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Budget Update/Report

Attachment 1
1. Final Budget Report for 2014/15
Fiscal Year 2014/15 ended June 30, 2014. The final budget numbers were not
available until the beginning of August 2015. As such, provided in Attachment 1 is
information on the final figures.

e Expenditures: $19,611,614

e Maximum spending authority for year: $20,598,708 (includes $1.4 million Attorney
General augmentation)

e Revenue Collected (as of July 2015): $18,951,500

As the expenditure charts illustrate, 58 percent of the board’s expenditures was
attributed to personnel; and 19 percent was related to enforcement and 13 percent
was attributed to prorata. Revenue for the year came primarily from application and
renewal fees, 88 percent; with citation and fines accounting for 8 percent. Cost
recovery accounted for about two percent of the board’s revenue.

2. Budget Report for 2015/16
Attachment 2

The new budget year began July 1, 2016. The board’s spending authorization for the
year is $19,770,000 which is a 3 percent increase from the prior year.

Based on preliminary first quarter information, the board has expended $4,629,287 and
taken in $5,132,000 in revenue. Budget charts detailing revenue and expenditure
information for the first quarter of the fiscal year are provided in Attachment 2.

3. Fund Condition Report
Attachment 3

Attachment 3 includes the fund condition report prepared by the Department.
The information below reflects the estimated fund condition with the additional
revenue from the approved fee increase:

2014/15 $11,741,000 7.1
2015/16 S 8,577,000 5.1
2016/17 S 5,118,000 2.7
2017/18 -$ 1,391,000 -0.8



As our fund condition reflects, the board will need to pursue a fee increase to sustain
operations. As a precursor to making such a determination a fee audit is underway,
similar to the one completed several years ago in advance of our 2008 fee bill.
Additional information will be provided during the meeting.

b. DCA Fee Audit and Possible Statutory Changes to Board Fees

Background
As previously discussed, the board secured a contract with a company to conduct an

independent audit of the board’s fee structure to determine the costs to deliver services.
Unfortunately, after consultation with the DCA’s budget office, it was clear that the board is
unable to use the draft information provided by the contractor. As reported during the
June meeting, members were advised that the DCA’s budget office would complete the
necessary independent assessment and provide written recommendations on the
appropriate fees necessary to ensure the board receives full recovery for the costs it incurs
to deliver services.

Recent Update

Board staff is working with the budget office to evaluate the current fee structure based
upon the cost to deliver the services. We anticipate that the necessary work will be
completed in advance of the October Board Meeting. It is the intent to bring draft
legislation to the October Board Meeting for members to consider restructuring our fees
and addressing the current structural imbalance in our budget.

¢. Board’s Current Strategic Plan and Progress
Attachment 4

The board’s Strategic Plan for 2012-17 was developed in 2011-12. The board used a
consultant in concert with board staff and then Board President Weisser to develop the
strategic plan. At the May 2012 board meeting, the board unanimously voted to approve
the Strategic Plan for 2012-17.

A review of the board’s Strategic Plan for 2012-17 was conducted by assessing the current
relevance of the plan’s responsibilities, strategic objectives, and performance
measures/success indicators for each of the five board committees.

Board staff is offering for consideration several additions and modifications to the current
Strategic Plan to ensure that it accurately reflects the priorities and focus of the board.

A copy of the board’s Strategic Plan incorporating the proposed changes (indicated in red
below) is provided in Attachment 4.
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Recommended Enforcement Completion
Strategic Objectives Date

1.1 Perform a trend analysis on violations of all types by January 2013
type of licensee. (new)

1.2 Establish a continuing education program on enforce- | January 2013 - Completed
ment issues including security and drug abuse. (new)

1.3 Promulgate regulations required by SB 1441 (Ridley- | jure2043 July 2015 —
Thomas, Chapter 548, Statutes of 2008) for recovery Completed
programs administered by Department of Consumer
Affairs health care boards. (1.5/11)

1.4 Evaluate the effectiveness of the ethics course as an June 2014
enforcement option. (1.5/4)

1.5 Implement drug audits template for use by pharmacies. | January 2014 - Completed
(5.4/7)

1.6 Develop regulations to implement e-pedigree. (new) November 2013 — Pre-

empted by Federal
Legislation

1.7 Implementation of Sterile Compounding Inspections July 2015 - Completed
(new)

1.8 Develop New Compounding Regulations (new) April 2016

19 Medicine Disposal (new) April 2016

1.10 | Reduce Loss of Controlled Substances and Maintain April 2016
Inventory (new)

1.11 | Development and Implementation of CURES 2.0 (new) | July 2016

112 | HR 3204 — DQSA — Drug Product Training [uly 2016
Implementation (new)

1.13 | SB 1441 Uniform Standards Implementation Committee| July 2016

new
Recommended Licensure Completion
Strategic Objectives Date

2.1 Work with the Department of Corrections on the January 2013
licensure of pharmacies in prisons. Develop a regula-
tion process to define licensure and drug distribution
for prison pharmacists (2.4/3)

2.2 Evaluate use of a second pharmacy technician certi- June 2013

fication examination (ExCPT) as a possible qualifying

route for registration of technicians. (2.4/6)
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2.3 Evaluate licensing requirements for businesses seeking | June 2013
licensure that are under common ownership. (2.4/23)
2.4 Implement the Department of Consumer Affairs January26044 — Delayed
BreEZe system to allow on-line licensing renewal appli-
cation submission and enforcement tracking. (2.4/8)
2.5 Expand background checks to include review of Jantary26045 July 2016
federal and other state records, arrest reports and prior
convictions. (new)
2.6 Initiate review of Veterinary Food Animal Drug January 2016
Retailer Designated Representative training, (2.4/12)
2.7 Develop 4 State Protocols for Advanced Practice April 2016
Pharmacist (new)
2.8 Develop 2 Regulations for Advanced Practice April 2016
Pharmacist including Travel Medications and
2.9 Develop and Implement Advanced Practice Pharmacist | April 2016
Licensure (new)
2.10 | Develop and Implement Third- Party Logistics July 2015 - Completed
Providers (3PL) Licensure (new)
2.11 | Develop and Implement Automation Delivery Devices | January 2017
Licensure (new)
2.12 | Streamline Pharmacist Examination Application January 2016
Requirements (new)
2.13 | Develop and Implement Centralized Hospital Packaging| January 2014 - Completed
Pharmacies License (new)
Recommended Iegislation & Regulation Completion
Strategic Objectives Date
3.1 Produce new notice to consumers posters and produce | June 2012 - Completed
video regarding patient-centered prescription labels.
(3.2/19)
3.2 Update references to USP Standards (§1780). (3.2/20) | December 2012
3.3 Promulgate regulations for accreditation agencies for December2012 —
pharmacies that compound (§1751.x). (3.2/22) Enactment of SB 294
removed the need to
pursue this regulations
3.4 Revise and update the Board’s Disciplinary Guidelines | December 2012 —
(section 1760). (3.2/5) Completed - new
revisions are underway
3.5 Prepare and participate in the 2012 sunset review. January 2013 - Completed

(new)
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3.6 Evaluate regulations specifying container labels. January2643 January
2014 - Completed
3.7 Update protocol for pharmacists furnishing emergency | Jamaaey2643 July 2013 —
contraception (EC). (3.2/17) Completed
3.8 Promulgate Board issued continuing education (CE) December 2013
credit. (3.2/18)
3.9 Strengthen renewal requirements for pharmacy Jure2044 October 2015 —
technicians and designated representatives. Completed
3.10 | Implement e-pedigrees on prescription drugs dispensed | Jad¥2647 — November
in California. (3.1/7) 2013 — Pre-empted by
Federal Iegislation
3.11 Add Self Query Report from the National Practitioner Tuly 2012 - Completed
Data Bank —Healthcare Integrity and Protection Data
Bank (NPDB-HIPDB) to the Pharmacist Intern
Application & Pharmacist Examination Application
(new)
3.12 Update Compounding Drug Product Regulation (new) |April 2013 - Completed
3.13 Update Emergency Contraception Regulation (new) July 2013 - Completed
3.14  [Update Partial Filling of Schedule II Prescriptions; April 2014 - Completed
Unprofessional Conduct Defined; and Criteria for
Rehabilitation Regulations (new)
3.15 Update Fees to Statutory Maximums in Regulation (new) [July 2014 - Completed
3.16  Update Patient-Centered Label Requirement in April 2015 - Completed
Regulation (new)
3.17 Updated Requirements to Pharmacy Technician April 2016
Application Regulation (new)
3.18 Update Self-Assessment forms for Community April 2016
Pharmacy, Hospital Pharmacy, and Wholesaler in
Regulation (new)
3.19  Develop and Adopt Emergency Regulations for the April 2015 - Completed
Protocol for Pharmacists to Furnish Naloxone
Hyvdrochloride (“naloxone”) without a Prescription (new)
3.20 Update Requirements for Compounded Drug Products |April 2016
in Regulation (new)
3.21 Adopt Self-Administered Hormonal Contraceptive April 2016
Protocol in Regulation (new)
3.22  |Adopt Nicotine Replacement Product Protocol in April 2016
Regulation (new)
3.23 Permanently Adopt Regulations for the Protocol for April 2016
Pharmacists to Furnish Naloxone Hydrochloride
(“naloxone”) without a Prescription (new)
3.24 Adopt Standards for Pharmacists to Initiate and/or April 2016
Administer Vaccinations in Regulation (new)
3.25 Adopt Licensing Regulations for the Advanced Practice |April 2016

