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MEETING NOTICE
August 3, 2015

PHYSICIAN ASSISTANT BOARD
2005 Evergreen Street — Hearing Room #1150
Sacramento, CA 95815
9:00 A.M. - 5:00 P.M.

AGENDA
(Please see below for Webcast information)

EXCEPT “TIME CERTAIN”* ITEMS, ALL TIMES ARE APPROXIMATE AND SUBJECT
TO CHANGE

1.

2.

Call to Order by President (Sachs)

Roll Call, Establishment of a Quorum (Winslow)

Approval of May 4, 2015 Meeting Minutes (Sachs)

Approval of July 13, 2015 Teleconference Meeting Minutes (Sachs)

Public Comment on items not on the Agenda (Sachs) (Note: The Board may not discuss or
take action on any matter raised during this public comment section that is not included on
this agenda, except to decide whether to place the matter on the agenda for a future
meeting. [Government Code Sections 11125, 11125.7(a).])

Reports
a. President’'s Report (Sachs)
1) 2015-2016 Sunset Oversight Review by the Legislature: Update
2) California Academy of Physician Assistants Conference: PAB Exhibit Space
3) Requirements for an approved controlled substance education course:
Responsibility of Providers
b. Executive Officer's Report (Mitchell)
1) Update on BreEZe Implementation
2) Controlled Substance Utilization Review and Evaluation System (CURES) Update
3) Implementation of Business and Professions Code Section 3518.1 — Mandated
Personal Data Collection from Physician Assistants: Update
c. Licensing Program Activity Report (Forsyth)
d. Diversion Program Activity Report (Mitchell)
e. Enforcement Program Activity Report (Forsyth)

Department of Consumer Affairs
a. Director's Update (Christine Lally)

Regulations

a. Proposed Amendments to Guidelines for Imposing Discipline/Uniform Standards
Regarding Substance-Abusing Healing Arts Licensees, Section 1399.523 of Division
13.8 of Title 16 of the California Code of Regulations: Update (Mitchell)
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9. Lunch break will be taken at some point during the meeting.

10. CLOSED SESSION

a. Pursuant to Section 11126(c)(3) of the Government Code, the Board will move into
closed session to deliberate on disciplinary matters.

b. The Board will move into closed session to Receive Advice from Legal Counsel
Pursuant to California Government Code Section 11126(e): Tommie L. Williams, Jr., v.
Medical Board of California Physician Assistant Board, Cal. Court of Appeals (2™ dist.),
Case No. B254437.

11. The Legislative Committee (Hazelton/Earley)
Legislation of Interest to the Physician Assistant Board AB 12, AB 85, AB 611, AB 637,
AB 728, AB 1060, AB 1351, AB 1352, SB 323, SB 337, SB 464, SB 800 and other bills
impacting the Board identified by staff after publication of the agenda

12. The Education/Workforce Development Advisory Committee: Update on activities
(Grant/Alexander)

13. Medical Board of California Activities Summary and Update (Bishop)
14. Budget Update (Forsyth/Rumbaoa)

15. Discussion of compliance with Title 16 of the California Code of Regulations Section
1399.546 Reporting of Physician Assistant Supervision; electronic records and signatures:
(Sachs)

a. Other state reporting requirements

16. Possible re-scheduling of November Board Meeting
17. Agenda ltems for Next Meeting (Sachs)
18. Adjournment (Sachs)

Note: Discussion and action may be taken on any item on the agenda. All times when stated are
approximate and subject to change without prior notice at the discretion of the Board unless listed
as “time certain”. Agenda items may be taken out of order and total time allocated for public
comment on particular issues may be limited.

While the Board intends to webcast this meeting, it may not be possible to webcast the meeting due
to limitations on resources or unforeseen circumstances. The webcast can be located at
www.dca.ca.qov. If you would like to ensure participation, please plan to attend at the physical
location. Adjournment, if it is the only item that occurs after a closed session, may not be webcast.

