failure to renew is ninety-seven-dollars-and-fifty-cents{$97.50) one hundred seven
dollars and fifty cents ($107.50).

(k) The fee for the issuanee application or renewal of a license as a nonresident
wholesaler or nonresident third-party logistics provider is seven hundred eighty
dollars ($780). The penalty for failure to renew is one hundred fifty dollars ($150).
The fee for a temporary license is seven hundred fifteen dollars ($715).

() The fee for an intern pharmacist license is ene-hundred-fifteen-dollars($115) one
hundred sixty-five dollars ($165). The fee for transfer of intern hours or verification of
licensure to another state is thirty dollars ($30).

(m) The fee for the reissuance of any permit, license, or certificate, or renewal thereof,
which must be reissued because of change in the information, other than name
change, is one hundred dollars ($100).

(n) The fee for the reissuance of any license that has been lost or destroyed or reissued
due to a name change is forty-five dollars ($45).

) (0) The fee for evaluation of continuing education courses for accreditation is forty
dollars ($40) for each hour of accreditation requested.

{e) (p) The fee for the issuance of a clinic license is five hundred twenty dollars ($520).
The fee for the annual renewal of a clinic license is three hundred twenty-five dollars
($325). The penalty for failure to renew is one hundred fifty dollars ($150).

) (q) The fee for the issuance of a nongovernmental license, errenewal-of-a-license;
to compound sterile drug products is seven-hundred-eighty-dollars{$786) one
thousand six hundred forty-five dollars ($1,645). The fee for the annual renewal of a
nongovernmental license to compound sterile drug products is one thousand three
hundred twenty-five dollars ($1,325). The penalty for failure to renew is one hundred
fifty dollars ($150). The fee for a temporary license is five hundred fifty dollars
($550).

(r) The fee for the issuance of a nonresident sterile compounding pharmacy is two
thousand three hundred eighty dollars ($2,380). The fee for the annual renewal of
nonresident sterile compounding pharmacy license is two thousand two hundred
seventy dollars ($2,270). The penalty for failure to renew is one hundred fifty dollars
($150). The fee for a temporary license is five hundred fifty dollars ($550).

&) (s) The fee for the issuance of a license as a designated representative for a

veterinary food-animal drug retailer shall-be-three-hundred-thirty-dollars{($330) is

one hundred fifty dollars ($150). The fee for the annual renewal of a license as a

designated representative shall-be-one-hundred-and-ninety-five-dollars{$195) is two
hundred fifteen dollars ($215). The penalty for failure to renew is ninety-seven
dollars-and-fifty cents{$97.50) is one hundred seven dollars and fifty cents
($107.50).
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) (The fee for a veterinary food-animal drug retailer license is feur-hundred-twenty-
five-dollars{$425) four hundred and thirty-five dollars ($435). The annual renewal
fee for a veterinary food-animal drug retailer is three-hundred-twenty-five-dollars
{$325) three hundred thirty dollars ($330). The fee for the issuance of a temporary
license is two hundred and fifty dollars ($250). The penalty for failure to renew is ene
hundred-twenty-five-dollars{$125) one hundred fifty dollars ($150).

{s) (u) The fee for the issuance of a retired pharmacist license shall be forty-five dollars
($45).

& (v) The fee for the issuance of a centralized hospital packaging pharmacy license
shall-be-$800 is eight hundred twenty dollars ($820). The annual renewal fee for a
centralized hospital packaging pharmacy license shallbe-$800 is eight hundred five
dollars ($805). The penalty for failure to renew is one hundred fifty dollars ($150).

(w) The fee for the issuance of an outsourcing facility license is two thousand two
hundred seventy dollars ($2,270). The annual renewal fee for an outsourcing facility
is one thousand three hundred twenty-five dollars ($1,325). The penalty for failure to
renew is one hundred fifty dollars ($150). The fee for a temporary outsourcing facility
license is seven hundred fifteen dollars ($715).

(X) The fee for the issuance of a nonresident outsourcing facility license is two thousand
three hundred eighty dollars ($2,380). The annual renewal fee for a nonresident
outsourcing facility is two thousand two hundred seventy dollars ($2,270). The
penalty for failure to renew is one hundred fifty dollars ($150).

Note: Authority cited: Sections 163-5-and-4005_and 4400, Business and Professions
Code. Reference: Sections 163.5, 4005, 4053, 4053.1, 4110,-4112¢h); 4120, 4127.1,
4127.2,4128.2,4129.1, 4129.2, 4160, 4161, 4180, 4190, 4196, 4200, 4202, 4203,
4208, 4210, 4304, 4400, 4401 and 4403, Business and Professions Code.

Board of Pharmacy Proposed Text Page 3 of 3
16 CCR § 1749 Fee Schedule (10.26.2016)



Attachment 12



Third-Party Logistics
Providers

§1780-1783



Title 16. Board of Pharmacy
Proposed Langquage

To Amend Article 10 of Division 17 of Title 16 of the California Code of Regulations to read as follows:

Article 10. Whelesalers Dangerous Drug Distributors

To Amend Section 1780 of Article 10 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1780. Minimum Standards fer Wheolesalers.
The following minimum standards shall apply to all wholesale and third-party logistics provider
establishments for which permits have been issued by the Board:

(a) A wholesaler and a third-party logistics provider shall store dangerous drugs in a secured and lockable
area.

(b) All wholesaler and third-party logistics provider premises, fixtures and equipment therein shall be
maintained in a clean and orderly condition. Wholesale and third-party logistics provider premises
shall be well ventilated, free from rodents and insects, and adequately lighted. Plumbing shall be in
good repair. Temperature and humidity monitoring shall be conducted to assure compliance with the

{1990, 22nd-Revisien)-official compendium.

(c) Entry into areas where prescription drugs are held shall be limited to authorized personnel.

(1) All facilities shall be equipped with an alarm system to detect entry after hours.

(2) All facilities shall be equipped with a security system that will provide suitable protection against
theft and diversion. When appropriate, the security system shall provide protection against theft or
diversion that is facilitated or hidden by tampering with computers or electronic records.

(3) The outside perimeter of the whelesalerpremises shall be well-lighted.

(d) All materials must be examined upon receipt and/or before shipment.

(1) Upon receipt, each outside shipping container shall be visually examined for identity and to
prevent the acceptance of contaminated prescription drugs or prescription drugs that are otherwise
unfit for distribution. This examination shall be adequate to reveal container damage that would
suggest possible contamination or other damage to the contents.

(2) Each outgoing shipment shall be carefully inspected for identity of the prescription drug products
and to ensure that there is no delivery of prescription drugs that have been damaged in storage or
held under improper conditions.

(e) The following procedures must be followed for handling returned, damaged and outdated prescription
drugs.