Pharmacist (new)
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3.26 Update Disciplinary Guidelines in Regulation (new) April 2016
3.27  Require Drug Warning Labels in Regulation (new) April 2016
3.28  Develop and Adopt Standards in Regulation for April 2016
Pharmacists to Furnish Travel Medications (new)
3.29  Require Reconciliation and Inventory Reporting of April 2016
Controlled Substances in Regulation (new)
3.30  Prepare and participate in the 2012 sunset review. January 2017
new
3.31 Develop and Implement Outsourcing Regulations (new) January 2017
Recommended Communication & Public Education Completion
Strategic Objectives Date
4.1 Develop notice to consumers posters and video to June 2012 - Completed
comply with new regulations.
4.2 Restructure the Board’s website to make it more user January 2643 2016
friendly. (4.1/2)
4.3 Develop a communications plan. (new) January 2013
4.4 Assess the effectiveness of the Board’s educational June 2013
materials and outreach: survey consumers to identify
whether Board-produced materials are valued and what
new materials are desired. (4.1/1)
4.5 Collaborate with schools of pharmacy for pharmacist | June 2014
interns to develop consumer fact sheets on health
topics. (4.1/4)
4.6 Implement e-prescribing and educate consumers and September 2015
licensees on related issues. (new)
4.7 Use social media to reach key constituencies. (new) January 2017
Produce Consumer Education Materials About Buying | January 2015 - Completed
Prescription Drugs From the Internet (new)
4.9 Produce a Public Service Announcement About April 2014 — Completed
Prescription Drug Abuse (new)
410 Develop a Prescription Drug Abuse Committee to September 2015 —
Address National Epidemic (new) Completed
411 | Address Patient Consultation in Pharmacies January 2017
412 Secure Iegislation Regarding Label Translations January 2016 —
Completed
413 | Refine Requirements for Patient-Centered Labels April 2015 — Completed
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Recommended Organizational Development Completion
Strategic Objectives Date

5.1 Enhance the Board’s orientation and training program | Jane2042 January 2016

for new Board members. (new)

5.2 Develop a performance measurement framework for June 2012 - Completed
the Board that includes specific indicators, targets and

data sources for each strategic plan goal. (new)

53 Implement BreEZe. (new) | January2644 — Delayed
5.4 Secure Updated Fee Structure Allowing for Increased October 2015

Costs of Services (new)
5.5 Implementation of Organizational Change Reflecting January 2016

Staff Growth and Management Structure (new)

d. Future Strategic Planning — Presentation on the Department’s Strategic Planning
Services

The board’s current strategic plan was developed in 2011 and was set to run from 2012 to
2017. The board should initiate its strategic planning process next year. The department

has staff trained to assist boards in the strategic planning process. A representative from

the department will provide a brief presentation to the board during the meeting.

e. Formation of a Committee to Hear Petitions for Reinstatement, Early Termination or
Modification of Penalty

Relevant Statutes

Business and Professions Code Section 4309 sets forth the requirements for a person
whose license has been disciplined by the board to petition the board for reinstatement
of a revoked license or to petition the board for a modification of penalty, including early
termination of the probationer period. Further subdivision(c) of this section allows for a
petition to be heard in three ways:

1. Board members sitting with an administrative law judge
2. A committee of the board sitting with an administrative law judge
3. The board may assign the petition to an administrative law judge

Background
Currently, petitions hearings are held in conjunction with board meetings and are

presided over by an administrative law judge. There are many times when petitioners
must wait several board meetings before having their petitions heard because of other
board business. When possible the board typically dedicates about four to five hours
each meeting for this purpose.

During its January 2014 Board Meeting, the board considered a recommendation to
change its policy to have petitioners heard by a committee of the board sitting with an
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administrative law judge. At that time the board did not approve the change. Members
noted their preference was to continue to have the full board hear petitioner requests
and indicated their preference to schedule additional meetings to hear petitions.

Since that time the board has heard 16 petitioner requests, 14 of which were heard during
special board meetings. The board will be hearing an additional three petitioners during
this meeting as well. Despite these additional meetings, the board currently has 12
petition requests pending.

Recommendation

The board president is recommending a change in the board’s policy to allow for more
timely consideration of petitioners. There are three options provided below for
consideration and discussion.

Option 1: It is the board’s policy that, for purposes of hearing petitions for reinstatement
of a license or petitions for reduction of penalty, including modification or termination of
probation, a third day shall be added to all quarterly board meetings which shall be used
for this purpose. Board members available shall attend the additional day and the
hearings will be presided over by an administrative law judge. A quorum of the board will
not be required to hear petitions, however all board members will have the opportunity
to vote on the decision made when a quorum of the board is not present.

Option 2: It is the board’s policy that, for purposes of hearing petitions for reinstatement
of a license or petitions for reduction of penalty, including modification or termination of
probation, a third day shall be added to all quarterly board meetings which shall be used
for this purpose. Board members available shall attend the additional day and the
hearings will be presided over by an administrative law judge. A quorum of the board will
be required to hear petitions.

Option 3: It is the board’s policy that, for purposes of hearing petitions for reinstatement of
a license or petitions for reduction of penalty, including modification or termination of
probation, board meeting shall occur every two months to accommodate petitioner
requests.

Attached is a copy of Business and Professions Code Section 4309 as well as an excerpt from
the January 2014 Board Meeting.

Board’s Mail Vote Policy and Procedures
The board’s current policy for mail votes includes the following:
If two votes are cast before the deadline to hold a case for discussion, the case is set aside

and not processed (even if seven votes have been cast on the decision). Instead the case is
scheduled for discussion during closed session at the next board meeting. Under board
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policy when a member wishes to hold a case, the reason for the hold must be provided on
the mail ballot. This allows staff the opportunity to prepare the information being
requested.

With recent changes made to the board’s mail ballot, it appears time to review the
board’s policy.

g. Presentation on the Disciplinary Process

DCA Counsel Laura Freedman will provide the board with a presentation on the
disciplinary process.

h. Policy Regarding Waivers of Statutory Provisions in a Declared Emergency and Possible
Revisions
Attachment 5

On September 15, 2015, the board held an Emergency Board Meeting in response to the
wildfires in Lake and Napa counties. In light of the recent use of the policy it is being
brought to the board for evaluation and assessment to determine if changes to the policy
are necessary.

Attachment 5 contains the board’s current emergency response policy, an excerpt of the
board meeting where the policy was adopted and a copy of Business and Professions
Code section 4062

i. Board Member Attendance, Reimbursement and Mail Votes
Attachment 6

Attachment 6 includes board member attendance and as mail vote statistics.
Reimbursement reported is expenses and per diem payments to board members. These
are hours and expenses claimed by board members during the indicated periods. Board
members are paid for each day of a board meeting, but in accordance with board policy,
may also submit hours for work performed doing additional board business. It is
important to note that these figures only represent hours where reimbursement was
sought. Itis not uncommon for board members to waive their per diem payments. This
information will be provided at the board meeting.

j- Personnel Update

Board Staff Update

Recent Hires/Transfers/Promotions
e Debbie Damoth returned to the board as a second Manager over administrative
staff.
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e Amber Dillon joined the administration unit B as an AGPA working on various
projects including major pharmacy buyouts and statistical reporting.

e De’Bora White was promoted to Supervising Inspector over one of the Compliance
Investigation teams.

e Michael Ignacio was promoted to Supervising Inspector over the Drug Diversion and
Fraud team.

e Ed Selznick joined the board as the Public Information Officer responsible for Public
Relations / Media functions.

e Saleema Ali was promoted to an intermittent Office Technician in the Licensing unit
processing pharmacy technician applications.

Departures
e Lindsey Stockstill accepted a position with the Department of Industrial Relations.
e Karen Halbo completed her Limited Term assignment.

Recruitments

e One Staff Services Manager | in Licensing.

e Three Inspectors for the Compliance / Routine Inspection teams.

e One CEA to serve as Chief of Enforcement over three Compliance Investigation /
Routine Inspection teams and one Sterile Compounding team.

e One CEAto serve as Chief of Enforcement over two Drug Diversion and Fraud teams,
the Prescription Drug Abuse team, and the Probation / Drug Diversion for Self-Use
team.

The following recruitment is for a limited term position.
e One Staff Services Manager |l over the Enforcement, Complaint, and Criminal

Conviction units.