Notice: The meeting is accessible to the physically disabled. A person who needs a disability-
related accommodation or modification in order to participate in the meeting may make a request by
contacting Anita Winslow at (916) 561-8782 or email Anita.Winslow@mbc.ca.gov send a written
request to the Physician Assistant Board, 2005 Evergreen Street, Suite 1100, Sacramento,
California 95815. Providing your request at least five (5) business days before the meeting wxll help
to ensure availability of the request.
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August 3, 2015

MEETING MINUTES

May 4, 2015
PHYSICIAN ASSISTANT BOARD
2005 Evergreen Street — Hearing Room #1150
Sacramento, CA 95815
9:00 A.M. - 5:00 P.M.

1. Call to Order by President

President Sachs called the meeting to order at 9:00 a.m.

2. Roll Call
Staff called the roll. A quorum was present.

Board Members Present: Robert Sachs, PA-C
Charles Alexander, Ph.D.
Michael Bishop, M.D.
Jed Grant, PA-C
Rosalee Shorter, PA-C
Sonya Earley, PA-C
Xavier Martinez
Catherine Hazelton
Cristina Gomez-Vidal Diaz

Staff Present: Glenn L. Mitchell, Jr., Executive Officer
Kristy Schieldge, Senior Staff Counsel,
Department of Consumer Affairs (DCA)
Lynn Forsyth, Licensing Analyst
Anita Winslow, Administration Analyst

3. Approval of February 9, 2015 Meeting Minutes

M/ Jed Grant S/ Michael Bishop C/ to:

Approve the February 9, 2015 meeting minutes.

Member S No Abstain | Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton
Xavier Martinez

Robert Sachs

Rosalee Shorter X
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Motion approved.

4. Public Comment on items not on the Agenda

There was no public comment at this time.

5. Reports

a. President's Report

1)

Mr. Mitchell administered the Oath of Office for Mr. Sachs’ appointment as
Board Chair.

Mr. Sachs thanked Governor Brown, and his staff Mona Pasquil and Sonia
Huestis. He also thanked Christine Lally Deputy Director, Board and Bureau
Relations, Department of Consumer Affairs for appointing him.

Mr. Sachs recognized the many years of service of Board member Cristina
Gomez-Vidal Diaz. Ms. Gomez-Vidal Diaz was appointed to the Board 10
years ago. She has set the bench mark as a public member and faithfully
served California consumers in the role. Ms. Gomez-Vidal Diaz is an
outstanding enforcement individual who is always there for the consumer.
Mr. Sachs on behalf of the Board presented Ms. Gomez-Vidal Diaz with a
plaque and wished her well in her future endeavors.

b. Executive Officer's Report

1)

Update on BreEZe Implementation

Mr. Mitchell reported that Board staff continues to work with the BreEZe team
on the implementation of BreEZe. He reported that there continues to be
issues with the enforcement reports and we are still not yet able to rely on
them for the reporting of accurate data. However, many of these issues are
being resolved and the data collected in the reports is becoming more
reflective of our actual statistics. We look forward to the eventual use of the
reports.

The BreEZe licensing program continues to function with no issues.

We are in the process of implementing our online license renewal system for
a late May 2015 roll out. The design work has been completed by the
BreEZe programmers and Board staff is in the process of testing the system
to detect any issues that may need to be addressed prior to implementation.
Mr. Mitchell reported that implementation of the online renewal system will
benefit our licensees and will add to efficiencies in the office in that licensees
will be able to renew and pay online and not be required to submit paperwork
to the Board. Once the license renewal is approved, the licensee’s record will
be updated immediately. The online renewal system will also be helpful to
licensees who renew prior to expiration or late.

We also continue to receive support from the Medical Board of California
Information Systems Branch (MBC ISB) regarding our implementation of



2)

3)

BreEZe. We have greatly benefited from their expertise and guidance in
helping us to understand and implement the system. Mr. Mitchell would like
to thank the MBC and the MBC ISB for their continued support.