(1) Prescription drugs that are outdated, damaged, deteriorated, misbranded or adulterated shall be
placed in a quarantine area and physically separated from other drugs until they are destroyed or
returned to their supplier.

(2) Any prescription drugs whose immediate or sealed outer or sealed secondary containers have been
opened or used shall be identified as such, and shall be placed in a quarantine area and physically
separated from other prescription drugs until they are either destroyed or returned to the supplier.

(3) If the conditions under which a prescription drug has been returned cast doubt on the drug's safety,
identity, strength, quality or purity, the drug shall be destroyed or returned to the supplier unless
testing or other investigation proves that the drug meets appropriate United States Pharmacopeia
Standards (1990, 22nd Revision).

(f) Policies and procedures must be written and made available upon request by the board.

(1) Each W wholesaler and third-party logistics provider drug-distributers shall establish, maintain,
and adhere to written policies and procedures, which shall be followed for the receipt, security,
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storage, inventory and distribution of prescription drugs, including policies and procedures for
identifying, recording, and reporting losses or thefts, for correcting all errors and inaccuracies in
inventories, and for maintaining records to document proper storage.

(2) The records required by paragraph (1) shall be in accordance with Title 21, Code of Federal
Regulations, Section 205.50(g). These records shall be maintained for three years after disposition
of the drugs.

(3) Each W wholesaler and third-party logistics provider drug-distributors shall establish and maintain
lists of officers, directors, managers and other persons in charge of whelesale drug distribution,
storage and handling, including a description of their duties and a summary of their qualifications.

(4) Each wholesaler and third-party logistics provider shall provide adequate training and experience
to assure compliance with licensing requirements by all personnel.

(9) The board shall require an applicant for a licensed premise or for renewal of that license to certify that
it meets the requirements of this section at the time of licensure or renewal.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4043, 4045, 4051, 4053,
4053.1, 4054, 4059, 4120, 4160, 4161 and 4304, Business and Professions Code; Section 321 of Title 21,
U.S. Code; and Section 205.05 of Title 21, Code of Federal Regulations.

To Amend Section 1781 of Article 10 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1781. Exemption-Certificate Designated Representative.

A registered pharmacist, eran designated representative or designated representative —3PL

certified in accordance with Section 4053, 4053.1 or 4054 of the Business and Professions Code shall be
present and in control of a manufacturer's, ee-wholesaler's or a third-party logistics provider’s licensed
premises during the conduct of business.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4053, 4053.1 or 4054,
Business and Professions Code.

To Amend Section 1782 of Article 10 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1782. Reporting Sales of Drugs Subject to Abuse.

AH Each manufacturers, and wholesalers and third-party logistics provider shall report to the Board or its
designee, up to twelve (12) times a year, all sales of dangerous drugs subject to abuse as designated by the
Board for reporting, in excess of amounts to be determined by the Board from time to time. Reports shall be
made within thirty (30) days of the request in the form specified by the Board.

Authority cited: Sections 4005 and 4164, Business and Professions Code;and-Section26692,-Health-and-
Safety-Cede. Reference: Sections 4053.1, 4081, 4164, and 4332, Business and Professions Code;-and-Section

26692 Health-and-Safety Code.
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To Amend Section 1786 of Article 10 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1783. Manufacturer, er Wholesaler gr Third-Party L ogistics Provider Furnishing Drugs and

Devices.

(a) A manufacturer, er-wholesaler or third-party logistics provider shall furnish dangerous drugs or devices
only to an authorized person; prior to furnishing dangerous drugs and devices to a person not known to
the furnisher, the manufacturer, er wholesaler, or third-party logistics provider shall contact the board
or, if the person is licensed or registered by another government entity, that entity, to confirm the
recipient is an authorized person.

(b) “Authorized person” means a person to whom the board has issued a permit which enables the permit
holder to purchase dangerous drugs or devices for use within the scope of its permit. “Authorized
person” also means any person in this state or in another jurisdiction within the United States to the
extent such furnishing is authorized by the law of this state, any applicable federal law, and the law of
the jurisdiction in which that person is located. The manufacturer, e-wholesaler or third-party
logistics provider furnishing to such person shall, prior to furnishing the dangerous drugs and devices,
establish the intended recipient is legally authorized to receive the dangerous drugs or devices.

(c) Dangerous drugs or devices furnished by a manufacturer, er wholesaler or third-party logistics provider
shall be delivered only to the premises listed on the permit; provided that a manufacturer, o¢
wholesaler or third-party logistics provider may furnish drugs to an authorized person or an agent of
that person at the premises of the manufacturer, er-wholesaler or third-party logistics provider if (1)
the identity and authorization of the recipient is properly established and (2) this method of receipt is
employed only to meet the immediate needs of a particular patient of the authorized person.
Dangerous drugs or devices may be furnished to a hospital pharmacy receiving area provided that a
pharmacist or authorized receiving personnel signs, at the time of delivery, a receipt showing the type
and quantity of the dangerous drugs or devices so received. Any discrepancy between the receipt and
the type and quantity of dangerous drugs and devices actually received shall be reported to the
delivering manufacturer, er-wholesaler or third-party logistics provider by the next business day after
the delivery to the pharmacy receiving area.

(d) A manufacturer, er wholesaler or third-party logistics provider shall not accept payment for or allow
the use of an entity's credit to establish an account for the purchase of dangerous drugs or devices from
any person other than: (1) the owner(s) of record, chief executive officer, or chief financial officer
listed on the permit for the authorized person; and (2) on an account bearing the name of the permittee.

(e) All records of dangerous drugs or devices furnished by a manufacturer, e=wholesaler or third-party
logistics provider to an authorized person shall be preserved by the authorized person for at least three
years from the date of making and shall, at all times during business hours, be open to inspection by
authorized officers of the law at the licensed premises. The manufacturer, e-wholesaler or third-party
logistics provider shall also maintain all records of dangerous drugs or devices furnished pursuant to
this section for at least three years from the date of making and shall, at all times during business
hours, keep them open to inspection by authorized officers of the law at the premises from which the
dangerous drugs or devices were furnished.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4043, 4053.1, 4059,
4059.5, 4080, 4081, 4120, 4160, 4161, 4163 and 4304, Business and Professions Code; and Section 11209,
Health and Safety Code.
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Attachment 13



Pharmacy Technician

§ 1793.5, 1793.6,
1793.65



Proposal to Amend Title 16 CCR § 1793.5

§ 1793.5. Pharmacy Technician Application.

The “Pharmacy Technician Application” (Form 17A-5 (Rev. 38/45 10/2016)), incorporated by
reference herein, required by this section is available from the Board of Pharmacy upon
request.

(a) Each application for a pharmacy technician license shall include:

(1) Information sufficient to identify the applicant.

(2) A description of the applicant's qualifications and supporting documentation for those
qualifications.