K. Future Board Meeting Dates

e November 11, 2015, Irvine, CA

e February 2-3, 2016, location to be determined
e April 27-28, 2016, location to be determined

e July 27-28, 2016, location to be determined

e QOctober 26-27, 2016, location to be determined

Organizational Development Committee
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Expenditures
FY 2014/2015
FM 13
$19,611,614

Communications
$80,018
0%

Personnel Services

$11,401,134
58% Contracts
$301,375
2%
Enforcement
$3,676,595
19%
Vehicles ’
$30,573
0% Exam
$139,980
1%
Travel Facilities Operations
$433,254
2% Prorata $474,925
0,
$2,618,762 Printing General Expenses 3%
13% $16,815 Postage Information Technology $206,845
0% $156,393 $74,945 1%

1% 0%



Origin of Revenue
FY 2014/2015
FM 13
$18,951,500

License Fees
$16,581,200
88%

Interest
$296,100
2%
Cost Recovery Cite and Fine
$468,100 $1,606,100

2% 8%



Application vs. Renewal

FY 2014/2015
FM 13
$16,581,200
Renewal
$12,231,800

74%

Other
$484,200
3%

Application
$3,865,200
23%
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Expenditures
FY 15/16
FM 3
$4,629,287

Personnel Services
$3,123,986
68%

Vehicles
$5,074
0%
Travel
$47,604
1% N
Communications
Prorata 513;256
$828,125 0%
18%
Contracts
$15,732
Printing 0%
$4,412 Enforcement
O,
0% Postage Information General Exam $465;216
$42,037 Technology Expenses $8'°7 85 10%
1% $2,111 $18,904 Facilities Operations 0%

0% 1% $54,045
1%



Origin of Revenue
FY 15/16
FM 3
$5,132,000

License Fees
$4,395,900
86%

Cost Recovery
$346,000
7%

Interest
$900
0%

Cite and Fine
$389,200
7%



Application vs. Renewal
FY 15/16
FM 3
$4,395,900

Renewal
$3,520,700
80%

Other
$30,500
1%

Application
$844,700
19%



Revenue By Program
FY 15/16
FM 3
$4,395,900

CURES Other M:_c’
$6,200 Pharmacy
5827;/200 0w % $421,900
? _ 10%

Pharmacy Technician J—
$1,326,800 T
Pharmacist
$1,550,400
3PL 35%
$24,300
1%

Designated Representative
$199,300
5% Non-Resident Compounding
$23,600
Centralized Hospital Packaging 1%
S-
0% . .
Sterile Compounding

$154,400
4%

Wholesaler
$122,000
3%

Clinic Veterinarian Retailer

Out of State Drug Wholesaler $99.500 Hypodermic Needle and $7,200
$174,300 2% Intern Pharmacist Non-Resident Pharmacy Syringe 0%
4% $114,900 $72,600 $11,300

3% 2% 0%
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0767 - State Board of Pharmacy
Analysis of Fund Condition

(Dollars in Thousands)
FY 2015-16 Budget Act with FY 2014-15 Actuals

BEGINNING BALANCE
Prior Year Adjustment
Adjusted Beginning Balance

REVENUES AND TRANSFERS
Revenues:
125600 Other regulatory fees
125700 Other regulatory licenses and permits
125800 Renewal fees
125900 Delinquent fees
131700 Misc. revenue from local agencies
141200 Sales of documents
142500 Miscellaneous services to the public
150300 Income from surplus money investments
160100 Settlements and Judgements - Anti Trust Actions
150500 Interest Income From Interfund Loans
160400 Sale of fixed assets
161000 Escheat of unclaimed checks and warrants
161400 Miscellaneous revenues
Totals, Revenues

Transfers from Other Funds:
FO0001  GF loan repay per item 1110-011-0767, BA of 2008

Transfers to Other Funds:
Totals, Revenues and Transfers
Totals, Resources

EXPENDITURES
Disbursements:
0840 State Operations
1110 Program Expenditures (State Operations)
SCO 21st Century Project
8880 FISC (State Operations)
Total Disbursements

FUND BALANCE
Reserve for economic uncertainties

Months in Reserve

Actual CY BY BY +1
2014-15 2015-16 2016-17 2017-18
$ 12,770 $ 11,741 $ 8,577 $ 5,118

$ 108 $ - $ - $ -

$ 12,878 $ 11,741 $ 8,577 $ 5,118

$ 2,074 $ 831 $ 831 $ 831

$ 3,865 $ 4,278 $ 4,278 $ 4,278

$ 11,774 $ 11,317 $ 11,317 $ 11,317

$ 184 $ 185 $ 185 $ 185

$ 262 $ - $ - $ -

$ - $ - $ - $ -

$ 1 $ - $ - $ -

$ 33 $ 21 $ 15 $ -

$ 4 $ -

$ - $ - $ - $ -

$ - $ - $ - $ -

$ 21 $ - $ - $ -

$ 9 $ 9 $ 9 $ 9

$ 18,227 $ 16,641 $ 16,635 $ 16,620

$ 18,227 $ 16,641 $ 16,635 $ 16,620

$ 31,105 28,382 $ 25,212 $ 21,738

$ - $ - $ - $ -

$ 19,350 $ 19,770 $ 20,094 $ 20,496

$ 1 $ - $ -

$ 13 $ 35 $ - $ -

$ 19,364 $ 19,805 $ 20,094 $ 23,129

$ 11,741 $ 8,577 $ 5,118 $ -1,391
7.1 5.1 2.7 -0.8
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I. PRESIDENT’S
MESSAGE

The strategic planning process of the
California State Board of Pharmacy is
a joint effort of Board members,
Board staff, and the public to identify
key issues and create action plans

for addressing those issues in the
years ahead. In preparing its strategic
plan, the Board builds on its current
strategic plan and analyzes trends in
pharmacy practice, consumer needs
and demands, and health care. The
resulting strategic plan focuses the
Board on established goals, while
allowing flexibility to address new
questions and challenges that lie
ahead.

Board activity is organized through
five policy committees: Enforce-
ment, Communication and Public
Education, Licensing, Legislation

and Regulation, and Organizational
Development. Much of the Board’s
work is carried out by these commit-
tees, which in turn develop objectives
and actions that advance mission-

related goals.

strategicplan 2012 - 2017

Each Board committee is responsible
for overseeing implementation of a
specific set of objectives to achieve
its individual strategic plan goal.
Collectively, the committees review
progress in attaining each goal at
quarterly full Board meetings. Careful
planning and continuous monitoring
of the strategic plan ensures that

the Board achieves its stated objec-
tives in an efficient and cost-effective

mannet.

The Board publishes advance notice
for each strategic planning meeting
and encourages participation and
contribution by all interested citizens
of California. Involvement of the
Board, its staff and the public results
in a strategic plan that represents

the public interest while serving the
needs of consumers and licensees

throughout the State.

. ,.
/% (. W

Stanley C. Weisser, R.Ph., President




california state board of pharmacy

I1. ABOUT THE BOARD
OF PHARMACY

The California State Board of
Pharmacy is a consumer protec-
tion agency that regulates the indi-
viduals and businesses that dispense,
compound, provide, store and
distribute prescription drugs and
devices and pharmaceutical services
to the public or to other health care
practitioners, in compliance with
state and federal law. Today, the
Board oversees all aspects of the
practice of pharmacy in California:
the practitioner (the pharmacists),
the practice site (the pharmacies),
and the product (drugs and devices).
Additionally, the Board regulates drug
wholesalers and other practitioners
and specialized facilities that store
and furnish prescription drugs. With
an annual budget of nearly $14.5
million and a staff of 84, the Board
licenses over 130,000 individuals and
firms, and enforces 13 distinct and

varied regulatory programs.

The Board protects the public health,
safety and welfare by ensuring the
provision of quality pharmacists’
care. Board activity is organized
through five policy committees:
Enforcement, Communication and
Public Education, Licensing, Legisla-
tion and Regulation, and Organiza-
tional Development. Much of the
Board’s work is carried out by these
committees, which in turn develop
objectives and actions that advance

mission-related goals.

As a consumer protection agency, the
Board ensures that only those who
possess prescribed require- ments are
licensed; seeks removal of licenses
for those who don’t comply with
laws or maintain qualifications for
licensure; investigates consumer
complaints; and provides a focused
effort to ensure consumer education
and awareness. The Board is also
involved in initiatives to improve

the pharmacists care provided to
patients, prevent diversion of drugs
from the pharmaceutical supply
chain, improve outcomes of patient
medication therapy, and ensure the
quality of the state’s prescription

medicine.

The Board supports an active website,
www.pharmacy.ca.gov, that provides
consumer education mate- rial,
application material for licensing, and
information for ensuring compli- ance
with California Pharmacy Law. The
website also provides times and
information on Board meetings, as
well as information on other critical
forums vital to pharmacy services
where public comments and input are

sought and encouraged.


http://www.pharmacy.ca.gov/

I1l. RECENT
ACCOMPLISHMENTS

The strength and effectiveness of the
Board’s strategic planning efforts are
demonstrated by its record of recent
accomplishments, summarized in the

pages that follow.

2006-2007

Disaster Response Policy

The Board developed and published
a disaster response policy to advise
licensees that it will waive pharmacy
law requirements to ensure that
patients receive medications during

declared disasters and emergencies.

E-Pedigree

The Board sponsored 2006 legisla-
tion to amend existing requirements,
also sponsored by the Board, to safe-
guard the integrity of prescription
drugs sold in or shipped into Cali-
fornia. This California law requires
electronic tracking of medication at
the sellable unit to combat the intro-
duction of counterfeit or substan-
dard drugs into the legitimate drug
supply. As part of the larger effort
to implement these provisions, the
Board convened quarterly meetings
with regulators, drug manufacturers,
drug wholesalers, and pharmacies

to implement electronic pedigree

requirements that track ownership

of prescription medicine as it moves
through the distribution channel,
establishing a reviewable system to
guard against illicit introduction of
potentially damaged medicine into

the state’s pharmacies.