Other BreEZe developments:

Earlier this year the California State Auditor concluded an audit of the BreEZe
system. In summary, the audit identified inadequate planning, staffing,
management, and oversight of the project which led to implementation of far
fewer Department of Consumer Affairs (DCA) boards and at a significantly
higher cost.

DCA has agreed with the recommendations of the audit and is taking steps to
address the concerns raised in the audit. Many of the concerns raised were
already being addressed by DCA prior to the release of the audit.

Also, Mr. Mitchell indicated that DCA has received notification from the Joint
Legislative Budget Committee to allow DCA to enter into a contract
amendment for the BreEZe project would:

¢ Terminate the contract with the current vendor after Release 2 boards;
and

* Increase project costs by $17.5 million. (Pursuant to Control Section
11.00 of the 2014-2015 Budget Act.)

DCA believes that these amendments are necessary to complete R2 and
provide critical maintenance and enhancements for Release 1 Boards, which
includes this Board.

CURES update

According to the Department of Justice (DOJ), the Project is scheduled to “go
live” on June 30, 2015 and is currently within budget.

User Acceptance Testing (UAT) which will take place in late May until mid-
June.

The other major step DCA and DOJ taking place includes outreach to
licensees and the public. The goal is to provide a clear and consistent
message from the boards, DCA and DOJ on the CURES 2.0 Project. We are
looking at the various methods of outreach.

Implementation of Business and Professions Code Section 3518.1 —
Mandated Personal Data Collection from Physician Assistants

SB 2101 (Ting) (Effective January 1, 2015) requires the:

Physician Assistant Board (PAB), Board of Registered Nursing, Board of
Vocational Nursing and Psychiatric Technicians, and Respiratory Board to
collect data for the Office of Statewide Health Planning and Development
(OSHPD).



The PAB is required to collect the data biennially at the time of initial licensure
and renewal obtaining the following data:

» Location of practice (including city, county, and Zip code)

* Race or ethnicity (licensees may, but are not required to report race
and ethnicity}
Gender
Languages spoken
Education background
Classification of primary practice site (such as a clinic, hospital,
managed care organization, or private practice)

The PAB is working with legal counsel, DCA, and other boards to implement
the provisions of SB 2102.

PAB staff are currently working with other DCA Boards and DCA staff on the
development of the survey questions. Initially, the plan is to include a link to
the electronic online survey. Our initial license letter inserted with the wall
certificate and pocket ID card will be updated with a link to the survey. The
renewal notice will also be updated. Staff will also update the Board’s
website with information and links for SB 2102. Roll out of the survey is
scheduled for July 2015.

Mr. Mitchell would like to encourage licensees to complete the survey as the
data will provide helpful and useful information to assist the state in
determining health care shortages, such as the need for additional PA training
programs. This data will also provide useful information to improve access to
patient care. The data will also be useful to the Board with regard to its public
and policy goals of consumer protection.

Mr. Mitchell also would like to encourage professional associations, such as
the California Academy of Physician Assistants (CAPA), to encourage their
members to complete the survey.

¢. Licensing Program Activity Report

Between February 1, 2015 and April 30, 2015, 179 physician assistant
licenses were issued. As of April 30, 2015, 10,093 physician assistant
licenses are renewed and current.

d. Diversion Program Activity Report

As of April 1, 2015, the Board’s Diversion Program has 14 participants, which
includes 3 self-referral participants and 11 board-referral participants.

A total of 131 participants have participated in the program since implementation
in 1990.

e. Enforcement Program Activity Report

Between February 1, 2015 and April 30, 2015, there were no accusations filed;
there were no Statement of Issues filed; 8 probationary licenses were issued,
and there are currently 53 probationers.



6. Department of Consumer Affairs

Marcus McCarther, representative of the Deputy Director, Board and Bureau
Relations, thanked Board members for their compliance in completing the annual
Statement of Economic Interests form (Form 700) that were due April 1, 2015.