(3) A criminal background check that will require submission of fingerprints in a manner
specified by the board and the fee authorized in Penal Code section 11105(e).

(4) A sealed, original Self-Query from the National Practitioner Data Bank (NPDB) dated no
earlier than 60 days of the date an application is submitted to the board.

(b) The applicant shall sign the application under penalty of perjury and shall submit it to the
Board of Pharmacy.

(c) The board shall notify the applicant within 30 days if an application is deficient; and what is
needed to correct the deficiency. Once the application is complete, and upon completion of any
investigation conducted pursuant to section 4207 of the Business and Professions Code, the
board will notify the applicant within 60 days of a license decision.

(d) Before expiration of a pharmacy technician license, a pharmacy technician must renew that
license by payment of the fee specified in subdivision (r) of section 4400 of the Business and
Professions Code.

Note: Authority cited: Sections 163.5, 4005, 4007, 4038, 4115, 4202, 4207 and 4400, Business
and Professions Code. Reference: Sections 163.5, 4005, 4007, 4038, 4115, 4202, 4207, 4402 and
4400, Business and Professions Code; and Section 11105, Penal Code.



California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 GOVERNOR EDMUND G. BROWN JR.
Fax (916) 574-8618

www.pharmacy.ca.gov

PHARMACY TECHNICIAN APPLICATION

All items of information requested in this applrcatron are mandatory Failure to provrde any of the requested information will result
in the application being considered incomplete a An applicant for a
pharmacy technician license, who fails to complete all the appllcatlon reqwrements W|th|n 60 days after belng notlfled by the board of
deficiencies, may be deemed to have abandoned the application and may be required to file a new application, fee, and meet all the
requwements which are in effect at the tlme of reapplication. Please Read aII the application instructions before you complete the

application.p
apphecant. All questrons on thrs apphcatron must be answered If not applrcable |nd|cate N/A Attach addrtronal sheets of paper if
necessary.

Military Expedite [1 MILITARY (Are you serving in the United States military?)
[0 VETERAN (Have you ever served in the United States military?)
Applicant Information - Please Type or Print [0 ACTIVE DUTY MILITARY-Spouse or Partner {Check-here

Applicant Information - Please Type or Print
Full Legal Name: Last Name: First Name: Middle Name:

Previous Names (AKA, Maiden Name, Alias, etc):

*Official Mailing/Public Address of Record (Street Address, PO Box #, etc):

City: State: Zip Code:

Residence Address (if different from above):

City: State: Zip Code:
Home#: ( ) Cell: ( ) Work#: ( ) Email Address:
Date of Birth (Month/Day/Year): **Social Security # or Individual Tax ID #: Driver's License No: State:
Mandatory Education (check one box) TAPE A COLOR PASSPORT STYLE
Please indicate how you satisfy the mandatory education requirement in Business and PHOTOGRAPH (2"X2") TAKEN
Professions Code Section 4202(a). WITHIN 60 DAYS OF THE FILING OF
[] High school graduate or foreign equivalent.
Attach an official embossed transcript or notarized copy of your high school transcript, or THIS APPLICATION
certificate of proficiency, or foreign secondary school diploma along with a certified NO POLAROID OR
translation of the diploma. SCANNED IMAGES
[l Completed a general education development certificate equivalent. PHOTO MUST BE ON PHOTO
Attach an official transcript of your test results or certificate of proficiency. QUALITY PAPER

Pharmacy Technician Qualifying Method (check one box)

Please check one of the boxes below indicating how you qualify in order to apply for a pharmacy technician license pursuant to Section
4202(a)(1)(2)(3)(4) of the Business and Professions Code.
[ Attached Affidavit of Completed Coursework or Graduation for: Associate degree in Pharmacy Technology, Training Course,
or Graduate of a school of pharmacy

[0 Attached is a certified copy of PTCB certificate or EXCPT certificate — Date certified:
[1 Attached is a certified copy of your military training DD214

List all state(s) where you hold or held a license as a pharmacist, intern pharmacist and/or pharmacy technician and or
another health care profession license, including California. Attach an additional sheet if necessary.

State Registration Number Active or Inactive Issued Date Expiration Date

Self-Query Report by the National Practitioner Data Bank (NPDB)

[] Attached is the original sealed envelope containing my Self-Query Report from NPDB. (This must be submitted with your application.)
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http:www.pharmacy.ca.gov

Photo O FP Cards/Live Scan [0 | FOR BOARD USE ONLY

Enf 1st Check | FP Cards Sent App fee no.
Enf 2nd Check O FP Fees [ | License no. Amount
Qualify Code DOJ Clear Date: Date issued Date cashiered
Self-Query (| FBI Clear Date: Date expires

Please answer the following questions.

Failure to do so may result in this application being deemed incomplete and being withdrawn.

1.

Do you have a mental iliness or physical illness that in any way impairs or limits your ability to practice your
profession with reasonable skill and safety without exposing others to significant health or safety risks?
If “yes,” attach a statement of explanation. If “no,” proceed to #2.

Are the limitations caused by your mental illness or physical illness reduced or improved because you
receive ongoing treatment or participate in a monitoring program? Yes [] No []
If “yes,” attach a statement of explanation.

If you do receive ongoing treatment or participate in a monitoring program, the board will make an
individualized assessment of the nature, the severity and the duration of the risks associated with an
ongoing mental illness or physical illness to determine whether an unrestricted license should be issued,
whether conditions should be imposed, or whether you are not eligible for license.

Yes []

No []

Have you previously engaged in the illegal use of controlled substances?

If “yes,” are you currently participating in a supervised substance abuse program or professional assistance
program which monitors you in order to assure that you are not engaging in the illegal use of controlled
dangerous substances? Yes [] No []

Attach a statement of explanation.

Yes []

No []

Do you currently participate in a substance abuse program or have previously participated in a substance
abuse program in the past five years?

If “yes,” are you currently participating in a supervised substance abuse program or professional assistance
program which monitors you to ensure you are maintaining sobriety? Yes [] No []

Attach a statement of explanation.

Yes []

No []

Has disciplinary action ever been taken against your designated representative, pharmacist, intern
pharmacist and/or pharmacy technician license in this state or any other state? If “yes,” attach a statement
of explanation to include circumstances, type of action, date of action and type of license,
registration or permit involved.

Yes []

No []

Have you ever had an application for a designated representative, pharmacist, intern pharmacist and/or
pharmacy technician license denied in this state or any other state? If “yes,” attach a statement of
explanation to include circumstances, type of action, date of action and type of license, registration
or permit involved.

Yes []

No []

Have you ever had a pharmacy license, or any professional or vocational license or registration denied,
suspended, revoked, placed on probation or had other disciplinary action taken by this or any other
government authority in California or any other state? If “yes,” provide the name of company, type of
permit, type of action, year of action and state.