Applicant Tracking

The Board converted its in-house
developed applicant tracking systems
for its 25 licensing programs to a
system developed by the depart-
ment, a precursor to securing online

renewal of licenses.

Hosted NABP’s District 7 and 8
Meeting in California

Over 100 people attended this
regional meeting of national phar-
macy regulators and educators, which
occurs annually to share informa-
tion and discuss program enhance-
ments. Topics included California’s
e-pedigree requirements, the DEA’s
pseudoephedrine requirements, and
ethics counseling requirements for

pharmacists.

Intern Experience Requirements
The Board participated in discussions
convened by California’s schools

of pharmacy to implement major
changes in pharmacist internship
experience. This occured as part of
pharmacy school curriculum revi-
sions adapted by the U.S. accredita-

tion agency for pharmacist education.
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Regulation Activity
In 2006-07, the Board succeeded in
securing the following regulatory

changes:

* Pharmacy technicians were
permitted to check the work of
pharmacy technicians in acute
care hospitals with clinical care
programs that are provided by

pharmacists.

* Automated machines to dispense
refill prescription medication
were authorized, provided that

the patient consents.

* The Board’s Disciplinary Guide-

lines were updated.

* Requirements were established
for self-assessment of wholesaler

premises.

Passage of Board-Sponsored
Legislation

The following legislative changes
occurred as a result of the Board’s

sponsorship and advocacy:

* Reporting to the Board about
impaired staff in a pharmacy,
or when an employee has stolen
drugs from the pharmacy,

became required.

* Board inspectors were autho-
rized to embargo unsafe drugs in

commerce.

e E-pedigree implementation in
California was extended until
2009, with extension to 2011
(2006 legislation).

e Pharmacist protocol provisions
for pharmacists to manage drug
therapy elements of patient care

were expanded.

2007-2008

Disaster Response and
Communication with Licensees

The Board expanded its online
subscriber alert system to notify
interested parties, particularly

licensees, about emerging health care



matters including recalls, implementa-
tion of new laws, and declarations of

emergency.

E-Pedigree

The Board continued to safeguard the
pharmaceutical supply chain by
refining existing requirements for
electronic pedigrees. The Board
hosted a number of meetings to hear
presentations by technology vendors
identifying implementation strate-
gles, standard setting organizations
responsible for ensuring the interop-
erability of systems, as well as from
members of the supply chain on their
readiness for implementation of a
full e-pedigree system. The Board’s
staff also spoke at national and inter-
national conferences on California’s
e-pedigree requirements to provide

information and respond to inquiries.

Medication Error Prevention

The Board convened a forum during
its July 2007 meeting to discuss medi-
cation errors and how to prevent

them.

Regulation Activity

In 2007-08, the Board succeeded in
securing regulatory changes for a
new notice to consumers to ensutre

patients know their rights to obtain

lawfully prescribed medication from a

pharmacy.

Passage of Board-Sponsored
Legislation

The following legislative changes
occurtred as a result of the Board’s

sponsorship and advocacy:

*  Modifications to implement
e-pedigree requirements were
extended on a staggered basis
from January 2015 through July
2017, and a number of other
adjustments to California’s
e-pedigree requirements were

made.

2008-2009

E-Prescribing

The Board continued to work with
various groups to ensure the earliest
adoption possible of e-prescribing
of prescription medication. During
the year, the Board hosted a public
forum on e-prescribing with the
Medical Board of California.
E-prescribing, which is strongly
supported by a number of patient
and health care advocates, can

help reduce many of the medica-
tion errors that cost the health care
system billions of dollars and cause

thousands of deaths annually.
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Disaster Response

The Board continued to work with
local and state officials on emer-
gency preparedness and planning
for pandemics and disasters. For
example, the Board worked closely
with the California Department of
Public Health disseminating infor-
mation to pharmacies and other
licensees regarding the HINT1 flu

virus.

Notice to Consumers Posters

The Board published and distributed
new notice to consumers posters

that must be displayed in pharmacies.
These posters contain information to

advise consumers of their rights to

lawfully prescribed medication, and
how to obtain optimal drug therapy

from prescription medications.

Patient Disposal of
Unwanted Medication

The Board participated with the
California Integrated Waste Manage-
ment Board in the development

of guidelines for the take-back and
destruction of prescription medica-
tion from patients. These guidelines

were required by California law.

Filling of Internet Drug Orders
by Pharmacies

The Board used its authority to

cite and fine pharmacies $25,000
per prescription for filling orders
obtained from website operators
where the medication was not legally

prescribed for patients.

Regulation Activity
In 2009-10, the Board succeeded in
securing the following regulatory

changes:

¢ An ethics counseling program
was established as an option for
pharmacists in disciplinary settle-

ment actions.

¢ Compounding requirements were
established for pharmacies that
compound drugs or sterile inject-

able drugs.



e All self-assessment forms for
pharmacies, compounding phat-
macies and drug wholesalers were

updated.

Passage of Board-Sponsored
Legislation

The following legislative changes
occurred as a result of the Board’s

sponsorship and advocacy:

e “Purpose” was added as a
prescription container label
element, if it is entered onto the
prescription document by the

prescriber.

e A designated representative at
wholesaler premises must sign for

all deliveries of drugs.

*  Mobile pharmacies may be used
in times of emergency response,
or for temporatry use nearby a
licensed pharmacy that has been

destroyed.

¢ The Board may convert a phar-
macist’s license to inactive status
for failure to provide proof
of completion of pharmacy

continuing education.

strategic plan 2012 -

2009-2010

Improvements to the Drug Recall
System

The Board undertook an in-depth
review of the 2008 heparin contami-
nation crisis, which killed at least 81
patients nationwide despite wide-
spread recalls. In 2008, the Board
performed site inspections of all
533 California hospitals pharmacies
and identified recalled heparin in
nearly 20 percent of the hospitals,
where recalled heparin was still in
use on patients. In 2009, the Board
completed a comprehensive review
of the recall system with key stake-
holders and developed guidelines
for recalls in hospitals to prevent
reoccurrence of recall failures in

California.

Additionally, to ensure that all
pharmacies are aware of recalls, and
to facilitate immediate communica-
tion by the Board to its licensees, the
Board secured a statutory amend-
ment to require all facilities to
maintain registration with the Board’s
e-mail “subscriber alert” system.

A principal use of this system is

to share recalls at the pharmacy or
patient level. In 2010/11, 161 recall
alerts were distributed by the Board.
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Such alerts provide an important
notification to ensure all pharmacies
and wholesalers are aware of manu-
facturer recalls of dangerous drugs
and devices, and that they take neces-
sary action to quarantine and remove

them from the market.

Criminal Conviction Unit

The Board established a criminal
complaint unit in July 2009 to inves-
tigate Board licensees and applicants
who have arrests and convictions.
During the year, over 1,900 cases

were completed, resulting in:

* 10 percent of the cases being
referred for formal discipline

(license revocation or restriction).

* 14 percent of the investigations
resulting in issuance of a citation

and fine or letter of admonition.

Regulation Activity
In 2009-10, the Board succeeded in
securing the following regulatory

changes:

e Pharmacists must certify at time
of renewal that they have not
been arrested or convicted of any

crime.

*  Applicants who compromise the

pharmacist licensure examina-

tions are prohibited from licen-
sure and retaking the examination
for three years in California.
Passage of Board-Sponsored
Legislation
The following legislative changes
occurred as a result of the Board’s

sponsorship and advocacy:

* A restored provision that requires
pharmacist applicants to take 16
units of remedial education in a
school of pharmacy if they fail
either licensure examination four

times.

2010-2011

Development of Standardized
Patient-Centered Prescription
Container Labels

Pursuant to legislation enacted to
improve patient understanding and
compliance with prescribed medica-
tion therapy, the Board promulgated
the nation’s first patient-centered
prescription container labeling
requirements that dedicate at least 50
percent of any label to the informa-
tion most important to a patient. This
patient-centered information must be
in a specific order and enlarged type
face size. The regulation also requires
oral interpreter services in pharma-

cies for any patient with limited



English speaking skills. The Board
is continuing its efforts in this area
and will be posting online transla-
tions of standard directions for use in
the future. New notice to consumer
posters are also being developed to
ensure the public has knowledge of

these components.

Consumer Protection
Enforcement Initiative

In response to an increase in the
number and complexity of investiga-
tions, the Board partnered with the
Department of Consumer Affairs
(DCA) to develop and implement

a multi-pronged solution to signifi-
cantly reduce investigation times. The
Board secured additional resources
to perform investigations. The Board
sponsored and secured legislative
changes to remove barriers in its
investigative process. The Board is
providing significant staff resources
to implement a new computer system
for the department, replacing a legacy

system developed in the early 1980s.

Consumer Education Videos

The Board developed two consumer
education videos - - “Avoiding
Medication Errors” and “Purchasing

Drugs over the Internet.” These

educational videos empower
consumers to make better choices
when considering purchases of drugs
over the internet, and outline steps
patients can take to avoid becoming
a victim of a medication error. In
addition to posting these videos on
the Board’s website, they are also
available on the California Consumer

Protection Channel.