Mr. Marcus clarified questions about Board mernber training. He stated that all
reappointed Board members would have to complete the Board Orientation Training.
He added that the next orientations were on June 18, 2015 in Van Nuys and
September 23, 2015 in Sacramento.

Mr. Marcus also reminded everyone that 2015 is a mandatory compliance year for
all DCA employees, including Board members, to take the Sexual Harassment
Training course.

Mr. Marcus reported that DCA'’s legal department is currently reviewing a Supreme
Court decision on a case against the North Carolina State Board of Dental
Examiners (NCBDE) by the Federal Trade Commiission. The court decided that the
NCBDE cannot be permitted to regulate their own markets for anti-trust
accountability. DCA legal office is currently reviewing this decision and its potential
impact on DCA Boards and Bureaus.

7. Regulations

a. Discussion and possible action regarding proposed amendments to Guidelines
for Imposing Discipline/Uniform Standards Regarding Substance Abusing Health
Arts Licensees. Section 1399.523 of Division 13.8 of Title 16 of the California
Code of Regulations.

At the last Board meeting, Ms. Schieldge presented to the Board a summary of
additional amendments to the Manual of Disciplinary Guidelines and Model
Disciplinary Orders that she believed would further enhance the document.

The Board approved the amendments and voted to direct staff to take all steps
necessary to complete the rulemaking process, including preparing modified text
and an addendum to the Initial Statement of Reasons for an additional 15-day

comment period, which includes amendments discussed at the February
meeting.

The public comment period began on April 27, 2015 and will end May 13, 2015.
As of today’s meeting date there has been no public comment.

8. Closed Session:

a. Pursuant to Section 11126(c)(3) of the Government Code, the Board moved into
closed session to deliberate on disciplinary matters.

Return to open session

9. A lunch break was taken.



10. Application for licensure as a Physician Assistant: Update

11

The application for licensure approved by the Board at the February 9, 2015 meeting
is being updated by the Department of Consumer Affairs’ Publications, Design, and
Editing Office with a new look.

. The Legislative Committee Report

Ms. Hazelton discussed specific bills that were of interest to the Board, including:

AB 12 (Cooley) This bill would require every state agency, department, board,
bureau or other entity to review and revise regulations to eliminate inconsistent,
overlapping, duplicative, and outdated provisions and adopt the revisions as
emergency regulations by January 1, 2018. Additionally, this bill would require the
Business, Consumer Services, and Housing Agency to submit a report to the
Governor and Legislature affirming compliance with these provisions. These
provisions would be repealed by January 1, 2019.

Ms. Hazelton stated that this bill would have a fiscal impact and be a resource drain
on Board staff and resources.

M/ Michael Bishop S/ Xavier Martinez C/ to:

Take an opposed position on AB 12.

Member No Abstain | Absent | Recusal
Charles Alexander
Michael Bishop
Cristina Gomez-Vidal Diaz X

Sonya Earley

Jed Grant
Catherine Hazelton
Xavier Martinez
Robert Sachs
Rosalee Shorter

XK XK X ><><§

Motion approved.

AB 85 (Wilk) This urgency bill would require two-member advisory committees or
panels of a “state body” (as defined in the Bagley-Keene Open Meeting Act) to hold
open, public meetings if at least one member of the advisory committee is a member
of the larger state body and the advisory committee is supported, in whole or in part,
by state funds.

M/ Michael Bishop S/ . Xavier Martinez C/ to:

Take an opposed position on AB 85.
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Member No Abstain | Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton

Xavier Martinez

Robert Sachs

Rosalee Shorter

><><><><><><><><><g

Motion approved.

AB 611 (Dahle) This bill would provide that any individual within the Department of
Consumer Affairs designated to investigate the holder of a professional license, may
request the Department of Justice to release any data that may exist on that
individual in the CURES database if there is probable cause that laws governing
controlled substances have been violated by the licensee. It would also provide that
an individual from a board licensing health care practitioners is not required to
submit an application pursuant to this bill in order to access the CURES database.