Yes []

No []

17A-5 (Rev. 16415 11/2016)

Page 2 of 6




7. Are you currently or have you previously been listed as a corporate officer, partner, owner, manager,
member, administrator or medical director on a permit to conduct a pharmacy, wholesaler, medical device Yes[] No []
retailer or any other entity licensed in this state or any other state? If “yes,” provide company name, type
of permit, permit number and state where licensed.

8. Have you ever been convicted of, or pleaded guilty or nolo contender/no contest to, any crime, in any state,
the United States or its territories, a military court, or any foreign country? Include any felony or Yes [] No []
misdemeanor offense, and any infraction involving drugs or alcohol with-a-fine-ef $500-ermere. You must
disclose a conviction even if it was: (1) later dismissed or expunged pursuant to Penal Code section 1203.4
et seq., or an equivalent release from penalties and disabilities provision from a non-California jurisdiction, or
(2) later dismissed or expunged pursuant to Penal Code section 1210 et seq., or an equivalent post-
conviction drug treatment diversion dismissal provision from a non-California jurisdiction. Failure to answer
truthfully and completely may result in the denial of your application.

NOTE: You may answer “NO” regarding, and need not disclose, any of the following: (1) criminal matters
adjudicated in juvenile court; (2) criminal charges dismissed or expunged pursuant to Penal Code section
1000.4 or an equivalent deferred entry of judgment provision from a non-California jurisdiction; (3)
convictions more than two years old on the date you submit your application for violations of California
Health and Safety Code section 11357, subdivisions (b), (c), (d), or (e), or California Health and Safety Code

section 11360, subdivision (b); and (4) infractions or traffic violations with-a-fine-ef-less-than-$500 that do not
involve drugs or alcohol.

You may wish to provide the following information in order to assist in the processing of your application: 1)
certified copies of the arresting agency report; 2) certified copies of the court documents; 3) and a
descriptive explanation of the circumstances surrounding the conviction (i.e. dates and location of incident
and all circumstances surrounding the incident.) If documents were purged by the arresting agency and/or
court, a letter of explanation from these agencies is required.

Failure to disclose a disciplinary action or conviction may result in the license being denied or
revoked for falsifying the application. Attach additional sheets if necessary.

Arrest Date | Conviction Date | Violation(s) | Case # Court of Jurisdiction (Full Name and Address)
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APPLICANT AFFIDAVIT

eemed-incomplete—Falsification

of the |nformat|on on thls appllcatlon may constltute ground for denlal or revocatlon of the Ilcense

All items of information requested in this application are mandatory. Failure to provide any of the requested information may result in the application being
rejected as incomplete.

Collection and Use of Personal Information. The California State Board of Pharmacy of the Department of Consumer Affairs collects the personal information
requested on this form as authorized by Business and Professions Code sections 4200 and 4202 and Title 16 California Code of Regulations section 1793.5 and
1793.6. The California State Board of Pharmacy uses this information principally to identify and evaluate applicants for licensure, issue and renew licenses, and
enforce licensing standards set by law and regulation.

Mandatory Submission. Submission of the requested information is mandatory. The California State Board of Pharmacy cannot consider your application for
licensure or renewal unless you provide all of the requested information.

Access to Personal Information. You may review the records maintained by the California State Board of Pharmacy that contain your personal information, as
permitted by the Information Practices Act. The official responsible for maintaining records is the Executive Officer at the board’s address listed on the application.
Each individual has the right to review the files or records maintained by the board, unless confidential and exempt by law Civi-Code-Section-1798.40.

Possible Disclosure of Personal Information. We make every effort to protect the personal information you provide us. The information you provide, however,

may be disclosed in the following circumstances:

o Inresponse to a Public Act request (Government Code section 6250 and following), as allowed by the Information Practices Act (Civil Code section 1798 and
following);

o To another government agency as required or permitted by state or federal law; or

o Inresponse to a court or administrative order, a subpoena, or a search warrant.

*Once you are licensed with the board, the address of record you enter on this application is considered public information pursuant to the Information Practices Act
(Civil Code section 1798 et seq.) and the Public Records Act (Government Code section 6250 et seq.) and will be placed-available on the Internet. This is where the
board will mail all official correspondence. If you do not wish your residence address to be available to the public, you may provide a post office box number or a
personal mail box (PMB). However, if your address of record is not your residence address, you must also provide your residence address to the board, in which
case your residence will not be available to the public.

**Disclosure of your U.S. social security account number or individual taxpayer identification number is mandatory. Section 30 of the Business and Professions
Code, Section 17520 of the Family Code, and Public Law 94-455 (42 USC § 405(c)(2)(C)) authorize collection of your social security account number. Your social
security account number will be used exclusively for tax enforcement purposes, for purposes of compliance with any judgment or order for child or family support in
accordance with section 17520 of the Family Law Code, or for verification of license or examination status by a licensing or examination entity which utilizes a
national examination and where licensure is reciprocal with the requesting state. If you fail to disclose your social security account number, your application will not
be processed and you may be reported to the Franchise Tax Board, which may assess a $100 penalty against you.

MANDATORY REPORTER

Under California law, each person licensed by the California State Board of Pharmacy is a “mandated reporter” for both child and elder abuse or neglect purposes
laws.

California Penal Code Section 11166 and Welfare and Institutions Code Section 15630 require that all mandated reporters make a report to an agency specified in
Penal Code Section 11165.9 and Welfare and Institutions Code Section 15630(b)(1) [generally law enforcement, state and/or county adult protective services
agencies, etc.] whenever the mandated reporter, in his or her professional capacity or within the scope of his or her employment, has knowledge of or observes a
child, elder and/or dependent adult whom the mandated reporter knows or reasonably suspects has been the victim of child abuse or elder abuse or neglect. The
mandated reporter must contact by telephone immediately or as soon as possible, to make a report to the appropriate agency(ies) or as soon as practicably possible.
The mandated reporter must prepare and send a written report thereof within two working days or 36 hours of receiving the information concerning the incident.

Failure to comply with the requirements of Seetion-11166-and-Section-15630 the laws above is a misdemeanor, punishable by up to six months in a county jail, by a
fine of one thousand dollars ($1,000), or by both that imprisonment and fine. For further details about these requirements, eensuit refer to Penal code section 11164
and Welfare and Institutions Code section 15630, and subsegquent following sections.

APPLICANT AFFIDAVIT
(must be signed and dated by the applicant)
l, , hereby attest to the fact that | am the applicant whose signature appears
(Print full Legal Name)

below. | hereby certify under penalty of perjury under the laws of the State of California to the truth and accuracy of all statements, answers and representations
made in this application, including all supplementary statements. | understand that my application may be denied, or any license disciplined, for fraud or
misrepresentation.