Educational Efforts to Cutb
Thefts from Pharmacies

The Board worked with the Drug
Enforcement Administration (DEA)
to host three day-long workshops on
steps pharmacies can take to stop
prescription drug thefts and diver-
sion from their facilities. The Board
awarded five hours of continuing
education credit for attending these

events.

Regulation Activity
In 2010-11, the Board succeeded in
securing the following regulatory

changes:

e Revised the “notice to
consumers” postings that must
be displayed in pharmacies, which
includes information to promote

better patient understanding of
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drug therapy, the right to lawfully
prescribed medication, and the
right to consultation with a
pharmacist, larger font on patient
prescription container labels, and

interpreter services.

Updated the self-assessment
forms that are required for use by
pharmacies, including pharma-
cies that compound, and drug

wholesalers.

Added requirements that appli-
cants for licensure as pharma-
cists, intern pharmacists and
pharmacy technicians submit a
self-query report from the Health
Information Practitioner Data
Bank to ensure there is no prior
disciplinary action taken against
these applicants by other states’
regulators.

Passage of Board-Sponsored
Legislation

The following legislative changes

occurred as a result of the Board’s

sponsorship and advocacy:

Strengthened reporting dead- lines
to secure earlier mandatory
reporting of drug thefts or firings
of pharmacy staff for self use,
diversion, or mental or physical
impairment.

Established time frames for
providing copies of requested

records to the Board.

Prohibited a California revoked
pharmacist from dispensing
medication to patients in Cali-
fornia from a nonresident

pharmacy.



IV. STRATEGIC ISSUES
AND PRIORITIES

The Board of Pharmacy regularly
re-affirms ongoing strategic issues
and identifies new issues to focus and
prioritize Board activities and initia-
tives. These issues are summarized

below.

Changing Demographics of
California Consumers

California’s senior population is
growing, and that population is living
longer. Aging consumers often have
decreased cognitive skills, eyesight
and mobility, and typically take more
medication. Consequently, as the
senior population increases so will
the volume of prescriptions and the
impact on pharmacists and pharmacy

personnel to meet the demand.

California’s population is also
becoming more diverse with respect
to race, ethnicity and primary
language. This requires that phar-
macists exhibit greater cultural
awareness, and a broader range of
communication skills than tradition-
ally required of the profession. The
increasing diversity of patients is
coupled with a greater diversity of
cultural beliefs related to healing and
medicine, which may lead to purchase
of prescriptions from non-traditional

locations and providers.

Evolving Role of the Pharmacist
Pharmacist care is moving away

from its role as a product-oriented
profession to become more service-
oriented, with a greater focus on
patient care and outcomes. Main-
taining the core competencies of the
pharmacist profession as the role of
the pharmacist evolves will be essen-
tial to improving health outcomes for
Californians. A renewed emphasis on
patient consultation and education
will improve patient knowledge about
their drug therapy and thus improve

their overall health care.

Increasing Cost of Medical
and Pharmaceutical Care

Demand for affordable health care
services is increasing. At the same
time, spiraling medical care and
prescription drug costs may
encourage people to take shortcuts
in their drug therapy or seek medica-
tions from non-traditional pharmacy
sources. With the increasing preva-
lence of the internet and web-based
trade and services, patients can access
drugs at different prices, worldwide.
Patients seek lower cost medica-
tions from these sources assuming
that these medications are the same
quality they are accustomed to
obtaining from their neighborhood

pharmacies.

strategic plan 2012 - 2017
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Drug shortages due to recalls,
manufacturing delays, supply chain
disruptions and/or outright market
manipulation increase pressure on
well-meaning pharmacists to obtain
needed medications from question-

able sources.

In addition, the high cost of drugs
attracts unscrupulous individuals
motivated by profit that can be made
through illegal activities such as

drug counterfeiting and drug diver-
sion. This results in a flood of weak,
ineffective or dangerous substances,
thereby weakening public confidence

in the present drug delivery system.

Increasing Online Drug Sales
and Distribution

In addition to these many chal-
lenges ensuring a safe drug delivery
system is the growing availability of
prescription drugs over the internet.
Easy access to drugs without autho-
rized prescribers to evaluate patients
or pharmacist participation places
Californians at great risk. Entities
promoting illegal drug distribution
schemes have taken advantage of the
internet, and the quality and authen-
ticity of products and devices sold
online is not verified. The State’s

ability to monitor and protect the

public from improper drug distribu-
tion online is severely impaired due
to continued resource constraints at

the federal and State level.

Increasing Level of
Prescription Drug Abuse

Prescription drug abuse is a growing
problem among youth, young adults
and older adults in California and
throughout the nation. Frequently
abused classes of prescription

drugs include pain relievers, tran-
quilizers and sedatives, and stimu-
lants prescribed to treat common
conditions such as obesity, asthma
and, most notably, attention deficit
hyperactivity disorder (ADHD).

Pain reliever prescriptions are now
far more readily available on the
internet, and consumers are able to
fill multiple prescriptions at different
pharmacies. Also, drug abuse among
pharmacy staff continues, resulting
in a growing need for data to help
better understand the nature of this

problem.

Lastly, California has not devel-
oped policy or systems to destroy
unwanted and unneeded medication
dispersed to patients. New laws are

needed to deal with this problem



affordably without impact to the
environment, and to provide reintro-

duction or diversion opportunities.

Increasing Prevalence of
Counterfeit Drugs

There is an increasing prevalence of
counterfeit prescription drugs bought
and sold in the US as part of the
legitimate drug supply. Counterfeit
prescription drugs are a worldwide
problem, reaching as high as 30
percent of the supply in some coun-
tries. The World Health Organization
estimates that in developed countries,
counterfeit drugs are less than one

percent of the market.

The State of California has passed a
series of anti-counterfeiting and anti-
diversion laws to prevent counterfeit
medicine from entering the legitimate
supply. Legislative requirements
include provisions pertaining to the
licensure and qualifications of whole-
salers, restrictions on furnishing, and
the requirement of an electronic
pedigree to accompany and validate
drug distributions. Implementation
of this legislation began in 2005 and
continues today. The e-pedigree for
prescription drugs will reduce the

growing incidence of counterfeit,

damaged, adulterated or misbranded
medications in California’s pharma-
cies, a critical part of ensuring the
integrity of the drug delivery system.
However, creating new strategies and
adapting existing tools and systems
to prevent counterfeit prescription
drugs will remain a great challenge

and high priority for the Board.

Expanding the Use of
Information Technology

Technology will continue to impact
the processing and dispensing of
medication. Electronic prescribing
and “channeling” to locations

other than a traditional pharmacy
may become the business model.
Creation, maintenance and transfer
of electronic, “paperless” patient
records and prescription orders will
be the norm in the future, resulting
in new challenges ensuring that
patient records remain confidential
and secure. New and innovative tools
to manage records will be required.
Automated pharmacy systems and
electronic prescribing will also
impact pharmacies. New methods of
dispensing medications raise addi-
tional issues with ensuring patient

safety.

strategic plan 2012 - 2017

Prescription drug monitoring

programs are being used by all states
to prevent dispensing of controlled
substances to “doctor-shopping” or
drug abusing patients. In California,
the future of the CURES program
(California’s prescription moni-
toring program) is in question due
to funding issues. Maintaining this

program is a priority for the Board.

13



california state board of pharmacy

Vision, Mission and Values
V. STRATEGIC PLAN

FRAMEWORK Vision Statement
Healthy Californians through safe,

The Board of Pharmacy’s strategic quality pharmacist care.

plan serves as a blueprint for deci-

. . . Mission Statement
sion-making for the upcoming years.

This plan framework includes the The Board of Pharmacy protects and

L o romotes the health and safety of
Board’s vision and mission state- p ty

ments, shared values and strategic Californians by pursuing the highest

plan goals. The Board revisits the quality of pharmacists care and the

plan framework on a regular basis appropriate use of pharmaceuticals

. . through education, communication
to re-affirm its primary roles and & ’ ’

I . licensing, legislation, regulation and
responsibilities, and the core prin- & 18 - T8

. L enforcement.
ciples by which it operates.

Figure I: Strategic Plan Framework

Goals, Responsibilities, Objectives and Success Indicators

|
1 | | | | 1 |
i lati Communicatio S
. Legislation and : Organizational
Enforcement 1 Licensure 1 Regulation | and Publllc 1 Development
Information
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Shared Values

Board members and staff adhere to
the following values when consid-
ering all matters affecting the
consumers of California and the

profession of pharmacy.

Integrity: The Board exhibits integ-
rity in all its actions to ensure the
integrity of California’s drug delivery

system.

Transparency: Transparency in
communications is central to all
Board operations, oversight and

enforcement activities.

Responsiveness: The Board takes
timely action in response to strategic

issues, and responds proactively to

the changing needs of California

consumets and licensees.

Compassion: The Board under-
stands the diversity of Californians

and their health care needs and advo-

cates for Sthﬂg consumer protection.