M/ Michael Bishop S/ Xavier Martinez C/ to:

Take a support position on AB 611.

Member No Abstain | Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton
Xavier Martinez

Robert Sachs

Rosalee Shorter

xxxxxxxxxg

Motion approved.

AB 637 (Campos) This bill would allow nurse practitioners and physician assistants
to sign the Physician Orders for Life Sustaining Treatment form (Treatment Form).
This Treatment Form allows terminally-ill patients to inform their loved ones and
health care professionals of their end-of-life wishes. By expanding the number of
people who are allowed to sign the Treatment Form, the intent of this bill is to assist
terminally-ill patients in making their end-of-life wishes known to their families and
health care providers. This bill would impact licensees of the Physician Assistant
Board and the Board of Registered Nursing.

Public comment — Teresa Anderson, California Academy of Physician Assistants
(CAPA) commented that they had a large response from their members in support of
this bill; therefore, CAPA is in support of the bill.



M/ Rosalee Shorter S/ Sonya Earley C/ to:

Take a support position on AB 637.

Member No Abstain Absent Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton
Xavier Martinez

Robert Sachs

Rosalee Shorter

><><><><><><><><><§

Motion approved.

AB 1060 (Bonilla) This bill would authorize a board, upon suspension or revocation
of a license, to provide the ex-licensee with certain information pertaining to
rehabilitation, reinstatement, or penality reduction through first-class mail or by
electronic means.

M/ Sonya Earley S/ Robert Sachs C/ to:

Take a support position on AB 1060.

Member
Charles Alexander
Michael Bishop
Cristina Gomez-Vidal Diaz
Sonya Earley
Jed Grant
Catherine Hazelton
Xavier Martinez
Robert Sachs
Rosalee Shorter

No Abstain Absent Recusal

><><><><><><><><><§

Motion approved.

SB 337 (Pavley) This bill would require medical records to reflect the supervising
physician for each episode of care; require a physician assistant who transmits an
oral order to identify the supervising physician; recast medical record review
provisions to require the supervising physician to utilize one or more mechanisms;
and recast prescribing provisions to allow a physician assistant to prescribe
Schedule Il controlled substances.

Mr. Sachs recused himself from the discussion of SB 337 because of his service on
the California Academy of Physician Assistants (CAPA) nominating officer selection
committee. He turned the discussion over to the vice-chair Mr. Grant.

Public comment — Teresa Anderson, Public Policy Director, CAPA



Ms. Anderson explained that the first part of the bill provides three different options
for documenting supervision. CAPA believes the bill will provide innovative ways for
practice management between the supervising physician and physician assistant.
The different options for documentation include:

1. Case review currently required in the physician assistant laws and regulations.
2. Have 10 record review meetings.

3. Combination of items 1 and 2.

Ms. Anderson added that SB 337 will also amend the law to allow for 20% co-
signature on Schedule Il drug orders. When Hydrocodone was rescheduled as a
Schedule Il drug, CAPA noted that this is impacting practices. Having to sign 100%
of these drug orders has become very onerous. Ms. Anderson noted that SB 337
would allow for a minimum 20% chart review and co-signature only if a Controlled
Substance course has been taken.

Ms. Anderson noted that SB 337 addresses how the supervising physician and the
physician assistant as a team chooses to review and document chart review
authority delegated by law.

Ms. Schieldge stated that she believes SB 337 does not precisely define when the
ten meetings take place during the year. As currently defined, the ten annual
meetings could potentially and legally occur in one month, one day or one hour. She
added that there are no documentation provisions for these meetings. She believes
that documentation should address when the review takes place and the outcomes
regarding the patient charts reviewed. Another issue raised by legal counsel was
that there should be a baseline of the number of cases reviewed at the meetings.
The Board members shared similar concerns.