Original Signature of Applicant (signed and dated by the applicant within 60 days of filing the application) Date

17A-5 (Rev. 16/45 11/2016) Page 4 of 6



1625 N. Market Blvd, Suite N219, Sacramento, CA 95834
Phone (916) 574-7900

DEPARTMENT OF CONSUMER AFFAIRS
GOVERNOR EDMUND G. BROWN JR.
Fax (916) 574-8618

www.pharmacy.ca.gov

AFFIDAVIT OF COMPLETED COURSEWORK OR GRADUATION
FOR PHARMACY TECHNICIAN

Instructions: This form must be completed by the university, college, school, or pharmacist (The person who

must complete this form will depend on how the applicant is qualifying). All dates must include the month, day,
and year in order for the form to be accepted.

This is to certify that

has
Print Name of Applicant
U Completed a pharmacy technician training program accredited by the American Society of Health-System
Pharmacists as specified in Title 16 California Code of Regulations Section 1793.6(a) on
/ /

(completion date must be included)

] Completed 240 hours of instruction as specified in Title 16 California Code of Regulations Section 1793.6(c)
on / /

(completion date must be included)

] Completed an Associate Degree in Pharmacy Technology and was conferred on her/him on
/ /

(graduation date must be included)

] Graduated from a school of pharmacy accredited by the American Council on Pharmaceutical Education

(ACPE). The degree of Bachelor of Science in Pharmacy or the degree of PharmD was conferred on
her/him on / /

(graduation date must be included)

| hereby certify under penalty of perjury under the laws of the State of California to the truth and accuracy of the above:

Signed: Title: Date: / /
University, College,
) or School of
Affix school seal here. Pharmacy Name:
Address:
OR
Print Name of
Director, Registrar,
or Pharmacist:
Attach a business card of the pharmacist Phone Number:
who provided the training pursuant to
Section 1793.6(c) of the California Code Email:
of Regulation here. The pharmacist’'s
license number shall be listed.
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Draft Proposal to Amend Title 16 California Code of Regulations Section 1793.6

1793.6. Training Courses Specified by the Board.

A course of training that meets the requirements of Business and Professions Code section 4202
(a)(2) is:

(a) Any pharmacy technician training program accredited by the American Society of Health--
System Pharmacists,

(b) Any pharmacy technician training program provided by a branch of the federal armed services
for which the applicant possesses a certificate of completion, or

(c) (1) Any other course that provides a training period of at least 240 hours of instruction covering
at least the following:

(* A) Knowledge and understanding of different pharmacy practice settings.

(2 B) Knowledge and understanding of the duties and responsibilities of a pharmacy technician in
relationship to other pharmacy personnel and knowledge of standards and ethics, laws and
regulations governing the practice of pharmacy.

(3 C) Knowledge and ability to identify and employ pharmaceutical and medical terms,
abbreviations and symbols commonly used in prescribing, dispensing and record keeping of
medications.

(4 D) Knowledge of and the ability to carry out calculations required for common dosage
determination, employing both the metric and apothecary systems.

(5 E) Knowledge and understanding of the identification of drugs, drug dosages, routes of
administration, dosage forms and storage requirements.

(6 F) Knowledge of and ability to perform the manipulative and record-keeping functions involved in
and related to dispensing prescriptions.

(# G) Knowledge of and ability to perform procedures and techniques relating to manufacturing,
packaging, and labeling of drug products.

(2) In addition to the content of coursework specified in subdivision (c)(1), the course of training

must also satisfy all of the following:

(A) Prior to admission to the course of training, an administrator or instructor must conduct a

criminal background check and counsel applicants to the program about the negative impact to

securing licensure if the background check reveals criminal history.

(B) Administer at least one drug screening to evaluate use of illicit drugs or use of drugs without a

prescription. The results of any screen shall be considered as part of the evaluation criteria to

determine acceptance into the course of training or appropriateness for continuation in the course

of training. An administrator or instructor shall counsel students about the negative impact of a

positive drug screen on eligibility for licensure.

(C) Require students to be at least 18 years of age prior to the beginning of instruction.

Draft regulation proposal (7/15/2016 draft revision)
For Discussion at July 2016 Board Meeting Page 1



(D) Require a final examination that demonstrates students’ understanding and ability to perform or

apply each subject area identified in subsection (1) above.

Authority cited: Sections 4005, 4007, 4038, 4115, 4115.5, and 4202, Business and Professions Code.
Reference: Sections 4005, 4007, 4038, 4115 and 4202, Business and Professions Code.

Draft regulation proposal (7/15/2016 draft revision)
For Discussion at July 2016 Board Meeting Page 2



Proposal to Add Section 1793.65
1793.65 Pharmacy Technician Certification Programs Approved by the Board.

a. Pursuant to Business and Professions Code section 4202(a)(4), the board approves the following
pharmacy technician certification programs until January 1, 2021:

1. Pharmacy Technician Certification Board, and
2. National Healthcareer Association’s Examination for the Certification of Pharmacy Technicians
Program.

b. Approval of these programs is valid through December 31, 2020.

Note: Authority cited: Business and Professions Code Sections 4005 and 4202. Reference: Business
and Professions Code Sections 4005, 4038 and 4202.

Board of Pharmacy Board Meeting
16 CCR 1793.65 October 26 & 27,2016
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1735.2. Compounding Limitations and Requirements; Self-Assessment.

(k) Prior to allowing any drug product preparation to be compounded in a pharmacy,
the pharmacist-in-charge shall complete a self-assessment for compounding
pharmacies developed by the board (Incorporated by reference is “Community
Pharmacy & Hospital Outpatient Pharmacy Compounding Self-Assessment” Form
17M-39 Rev. 82/12 12/2016.) as required by Section 1715 of Title 16, Division 17, of
the California Code of Regulations. That form contains a first section applicable to all
compounding, and a second section applicable to sterile injectable compounding. The
first section must be completed by the pharmacist-in-charge before any compounding
is performed in the pharmacy. The second section must be completed by the
pharmacist-in-charge before any sterile compounding is performed in the pharmacy.
The applicable sections of the self-assessment shall subsequently be completed
before July 1 of each odd-numbered year, within 30 days of the start date of a new
pharmacist-in-charge or change of location, and within 30 days of the issuance of a
new pharmacy license. The primary purpose of the self-assessment is to promote
compliance through self-examination and education.