Goals

The Board of Pharmacy has estab-
lished five goals that provide the
framework for defining and imple-
menting strategic objectives and

monitoring Board progress:

Goal One: Enforcement
Exercise oversight on all pharmacy

activities.

strategic plan 2012 - 2017

Goal Two: Licensure

Ensure the qualifications of licensees.

Goal Three: Legislation and
Regulation

Advocate legislation and promul-
gate regulations that advance the
vision and mission of the Board of

Pharmacy.

Goal Four: Communication and
Public Information

Provide relevant information to

consumers and licensees.

Goal Five: Organizational
Development

Achieve regulatory efficiency,
customer service and consumer

protection.
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VI. CONSTITUENCIES The Board reviews and updates its
OF THE BOARD list of constituencies and their

needs when updating the strategic
Meeting all constituency needs is plan to ensure that plan actions are

central to the Board’s mission and designed to fulfill all related Board

day-to-day operations. The following responsibilities.
table provides an overview of

Board of Pharmacy constituencies.

Consituency Consituency Needs

Consumers A safe, affordable and high quality drug
delivery system; qualified pharmacists; and

positive health outcomes.

Applicants Timely and fair access to licensure; and support

and information.

Licensees Regulation of practice; technical support and
information; and enforcement of laws and

regulations.

State Regulatory Agencies | Protection of the public interest and efficient
administration of the program; and informa-

tion and support.

Office of the Protection of the public interest and fair and

Attorney General efficient administration of all Board of

Pharmacy programs.

Legislators Consumer protection; responsiveness to

enforcement of laws.

Professional Associations | Collaboration, support and information.

16



VII.PERFORMANCE
MEASUREMENT

The Board of Pharmacy measures
performance based on its ability to
provide timely and efficient oversight
and enforcement of all pharmacy
activities, ensure the professional
qualifications of all licensed phat-
macists, and protect and engender
the confidence of consumers in the
safety and integrity of California’s

drug delivery system.

The Board has identified the
following broad performance
measures to help monitor and gauge
Board performance and implementa-

tion of the strategic plan.

e Consumer Protection [CP]*
* Positive Health Outcomes [HE]
¢ Consumer Education [CE]

* Consumer Confidence [CC]

e Professional Competencies [PC]
* Efficiency in Operations [EF]
*  Quality Enforcement [QE]

* Promulgation of Best
Practices [BP]

e Regulatory Compliance [RC]

The Board has identified specific
success indicators to measure prog-
ress towards achieving each strategic
plan goal. Indicators are presented in
the following section. Each indicator
relates to one or more of the perfor-

mance measures introduced above.

*Letters in brackets are abbreviations used later in this document.

strategic plan 2012 -

2017
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VIIl. IMPLEMENTATION AND ACTION PLAN

The Board’s implementation and action plan includes the ongoing actions, strategic objec-
tives, performance measures and success indicators to guide attainment of each of the
plan’s goals and to achieve the Board’s vision and mission. Responsibilities, objectives

and measures are organized according to the five strategic plan goals (each of which also

refers to a Board strategic committee):

¢ Enforcement

e Licensure

* Legislation and Regulation

¢ Communication and Public Information

* Organizational Development
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GOAL ONE: ENFORCEMENT

Exercise oversight on all pharmacy and drug distribution activities.

The following responsibilities of the Enforcement Committee support achievement of
Goal One:

* Increase regulatory compliance through the use of targeted outreach and education. (new)

* Increase inter-agency partnerships to strengthen enforcement and consumer protection.
(1.5/8)

* Administer the Pharmacists Recovery Program. (1.2/1)

* Administer the probation monitoring program. (1.2/2)

*  Obtain immediate public protection sanctions for egregious violations. 1.2/5)

* Inspect licensed premises to educate licensees proactively about legal requirements and

practice standards to prevent serious violations that could harm the public. (1.4/1)
* Initiate investigations based upon violations discovered during routine inspections. (1.4/3)
* Foster the implementation of e-pedigree on all prescription medications sold in California.
(1.5/1)
¢ Collaborate with and monitor the efforts of the Drug Enforcement Administration,

Department of Health and Human Services and other entities to implement e-prescribing
for controlled substances. (1.5/3)

* Participate in emerging issues at the State and national levels affecting the health of Cali-
fornians regarding their prescription medicine. (1.5/5)

*  Work with other California agencies to implement requirements for model programs to
take back unwanted prescription medicine from the public. (1.5/9)

*  Use the Healthcare Integrity and Protections Data Bank (HIPDB). (1.5/17)

* Address extra-jurisdictional issues that impact the safety and integrity of California’s drug

delivery system, including web-based pharmaceutical prescriptions and trade, out of State

activities, etc. (new)

* Conduct annual comprehensive review of investigative and enforcement activities to iden-

tify and implement process improvements. (1.5/15)

* Secure the continuation of CURES, enhance use of this prescription monitoring program

by dispensaries, and include access to data across state lines. (new)

2017
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Strategic Objectives

Completion Date ‘

1.1 Perform a trend analysis on violations of all types by January 2013
type of licensee. (new)

1.2 Establish a continuing education program on enforce- | January 2013 - Completed
ment issues including security and drug abuse. (new)

1.3 Promulgate regulations required by SB 1441 (Ridley- | }are20643 July 2015 —
Thomas, Chapter 548, Statutes of 2008) for recovery | Completed
programs administered by Department of Consumer
Affairs health care boards. (1.5/11)

1.4 Evaluate the effectiveness of the ethics course as an June 2014
enforcement option. (1.5/4)

1.5 Implement drug audits template for use by pharmacies. | January 2014 - Completed
(5.4/7)

1.6 Develop regulations to implement e-pedigree. (new) Jamuars2015 November

2013 — Pre-empted by
Federal Legislation

1.7 Implementation of Sterile Compounding Inspections July 2015 - Completed
(new)

1.8 Develop New Compounding Regulations (new) April 2016

19 Medicine Disposal (new) April 2016

1.10 | Reduce Loss of Controlled Substances and Maintain April 2016
Inventory (new

1.11 | Development and Implementation of CURES 2.0 (new) | July 2016

1.12 | HR 3204 — DQSA — Drug Product Training Julv 2016
Implementation (new)

1.13 | SB 1441 Uniform Standards Implementation Committee| July 2016

new
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Performance Measures and Success Indicators

The Board will assess the quality of its enforcement programs using the following performance

measures and success indicators.

Performance Measures:
*  Consumer Protection [CP]
e Consumer Confidence [CC]
* Efficiency in Operations [EF]
*  Quality Enforcement [QE]

e Regulatory Compliance [RC]

2017
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Success Indicators Related
Performance
Measures
1A Complete all desk investigations within 90 days. (1.1/1) | [CP, CC, EF, QE, RC]
1B Complete all field investigations within 120 days. [CP, CC, EF, QE, RC]
(1.1/2)
1C Close all Board investigations and mediations within [CP, CC, EF, QE, RC]
180 days. (1.1/3)
1D Issue citations and fines within 30 days. (1.2/3) [CP, CC, EF, QE, RC]
1E Issue letters of admonition within 30 days. (1.2/4) [CP, CC, EF, QE, RC]
IF Complete all field investigation for cases involving drug | [CP, HE, QE, RC]
abuse within 60 days. (new)
1G Refer all cases to the AG’s office within 10 days. (new) | [CP, QE, RC]
1H Secure pleadings from AG’s office within 90 days after | [CP, QE, RC]
referral. (new)
11 Inspect 100 percent of all licensed facilities once every | [CP, QE, RC]
three years by June 20, 2011. (1.4)
1] Review draft pleadings within 10 days. (new) [CP, QE, RC]
IK Perform quarterly status reports or for all referral cases | [CP, QE, RC]
pending. (new)
IL Protest proposed decisions and stipulations within 30 [CP, QE, RC]
days. (new)
IM Evaluate the Pharmacists Recovery Program. (new) [CP, QE, RC]
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GOAL TWO: LICENSURE

Ensure the qualifications of applicants and licensees.