M/ Michael Bishop S/ C/ to:

Take a support if amended position of SB 337. Amendments should address:
1. How often the meetings occur?

2. What percentage of charts should be reviewed?

3. Level of documentation?

Motion withdrawn

M/ Cristina Gomez-Vidal Diaz S/ C/ to:

Watch and recommend position of SB 337. Amendments should address:

1. More description about threshold of number of records.

2. Documentation process.

3. Time specific of meetings, how often? No shorter than three weeks between
meetings.

Motion withdrawn

M/ Catherine Hazelton S/ Sonya Earley C/ to:

Take an oppose unless amended position on SB 337. Amendments should
address:
1. Require that the 10 meetings be defined as throughout the year.



2. Content of the meetings be documented in some form.
3. There is a threshold of a number or percentage of cases that are reviewed.

Public comment — Teresa Anderson, Public Policy Director, CAPA

Ms. Anderson suggested that CAPA would like to address the Board’s concerns and
possibly review these concerns at a teleconference prior to the next Board meeting
so that the bill can move forward.

Member No Abstain Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton
Xavier Martinez

Robert Sachs X
Rosalee Shorter X

x| > ><><><><-g‘

Motion carried.
12.The Education/Workforce Development Advisory Committee: Update

Mr. Grant summarized what had transpired in previous meetings which resulted in
the forming of this committee. He discussed the training program national
accreditation process, the closing of two California Associate Degree PA programs,
and how the closure of these programs are impacting the applicant pool for
physician assistant training programs and physician assistant work force issues.

Mr. Grant reported that the Board contacted the Accreditation Review Commission
on Education for Physician Assistants (ARC-PA), which is the only organization in
the United States for physician assistant program accreditation. Their response was
that they do not respond to any state board’s requests. Mr. Grant stated this is
somewhat troubling as we have the same mission that PA’s are adequately trained.

Mr. Grant briefly gave a history of the ARC-PA. Originally the ARC-PA was part of
the Commission on Accreditation on Allied Health Education Programs (CAAHEP),
but became their own accreditation body in 2001. CAAHEP was the oversight
component for ARC-PA, but now that component is missing and the ARC-PA is now
an independent body with no oversight from other bodies.

The ARC-PA is requiring all accreditation training programs to offer a post graduate
degree by 2020. Programs wishing to offer an Associate Degree or Certificate are
being required to align themselves with an education institute that offers a post
graduate degree. Programs that are not in compliance with the degree requirements
by January 1, 2021 will have their accreditation withdrawn by ARC-PA.

The committee informally surveyed ten program directors and various stakeholders
both within and outside of California regarding their perceptions of the ARC-PA and
discussed trends to see if the perceived issues in California are common nationally.
The Physician Assistant Education Association (PAEA) has noted a trend of the

10



ARC-PA “stacking citations” on programs. PAEA has created a task force on
accreditation issues.

Mr. Grant discussed the possible issues associated with state accreditation of PA
programs. The cost associated with developing a state accreditation would include
standards having to be written and approved, a mechanism for enforcement to be in
place and compliance would need to be verified. The state would then have to
develop and validate a licensing examination. Mr. Grant added that establishing a
“California PA license” may create credentialing issues at some hospitals and PAs
may not be able to bill Medicare/Medicaid. Additionally California licensed PA’s may
not be able to obtain licenses outside of California as they would be unable to take
the NCCPA PANCE because they had not attended an ARC-PA accreditation
physician assistant training program. Having two different PA licenses may also
lead to patient confusion. Many in the profession are opposed to the establishment
of a separate state license.

There was additional discussion involving clarification of some aspects of Mr.
Grant's report. There was a general consensus among members to work with the
system that is already in place instead of trying to change it. The discussion
included whether to get the legislature involved and what other stakeholders might
be interested in this issue.

Public Comment: Teresa Anderson — California Academy of Physician Assistants
(CAPA) stated the CAPA does not have an official position on this issue, but would
like to be involved.