Board Meeting December 14, 2016
Page 2 of 2



California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY

1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone: (916) 574-7900 Fax: (916) 574-8618 GOVERNOR EDMUND G. BROWN JR.
www.pharmacy.ca.gov

Community Pharmacy & Hospital Outpatient Pharmacy Compounding Self-Assessment

The California Code of Regulations section 1735.2 requires the pharmacist-in-charge of each pharmacy licensed
under section 4037 or 4029 of the Business and Professions Code that compounds drug preparations to complete
a self-assessment of the pharmacy’s compliance with federal and state pharmacy law. The assessment shall be
performed before July 1 of every odd-numbered year. The pharmacist-in-charge must also complete a
self-assessment within 30 days whenever; (1) a new pharmacy permit has been issued, or (2) there is a change
in the pharmacist-in-charge; or (3) there is a change in the licensed location of the pharmacy. The primary
purpose of the self-assessment is to promote compliance through self-examination and education.

The self-assessment must be completed in its entirety and may be completed online, printed, readily retrievable
and retained in the pharmacy. Do not copy a previous assessment.

Each self-assessment must be kept on file in the pharmacy for three years after it is performed.

Pharmacy Name:

Address: Phone:
Fax:
Ownership: Sole Owner 0O Partnership [ Corporation [ LL.c O Trust[

Non-Licensed Owner [0 Other (please specify) [

License #: Exp. Date: Other License #: Exp. Date:
Licensed Sterile Compounding License # Expiration:

Accredited by: From: To:

Centralized Hospital Packaging License #: Exp. Date:

Hours: Weekdays_ Sat Sun. 24 Hours
PIC: RPH # Exp. Date:

Website address (optional):

PIC
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Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians assigned to compounding duties):

(Please use an additional sheet if necessary)

10.

11.

12.

13.

14.

15.

17M-39 (Rev. 12/2016)

RPH #
APH #

RPH #
APP #

RPH #
APH #

RPH #
APH #

RPH #
APH #

RPH #
APH #

RPH #
APH #

INT #

INT #

INT #

TCH #

TCH #

TCH #

TCH #

TCH #

2 0of 24

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.

Exp.
Exp.
Exp.
Exp.
Exp.
Exp.
Exp.

Exp.

Date:
Date:

Date:
Date:

Date:
Date:

Date:
Date:

Date:
Date:

Date:
Date:

Date:
Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

PIC
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COMPOUNDING SELF-ASSESSMENT

All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted.
Please mark the appropriate box for each question. If “/NO”, enter an explanation on “CORRECTIVE ACTION OR
ACTION PLAN” lines at the end of the section. If more space is needed, you may add additional sheets.

ALL COMPOUNDING complete Sections 1 through 8.

1. Definitions (CCR 1735 and 1735.1)

Yes No N/A
D D D 1.1 The pharmacy compounds as defined in CCR 1735(a).

D D D 1.2 Each pharmacist involved with compounding understands the definitions in CCR 1735.1.

2. Compounded Limitations and Requirements (CCR 1735.2)

Yes No N/A

D D D 2.1 The pharmacy does not compounded drug preparations prior to receipt of a valid prescription

unless under the following conditions as allowed in CCR 1735.2 (b-c) (CCR 1735.2(a)). See sections 2.2 and
2.3

D I:] D 2.2 The pharmacy prepares and stores a limited quantity of a compounded drug preparation in
advance of receipt of a patient specific prescription solely in such quantity as is necessary
to ensure continuity of care of an identified population as defined in CCR 1735.2(b).

D D D 2.3 The pharmacy compounds a reasonable quantity of drug preparation which is furnished to a
prescriber for office use upon prescriber order as allowed in CCR 1735.2(c) and under all of the following
requirements:

2.3.1 Isordered by the prescriber or the prescribers’ agent on a purchase order or other
documentation received by the pharmacy prior to furnishing that lists the number of patients
seen or to be seen in the prescriber’s office for whom the drug is needed or anticipated, and
the quantity for each patient sufficient for office administration; (CCR 1735.2[c][1]) AND

2.3.2 Is delivered to the prescriber’s office and signed for by the prescriber or the prescriber’s
agent; (CCR 1735.2[c][2]) AND

2.3.3 Issufficient for administration or application to patients in the prescriber’s office or for
distribution of not more than a 120-hour supply for veterinary medical practices;

(CCR 1735.2[c][3]) AND

2.3.4  The pharmacist has a credible basis for concluding it is a reasonable quantity for office use
considering the intended use of the compounded preparation and the nature of the
prescriber’s practice; (CCR 1735.2[c][4]) AND

2.3.5 Isan amount which the pharmacy is capable of compounding in compliance with
pharmaceutical standards for integrity, potency, quality and strength of the compounded drug
preparation; (CCR 1735.2[c][5]) AND

2.3.6  Does not exceed an amount the pharmacy can reasonably and safely compound.

(CCR 1735.2[c][6])

D I:] D 2.4. The pharmacy does NOT compound drug preparations that: (CCR 1735.2[d])
2.4.1  Are classified by the FDA as demonstrably difficult to compound; (CCR 1735.2[d][1])

PIC
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2.4.2  Appear on an FDA list of drugs that have been withdrawn or removed from the market;
(CCR 1735.2[d][2]) or
2.4.3  Are copies or essentially copies of one or more commercially available drug products.

(CCR 1735.2[d][3])
Yes No N/A

D D D 2.5 The pharmacy does not compound drug preparations until it has prepared a written master formula
document that includes the following elements: (CCR 1735.2[e][1-8])
2.5.1  Active ingredients used.
2.5.2  Equipment to be used.
2.5.3  Beyond use date (BUD).
2.5.4  Inactive ingredients used.
2.5.5  Specific and essential compounding steps.
2.5.6  Quality reviews required at each step.
2.5.7  Post-compounding process or procedures, if required.
2.5.8 Instructions for storage and handling.

D D D 2.6 The master formula for a drug preparation not routinely compounded by the pharmacy
may be recorded on the prescription document itself. (CCR 1735.2[f])

I:' D I:' 2.7 The pharmacists performing or supervising compounding understand they are responsible
for the integrity, potency, quality, and labeled strength of a compounded drug preparation until the
beyond use date indicated on the label, so long as label instructions for storage and handling are followed
after the preparation is dispensed. (CCR 1735.2[g])

I:' D I:' 2.8 All chemicals, bulk drug substances, drug preparations and other components used for drug compounding
are stored and used according to compendia and other applicable requirements to maintain their integrity,
potency, quality and labeled strength. (CCR 1735.2[h])

D D D 2.9 Every compounded drug preparation is given a beyond use date representing the date or date and time
beyond which the compounded drug preparation should not be used, stored, transported or administered,
and is determined based on the professional judgment of the pharmacist performing or supervising the
compounding. (CCR 1735.2[i])

29.1 For non-sterile compounded drug preparations, the beyond use date does not exceed any of
the following: (CCR 1735.2[i][1][A-F])
2.9.1.1 The shortest expiration date or beyond use date of any ingredient in the compounded
drug preparation,
2.9.1.2 The chemical stability of any one ingredient in the compounded drug preparation;
2.9.1.3 The chemical stability of the combination of all ingredients in the compounded drug
preparation,
2.9.1.4 180 days for non-aqueous formulations,
2.9.1.5 14 days for water-containing oral formulations, and
2.9.1.6 30 days for water-containing topical/dermal and mucosal liquid and semisolid
formulations.
2.9.2  For sterile compounded drug preparations, the beyond use date does not exceed any of the
following: (CCR 1735.2[i][2][A-D])
2.9.2.1 The shortest expiration date or beyond use date of any ingredient in the sterile
compounded drug preparation,
2.9.2.2 The chemical stability of any one ingredient in the sterile compounded drug preparation,
2.9.2.3 The chemical stability of the combination of all ingredients in the sterile compounded
drug preparation, and
2.9.2.4 The beyond use date assigned for sterility in CCR 1751.8.
2.9.3 Extension of a beyond use date is supported by the following: (CCR 1735.2[i][3][A-C])
2.9.3.1 Method Suitability Test,
2.9.3.2 Container Closure Integrity Test, and

PIC
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2.9.3.3 Stability Studies.