The following responsibilities of the Licensing Committee support achievement of Goal Two:

Issue professional and occupational licenses to those individuals and firms that meet

minimum requirements. (2.1/4)

Deny licenses to applicants not meeting Board requirements. (2.1/5)

Deny applications to those who do not meet California standards. (2.1/6)

Respond to e-mail status requests and inquities to designated e-mail addresses. (2.1/7)
Respond to telephone status request and inquities. (2.1/8)

Make address and name changes. (2.3/1)

Process off-site storage applications. (2.3/2)

Transfer intern hours and license verification to other states. (2.3/3)

Work with local and State officials on emergency preparedness and planning for pandemics
and disasters, including the storage and distribution of drugs to assure patient access and

safety. (2.4/4)

Participate in ACPE reviews of California Schools of Pharmacy. (2.4/11)
Improve reporting and accounting procedures for intern hours. (2.4/14)
Evaluate continuing education requirement for pharmacists. (2.4/24)

Inspect sterile compounding pharmacies initially before licensure and annually before
renewal. (1.4/2)
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Strategic Objectives

Completion Date ‘

2.1 Work with the Department of Corrections on the January 2013
licensure of pharmacies in prisons. Develop a regula-
tion process to define licensure and drug distribution
for prison pharmacists (2.4/3)

2.2 Evaluate use of a second pharmacy technician certi- June 2013
fication examination (ExCPT) as a possible qualifying
route for registration of technicians. (2.4/0)

2.3 Evaluate licensing requirements for businesses secking | June 2013
licensure that are under common ownership. (2.4/23)

2.4 Implement the Department of Consumer Affairs January 2014 — Delayed
BrelEZe system to allow on-line licensing renewal appli-
cation submission and enforcement tracking; (2.4/8)

2.5 Expand background checks to include review of January2045 July 2016
federal and other state records, arrest reports and prior
convictions. (new)

2.6 Initiate review of Veterinary Food Animal Drug January 2016
Retailer Designated Representative training, (2.4/12)

2.7 Develop 4 State Protocols for Advanced Practice April 2016
Pharmacist (new)

2.8 Develop 2 Regulations for Advanced Practice April 2016
Pharmacist including Travel Medications and
Immunization (new)

2.9 Develop and Implement Advanced Practice Pharmacist | April 2016
Licensure (new)

2.10 | Develop and Implement Third- Party Logistics July 2015 - Completed
Providers (3PL) Licensure (new)

2.11 | Develop and Implement Automation Delivery Devices | January 2017
Licensure (new)

212 Streamline Pharmacist Examination Application January 2016
Requirements (new)

2.13 | Develop and Implement Centralized Hospital Packaging| January 2014 - Completed

Pharmacies License (new)
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Performance Measures and Success Indicators
The Board will assess the quality of its licensing program using the following performance

measures and success indicators.
Performance Measures:

e Consumer Confidence [CC]

e Professional Competencies [PC]

e Efficiency in Operations [EF]

e Promulgation of Best Practices [BP]

e Regulatory Compliance [RC]
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Success Indicators Related
Performance
Measures
2A Review initial applications within 30 days. [PC, EF]
2B Issue licenses within three working days of a completed | [PC, EF]
application. (2.1)
2C Review 100 percent of all applications within seven [PC, EF]
work days of receipt. (2.1/1)
2D Process 100 percent of all deficiency documents within | [PC, EX, RC]
five work days of receipt. (2.1/2)
2E Cashier 100 percent of all revenue received within two | [EF]
working days. (2.2)
2F Update 100 percent of all information changes to [EF]

licensing records within five working days. (2.3)
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GOAL THREE: LEGISLATION AND REGULATION

Advocate legislation and promulgate regulations that advance the vision and mission

of the Board of Pharmacy.

The following responsibilities of the Legislation and Regulation Committee support achieve-

ment of Goal Three:

* Identify and advocate for legislative changes to keep pharmacy laws current and consistent

with the Board’s mission. (3.1)

* Identify and promulgate regulatory changes to keep pharmacy regulations current and

consistent with the Board’s mission. (3.2)

* Evaluate and secure statutory fee increase to ensure sufficient funding to fulfill all of the

Boards statutory obligations as a consumer protection agency. (3.1/9)

Strategic Objectives

Completion Date ‘

3.1 Produce new notice to consumers posters and produce | June 2012 - Completed
video regarding patient-centered prescription labels.
(3.2/19)
3.2 Update references to USP Standards (§1780). (3.2/20) | December 2012
3.3 Promulgate regulations for accreditation agencies for December 2012 —
pharmacies that compound (§1751.x). (3.2/22) Enactment of SB 294
removed the need to
pursue this regulation
3.4 Revise and update the Board’s Disciplinary Guidelines | December 2012 —
(section 1760). (3.2/5) Completed — new
revisions are underway
3.5 Prepare and participate in the 2012 sunset review. (new) | January 2013 - Completed
3.6 Evaluate regulations specifying container labels. January2043 January
2014 - Completed
3.7 Update protocol for pharmacists furnishing emergency | Jamuary2043 July 2013 —
contraception (EC). (3.2/17) Completed
3.8 Promulgate Board issued continuing education (CE) December 2013
credit. (3.2/18)
3.9 Strengthen renewal requirements for pharmacy techni- | jare2044 October 2015 —
cians and designated representatives. Completed
3.10 | Implement e-pedigrees on prescription drugs dispensed | faly2647 — November

in California. (3.1/7)

2013 — Pre-empted by
Federal Legislation

2017
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Strategic Objectives (Continued) Completion Date
311 |Add Self Query Report from the National Practitioner July 2012 - Completed
Data Bank —Healthcare Integrity and Protection Data
Bank (NPDB- HIPDB) to the Pharmacist Intern
Application & Pharmacist Examination Application
(new)
3.12 Update Compounding Drug Product Regulation (new) |April 2013 - Completed
3.13  Update Emergency Contraception Regulation (new) July 2013 - Completed
3.14  [Update Partial Filling of Schedule 11 Prescriptions; April 2014 - Completed
Unprofessional Conduct Defined; and Criteria for
Rehabilitation Regulations (new)
3.15  |[Update Fees to Statutory Maximums in Regulation (new) [July 2014 - Completed
3.16 Update Patient-Centered Label Requirement in April 2015 - Completed
Regulation (new)
3.17  [Updated Requirements to Pharmacy Technician April 2016
Application Regulation (new)
3.18 Update Self-Assessment forms for Community April 2016
Pharmacy, Hospital Pharmacy, and Wholesaler in
Regulation (new)
3.19 Develop and Adopt Emergency Regulations for the April 2015 - Completed
Protocol for Pharmacists to Furnish Naloxone
Hvdrochloride (“naloxone”) without a Prescription (new)
3.20  [Update Requirements for Compounded Drug Products |April 2016
in Regulation (new)
3.21  |Adopt Self-Administered Hormonal Contraceptive April 2016
Protocol in Regulation (new)
3.22  |Adopt Nicotine Replacement Product Protocol in April 2016
Regulation (new)
3.23  Permanently Adopt Regulations for the Protocol for April 2016
Pharmacists to Furnish Naloxone Hydrochloride
(“naloxone”) without a Prescription (new)
3.24  |Adopt Standards for Pharmacists to Initiate and/or April 2016
Administer Vaccinations in Regulation (new)
3.25  |Adopt Licensing Regulations for the Advanced Practice |April 2016
Pharmacist (new)
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2017

Strategic Objectives (Continued)

3.26 Update Disciplinary Guidelines in Regulation (new)

3.27 .Reguire Drug Warning Labels in Regulation (new)

328 Develop and Adopt Standards in Regulation for
Pharmacists to Furnish Travel Medications (new)

3.29 .Require Reconciliation and Inventory Reporting of
Controlled Substances in Regulation (new)

3.30 .Prepare and participate in the 2012 sunset review.
new

3.31 .Develop and Implement Outsourcing Regulations (new)

Completion Date

April 2016

April 2016
April 2016

April 2016

[anuary 2017

[anuary 2017
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Performance Measures and Success Indicators

performance measures and success indicators.
Performance Measures:

*  Consumer Protection [CP]
*  Consumer Confidence [CC]

* Promulgation of Best Practices [BP]

Success Indicators

The Board will assess the quality of its legislation and regulation programs using the following

Related
Performance
Measures
3A Successful enactment of promoted legislative changes. | [CP, CC]
(3.1/measure)
3B Successful enactment of promoted regulatory changes. | [CP, CC]
(3.2/measure)
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GOAL FOUR: COMMUNICATION AND PUBLIC EDUCATION

Provide relevant information to consumers and licensees.

The following responsibilities of the Communication and Public Education Committee

support achievement of Goal Four:

Educate the public, licensees and health care professionals about critical health care issues.

(4.1/4.2/4.3)

Participate in forums, conferences and public education events. (4.4/1)

Publish The Script. (4.2/1)

Develop and conduct Board-sponsored continuing education programs. (4.2/2)
Provide important and timely information on website. (4.2/3)

Educate consumers about steps they can take to prevent medication errors. (4.1/10)

Strategic Objectives Completion Date ‘
4.1 Develop notice to consumers posters and video to June 2012 - Completed
comply with new regulations.
4.2 Restructure the Board’s website to make it more user January 2643 2016
friendly. (4.1/2)
4.3 Develop a communications plan. (new) January 2013
4.4 Assess the effectiveness of the Board’s educational June 2013
materials and outreach: survey consumers to identify
whether Board-produced materials are valued and what
new materials are desired. (4.1/1)
4.5 Collaborate with schools of pharmacy for pharmacist | June 2014
interns to develop consumer fact sheets on health
topics. (4.1/4)
4.6 Implement e-prescribing and educate consumers and September 2015
licensees on related issues. (new)
4.7 Use social media to reach key constituencies. (new) January 2017
4.8 Produce Consumer Education Materials About Buying | January 2015 - Completed
Prescription Drugs From the Internet (new)
4.9 Produce a Public Service Announcement About April 2014 — Completed

Prescription Drug Abuse (new)

2017
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Strategic Objectives (Continued) Completion Date

4.10 Develop a Prescription Drug Abuse Committee to September 2015 —
Address National Epidemic (new) Completed
411 | Address Patient Consultation in Pharmacies anuary 2017
412 | Secure Legislation Regarding Label Translations anuary 2016 —
Completed
4.13 Refine Requirements for Patient-Centered Labels April 2015 — Completed
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2017

Performance Measures and Success Indicatotrs

The Board will assess the quality of its communication and education programs using the

following performance measures and success indicators.