2.9.4  The finished drugs or compounded drug preparations tested and studied are compounded
using the same identical components or ingredients, specific and essential compounding
steps, quality reviews, and packaging as the finished drug or compounded drug preparation.
(CCR 1735.2[il[4])

2.9.5 Shorter dating is used if it is deemed appropriate in the professional judgment of the
responsible pharmacist. (CCR 1735.2[i][5])

I:' D I:' 2.10 Self-assessment is completed, as required, prior to compounding a drug preparation. (CCR 1735.2[k])

D D D 2.11 Packages of ingredients, both active and inactive, which lack a supplier’s expiration date are subject to
the following limitations: (CCR 1735.2[l])
2.11.1 Ingredients are not used for any non-sterile compounded drug preparation more than three
(3) years after the date of receipt by the pharmacy.
2.11.2 Ingredients are not used for any sterile compounded drug preparation more than one (1) year
after the date of receipt by the pharmacy.

CORRECTIVE ACTION OR ACTION PLAN:

3. Recordkeeping for Compounded Drug Preparation (CCR 1735.3)
Yes No N/A

D D D 3.1 The pharmacy makes and retains a record for each compounded drug preparation which includes, at least,
the following: (CCR 1735.3[a][1-2])
3.1.1 The master formula document.
3.1.2 A compounding log consisting of a single document containing all of the following:
3.1.2.1 The name and strength of the compounded drug preparation.
3.1.2.2 The date the drug preparation was compounded.
3.1.2.3 The identity of the pharmacy personnel who compounded the drug preparation.
3.1.2.4 The identity of the pharmacist reviewing the final drug preparation.
3.1.2.5 The quantity of each component used in compounding the drug preparation.
3.1.2.6 The manufacturer or supplier, expiration date and lot number of each component.
3.1.2.7 The pharmacy assigned reference or lot number for the compounded drug preparation.
3.1.2.8 The beyond use date or beyond use date and time of the final compounded drug
preparation.
3.1.2.9 The final quantity or amount of drug preparation compounded.
3.1.2.10 Documentation of quality reviews and required post-compounding process and
procedures.

D D D 3.2 The pharmacy maintains records of the proper acquisition, storage, and destruction of chemicals, bulk drug
substances, components and drug preparations used in compounding. (CCR 1735.3[b])

D D D 3.3 Active ingredients are obtained from a supplier registered with the Food and Drug Administration (FDA). All
other chemicals, bulk drug substances, and drug components used to compound drug preparations are to
be obtained, whenever possible, from FDA-registered suppliers. The pharmacy acquires and retains
certificates of purity or analysis, either written in English or translated into English, for chemicals, bulk drug
substances, and drug products used in compounding. (CCR 1735.3[c])

I:' D I:' 3.5 The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable form for at
least three years (CCR 1735.3[d]).

PIC
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4. Labeling of Compounded Drug Preparation (CCR 1735.4)

Yes No N/A

H|En

ooo

Hin|n

Hin|n

ooo

4.1 Each compounded drug preparation has at least the following affixed to the container on a label prior to

dispensing: (CCR 1735.4[a][1-6])

4.1.1 Name of the compounding pharmacy and dispensing pharmacy (if different);

4.1.2  Name (brand or generic) and strength, volume, or weight of each active ingredient. For admixed
intravenous (IV) solutions, the IV solution utilized shall be included;

4.1.3 Instructions for storage, handling, and administration. For admixed IV solutions, the rate of
infusion shall be included;

4.1.4  The beyond use date for the drug preparation;

4.1.5 The date compounded; and

4.1.6  The lot number or pharmacy reference number.

4.2 Any compounded drug preparation dispensed to a patient or readied for dispensing to a patient is labeled
with the information required under Business and Professions Code section 4076 and California Code of
Regulations, title 16, section 1707.5. (CCR 1735.4[b])

4.3 Any compounded drug preparation dispensed to a patient or readied for dispensing to a patient also
includes, on the container label or on a receipt provided to the patient, a statement the drug preparation
has been compounded by the pharmacy. (CCR 1735.4[c])

4.4 Drug preparations compounded into unit-dose containers that are too small or otherwise impractical for full
compliance with the requirements of CCR 1735.4(a), (b), and (c) are labeled with at least the name(s) of the
active ingredient(s), concentration of strength, volume or weight, pharmacy reference or lot number, and
beyond use date. (CCR 1735.4[d])

4.5 All hazardous agents bear a special label which states “Chemotherapy - Dispose of Properly” or “Hazardous —
Dispose of Properly. (CCR 1735.4[€])

CORRECTIVE ACTION OR ACTION PLAN:

5. Compounding Policies and Procedures (CCR 1735.5)

Yes No N/A

oo

H|En
H|En

5.1 The pharmacy maintains written policies and procedure for compounding which establishes procurement
procedures, methodologies for the formulation and compounding of drugs, facilities and equipment
cleaning, maintenance, operation, and other standard operating procedures related to compounding.
(CCR 1735.5[a])

5.2 The policy and procedures are reviewed on an annual basis by the pharmacist-in-charge and are updated
whenever changes are implemented. (CCR 1735.5[b])

5.3 The policies and procedures include at least the following: (CCR 1735.5[c][1-11])
5.3.1  Procedures for notifying staff assigned to compounding duties of any changes in policies or
procedures.
5.3.2 A written plan for recall of a dispensed compounded drug preparation where subsequent
information demonstrates the potential for adverse effects with continued use. The plan ensures
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all affected doses can be accounted for during the recall and shall provide steps to identify which
patients received the affected lot or compounded drug preparation(s).

533 Procedures for maintaining, storing, calibrating, cleaning, and disinfecting equipment used in
compounding, and for training on these procedures as part of the staff training and competency
evaluation process.

5.3.4  Procedures for evaluating, maintaining, certifying, cleaning, and disinfecting the facility (physical
plant) used for compounding, and for training on these procedures as part of the staff training and
competency evaluation process.

5.3.5 Documentation of the methodology used to validate integrity, potency, quality, and labeled
strength of compounded drug preparations. The methodology must be appropriate to
compounded drug preparations.

5.3.6 Documentation of the methodology and rationale or reference source used to determine
appropriate beyond use dates for compounded drug preparations.

5.3.7 Dates and signatures reflecting all annual reviews of the policies and procedures by the
pharmacist-in-charge.

5.3.8  Dates and signatures accompanying any revisions to the policies and procedures approved by the
pharmacist-in-charge.

5.3.9 Policies and procedures for storage of compounded drug preparations in the pharmacy and daily
documentation of all room, refrigerator, and freezer temperatures within the pharmacy.

5.3.10 Policies and procedures for ensuring appropriate functioning of refrigeration devices, monitoring
refrigeration device temperatures, and actions to take regarding any out of range temperature
variations within the pharmacy.

5.3.11 Policies and procedures for proper garbing when compounding with hazardous products; including
when to utilize double shoe covers.

CORRECTIVE ACTION OR ACTION PLAN:

Compounding Facilities and Equipment (CCR 1735.6)

6.1 The pharmacy maintains written documentation regarding the facilities and equipment necessary for safe

and accurate compounding of compounded drug preparations which includes records of certification of
facilities or equipment, if applicable. (CCR 1735.6[a])

All equipment used to compound a drug preparation is stored, used and maintained in accordance with
manufacturers’ specifications. (CCR 1735.6[b])

All equipment used to compound a drug preparation is calibrated prior to use to ensure accuracy.

(CCR 1735.6[c])

6.3.1 Documentation of each calibration is recorded in a form which is not alterable and is maintained
and retained in the pharmacy.

When engaged in hazardous drug compounding, the pharmacy maintains written documentation regarding

appropriate cleaning of facilities and equipment to prevent cross-contamination with non-hazardous drugs.
(CCR 1735.6[d])

Hazardous drug compounding is completed in an externally vented physically separate room with the
following requirements: (CCR 1735.6[e])
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6.5.1  Minimum of 30 air changes per hour except that 12 air changes per hour are acceptable for
segregated compounding areas with a BSC or CACI when preparations are assigned a BUD of 12
hrs or less or when nonsterile products are compounded; and

6.5.2 Maintained at a negative pressure of 0.01 to 0.03 inches of water column relative to all adjacent
spaces (rooms, above ceiling, and corridors); and

6.5.3 Each PEC in the room is externally vented; and

6.5.4  All surfaces within the room are smooth, seamless, impervious, and non-shedding.

D D D 6.6 This pharmacy has applied and was granted a waiver by the board for the following physical construction or
alteration to a facility or physical environment. (CCR 1735.6(f])

D D D 6.6.1  Waiver approved the Board. Please see attached.

CORRECTIVE ACTION OR ACTION PLAN:

7. Training of Compounding Staff (CCR 1735.7)

Yes No N/A

I:' D I:' 7.1 The pharmacy maintains documentation demonstrating personnel involved in compounding have the skills
and training required to properly and accurately perform their assigned responsibilities and documentation
demonstrating all personnel involved in compounding are trained in all aspects of policies and procedures.
This training includes, but is not limited to, support personnel (e.g. institutional environmental services,
housekeeping), maintenance staff, supervising pharmacists and all others whose jobs are related to the
compounding process. (CCR 1735.7[a])

I:' D I:' 7.2 The pharmacy has developed and maintains an ongoing competency evaluation process for pharmacy
personnel involved in compounding and shall maintain documentation of any and all training related to
compounding undertaken by pharmacy personnel. (CCR 1735.7[b])

I:' D I:' 7.3 Pharmacy personnel assigned to compounding duties demonstrate knowledge about processes and
procedures used in compounding prior to compounding any drug preparation. (CCR 1735.7[c])

CORRECTIVE ACTION OR ACTION PLAN:

8. Compounding Quality Assurance (CCR 1735.8)

Yes No N/A

D D D 8.1 The pharmacy maintains, as part of its written policies and procedures, a written quality assurance plan to
monitor and ensure the integrity, potency, quality and labeled strength of compounded drug preparation.
(CCR 1735.8[a])

D I:] D 8.2 The pharmacy’s quality assurance plan includes the written procedures and standards for at least the
following:
8.2.1  Verification, monitoring and review of the adequacy of the compounding processes as well as
documentation of review of those processes by qualified pharmacy personnel. (CCR 1735.8[b])
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8.2.2  Qualitative and quantitative analysis of compounded drug preparations to ensure integrity,
potency, quality and labeled strength, including the frequency of testing. Frequency of routine
testing and analysis is done on an annual basis. (CCR 1735.8[c])

8.2.3  Such reports are retained by the pharmacy and collated with the compounding record and master
formula document. (CCR 1735.8][c])

8.2.4  Scheduled action in the event any compounded drug preparation is ever discovered to be below
minimum standards for integrity, potency, quality or labeled strength. (CCR 1735.8[d])

8.2.5 Response to out-of-range temperature variations within the pharmacy and within patient care
areas of a hospital where furnished drug is returned for redispensing. (CCR 1735.8[e])

9. Duties of a Pharmacy Issuing a Compounded Drug Recall (B&PC 4126.9)

Yes No N/A

I:' D I:' 9.1 When the pharmacy issues a recall notice regarding a nonsterile compounded drug product, in addition to
any other duties all of the following take place, contact the recipient pharmacy, prescriber, or patient of the
recalled drug and the board within 12 hours of the recall notice if both of the following apply: (B&PC
4126.9[a][1-2])

9.1.1  Use of or exposure to the recalled drug may cause serious adverse health consequences or death.
9.1.2 Therecalled drug was dispensed, or is intended for use, in this state.

I:' D I:' 9.2 A recall notice issued pursuant to subdivision (a) is made as follows: (B&PC 4126.9[b][1-3])
9.2.1 If the recalled drug was dispensed directly to the patient, the notice is be made to the patient.
9.2.2 If the recalled drug was dispensed directly to the prescriber, the notice is be made to the
prescriber, who shall ensure the patient is notified.
9.2.3 If the recalled drug was dispensed directly to a pharmacy, the notice is be made to the
pharmacy, which shall notify the prescriber or patient, as appropriate. If the pharmacy notifies the
prescriber, the prescriber ensures the patient is notified.

D D D 9.3 If the pharmacy has been advised that a patient has been harmed by using a nonsterile compounded
product potentially attributable to the pharmacy reports the event to MedWatch within 72 hours of the
pharmacy being advised. (B&PC 4126.9(c])

COMPOUNDING STERILE D