Performance Measures:

Consumer Education [CE]
Consumer Confidence [CC]
Professional Competencies [PC]
Promulgation of Best Practices [BP]

Regulatory Compliance [RC]

Success Indicator

Related

Performance
Measures

4A Increased access to Board educational materials. [CE, CC]
4B Publish The Script twice annually. [BP, PC, RC]
4C Evaluate requirements for patient-centered labels. [CE, BP, RC]
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GOAL FIVE: ORGANIZATIONAL DEVELOPMENT

Achieve regulatory efficiency, customer service and consumer protection.

The following responsibilities of the Organizational Development Committee support

achievement of Goal Five:

* Streamline operations and maximize services. (5.1/1)
* Secure funding for high priority programs. (5.1/2)
* Use the strategic plan to guide all Board activities and committees. (new)

*  Manage the Board’s financial resources to ensure fiscal viability and program integrity.

(5.1/4)
* Perform annual performance and training assessments of all staff. (5.2/3)
* Ensure that the Board has sufficient staff resources to carry out its mission. (new)

¢ Convene annual inspector meetings to ensure standardized investigation and inspection

processes, and provide law and practice updates. (5.5/3)
* Perform succession planning to ensure continuity for Board operations. (5.7)
* Respond to subpoenas within the timeline specified. (5.8/2)
* Respond to specific requests for public information. (5.8/3)
* Analyze Board operations to identify potential process improvements. (new)

* Identify best practices and apply as appropriate. (new)

Strategic Objectives Completion Date ‘
5.1 Enhance the Board’s orientation and training program | Jase2642 January 2016

for new Board members. (new)

5.2 Develop a performance measurement framework for June 2012 - Completed
the Board that includes specific indicators, targets and

data sources for each strategic plan goal. (new)

53 Implement BreEZe. (new) Angust20483-January 2014
— Delayed

54 Secure Updated Fee Structure Allowing for Increased October 2015
Costs of Services (new)

5.5 Implementation of Organizational Change Reflecting January 2016
Staff Growth and Management Structure (new)
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Performance Measures and Success Indicators
The Board will assess the quality of its organizational development programs using the

following performance measures and success indicators.
Performance Measures:

*  Consumer Protection [CP]

* Positive Health Outcomes [HE]

*  Consumer Education [CE]

*  Consumer Confidence [CC]

* Professional Competencies [PC]

* Efficiency in Operations [EF]

*  Quality Enforcement [QE]

* Promulgation of Best Practices [BP]

* Regulatory Compliance [RC]

Success Indicators Related
Performance
Measures
5A Obtain approval for identified program needs each [EE, BP]

budget year. (5.1)

5B Fill vacant Board positions in a timely manner. (5.2) [CC, EF, QE]

5C Number of staff trained for advanced duties and/or [PC, EF]

promoted (5.7/measure)

5D Respond to all public record requests within 10 days. [CC, EF]
(5.8)
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Appendix A | Board of Pharmacy Strategic Committee Structure
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PREPARED BY
..
FOR

CALIFORNIA STATE
BOARD OF PHARMACY

BE AWARE & TAKE CARE:
Talk to vour pharmacist!
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Board’s Current Policy Effective October 2009

In the event that the board is not able to convene a public meeting on regular notice or
pursuant to the emergency meeting provisions of the Open Meetings Act, any three members
of the board may convene a meeting by teleconference, by electronic communication (e.g., e-
mail), or by other means of communication to exercise the powers delegated to full board
pursuant to Business and Professions Code section 4062.

Excerpt from October 2009 Board Meeting

Proposed Delegation to the Board President to Act Pursuant to California Business and
Professions Code Section 4062 to Waive Statutory Requirements to Benefit Public Safety in
Response to a Declared Emergency or Disaster
Mr. Weisser provided that during the October 2006 Board Meeting, the board voted to adopt a
policy statement for pharmacies when providing emergency response. He indicated that a copy
of this policy statement was published in the January 2007 issue of The Script.

Mr. Weisser provided that Business and Professions Code section 4062 provides the board with
broad waiver authority and was recently amended in SB 819 (Chapter 308, Statutes of 2009) to
allow for the use of a mobile pharmacy in the event of a declared emergency as specified. He
stated that the board intends to use this authority when warranted.

Board Discussion
Ms. Schieldge reviewed the board’s options with respect to delegating authority collectively to
the board or to an individual board member to waive statutory requirements to benefit public
safety in response to a declared emergency or disaster. She recommended that the board limit
this authority to situations wherein the board is unable to convene.

The board sought general clarification regarding its options and adherence to the Open
Meetings Act. The board reached a consensus to allow any three members of the board to
teleconference in the event that the board is unable to convene during a declared emergency.
Discussion continued with regards to both the authority of the board and of the Governor
during a declared emergency.

Public Comment
President Schell sought clarification regarding what would be achieved during the emergency
meeting.

Mr. Room provided that the members attending the emergency meeting would establish and
issue guidelines regarding the laws that will be waived during the emergency.
There was no additional board discussion or public comment.



4062. Furnishing Dangerous Drugs during Emergency; Mobile Pharmacy

(a) Notwithstanding Section 4059 or any other provision of law, a pharmacist may, in good
faith, furnish a dangerous drug or dangerous device in reasonable quantities without a
prescription during a federal, state, or local emergency, to further the health and safety of the
public. A record containing the date, name, and address of the person to whom the drug or
device is furnished, and the name, strength, and quantity of the drug or device furnished shall
be maintained. The pharmacist shall communicate this information to the patient's attending
physician as soon as possible. Notwithstanding Section 4060 or any other provision of law, a
person may possess a dangerous drug or dangerous device furnished without prescription
pursuant to this section.

(b) During a declared federal, state, or local emergency, the board may waive application of any
provisions of this chapter or the regulations adopted pursuant to it if, in the board's opinion,
the waiver will aid in the protection of public health or the provision of patient care.

(c) During a declared federal, state, or local emergency, the board shall allow for the
employment of a mobile pharmacy in impacted areas in order to ensure the continuity of
patient care, if all of the following conditions are met:

(1) The mobile pharmacy shares common ownership with at least one currently licensed
pharmacy in good standing.

(2) The mobile pharmacy retains records of dispensing, as required by subdivision (a).

(3) A licensed pharmacist is on the premises and the mobile pharmacy is under the control and
management of a pharmacist while the drugs are being dispensed.

(4) Reasonable security measures are taken to safeguard the drug supply maintained in the
mobile pharmacy.

(5) The mobile pharmacy is located within the declared emergency area or affected areas.

(6) The mobile pharmacy ceases the provision of services within 48 hours following the
termination of the declared emergency.
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Summary of Mail Votes FY 2015/2016 (July-October)

Background: The board must approve any decision or stipulation before the formal
discipline becomes final and the penalty can take effect. Proposed stipulations and
decisions are securely emailed to each board member for his or her vote. A two-week
deadline generally is given for the mail ballots for stipulations and proposed decisions to
be completed and returned to the board’s office. After the deadline of 15 days and
after seven votes from board members have been received, a decision has been
reached.

In the first four months of FY 2015/2016 the board received 99 mail votes for
consideration. The table below summarizes each board member’s participation in the
mail voting process. The supporting data immediately follows.

Total Number of
Board Member Mail Votes Percentage
Submitted
Brooks 37 37%
Butler 87 88%
Castellblanch 34 34%
Gutierrez 50 51%
Hackworth 87 88%
Law 99 100%
Lippe 61 62%
Murphy 86 87%
Sanchez 99 100%
Schaad 98 99%
Veale 92 93%
Weisser 92 93%
Wong 83 84%




Due Date of

7/2/15 7/10/15 7/17/15 7/24/15 7/31/15 8/7/15 8/14/15 8/21/15 8/28/15 9/4/15 9/11/15 9/18/15

Votes
Number of
Cases Up For 11 11

Vote
Brooks 0 0 6 7 11 4 4 5 0 0 0 0
Butler 0 5 7 10 11 6 4 7 4 14 0 9
Castellblanch 0 0 0 0 0 0 0 0 0 14 0 9
Gutierrez 1 5 7 10 10 6 2 0 0 0 0 9
Hackworth 0 5 7 10 11 6 4 7 4 14 7 9
Law 1 5 7 11 11 6 4 7 4 14 7 9
Lippe 1 5 7 11 0 5 4 7 0 0 7 1
Murphy 1 5 7 11 11 6 4 5 4 14 7 0
Sanchez 1 5 7 11 11 6 4 7 4 14 7 9
Schaad 1 5 7 11 11 6 4 7 4 14 7 9
Veale 1 5 7 11 11 6 4 0 4 14 7 9
Weisser 1 5 7 11 11 6 4 7 4 14 0 9
Wong 1 5 7 11 11 6 4 7 0 14 7 9




Due Date of
Votes

9/22/15 9/28/15 10/2/15

Brooks 0 0 0
Butler 0 10 0
Castellblanch 1 10 0
Gutierrez 0 0 0
Hackworth 1 0 2
Law 1 10 2
Lippe 1 10 2
Murphy 1 10 0
Sanchez 1 10 2
Schaad 0 10 2
Veale 1 10 2
Weisser 1 10 2
Wong 1 0 0
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