M/ Michael Bishop S/ C/ to:

Direct the committee to:

1. Request staff to coordinate with the Medical Board of California (MBC) to see if
they would like to be a part of this process and if they could be of any assistance
to the Board.

2. Collect data on what's happening in California in regard to the access to care and
how programs are impacting the workforce.

Motion withdrawn

M/ Jed Grant S/ Michael Bishop C/ to:

Delegate to the committee to work with staff on the following:

1. Write to CAAHEP and ask them to look into ARC-PA’s conduct on the closure of
the two programs.

2. Staff to contact PAEA and ask if the Board can participate in their task force on
accreditation.

3. Contact ARC-PA and ask for a timeline as to when programs will come online in
California through their process.

4. Schedule a stakeholder meeting for people in California to find out if there are
other things the Board needs to do and coordinate with the MBC.

11



Member No Abstain Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton

Xavier Martinez

Robert Sachs

Rosalee Shorter

><><><><><><><><><§

Motion approved.
13. Medical Board of California activities summary and update

Dr. Bishop reported that the Medical Board will hold its Board meeting on May 7 and
8, 2015 in Los Angeles. At this meeting, the Board will be discussing numerous bills
related to the practice of medicine impacting physicians. The Board will also be
provided with a new document developed by the Department of Health Care
Services and the Department of Social Services that provides guidelines for the use
of psychotropic medication for children and youth in foster care. This is a significant
issue that has been discussed at many legislative hearings. The Board has also
placed this document on its website.

The Board is also noted that its regulations for the uniform standards for substance
abusing physicians has been approved by the Office of Administrative Law and will
become effective on July 1, 2015. The Board will be working with the Attorney
General's Office and the Office of Administrative Hearings to ensure all future
disciplinary decisions contain the uniform standards as required by law.

The Board will also be looking at a resolution talking about the importance of timely
investigating and petitioning for interim suspension orders. The Board believes that
if a physician is a danger to the public, the removal of that physician from practice
should be its top priority. The Board must work with the Department of Consumer
Affairs Division of Investigation and the Department of Justice Health Quality
Enforcement Section to obtain such an order. The Board wants to ensure all its
partners are working together expeditiously to protect consumers.

As Dr. Bishop reported at the last PAB meeting, at the January MBC meeting, the
Board heard a presentation by Board staff and the Federation of State Medical
Boards staff on a proposed Interstate Compact. The Medical Board approved the
interstate compact in concept and asked staff to review the issues presented by
members of the audience. The Board has received the responses to the issues
raised and those responses will be discussed at the Board Meeting.

The Medical Board held its first Annual Legislative Day on February 26, 2015.

Board Members, in teams of two, visited numerous legislative members’ offices and
discussed the roles and functions of the Board. Dr. Bishop reported that the day
was extremely successful and the Legislative Members were thankful that the Board
Members took the time to meet with them. It was helpful to educate members on the
Board and to also put the face of the Board forward and let the Legislative Members
know how importantly the Board takes its role of consumer protection.
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Dr. Bishop noted that the Board will be holding an interested parties meeting in late
May or June to discuss its licensing requirements, specifically the number of
postgraduate training years. The Board currently requires one year for US or
Canadian medical school graduates or two years for international medical school
graduates. The Board is looking at requiring three years of postgraduate training for
both types of applicants. The Board will be identifying the pros and cons and any
unintended consequences of such a change. The Board believes this is a consumer
protection issue but knows that a lot of discussion must take place prior to moving
forward on this proposal.

Lastly, as the Chair of the Prescribing Task Force, Dr. Bishop informed members of
the PAB that they had a productive meeting on April 13, 2015. The Task Force
heard from the California Department of Public Health on the work being done by its
Prescription Opioid Misuse and Overdose Prevention Workgroup, which is a group
made up of several state entities. The Division of Workers Compensation also
spoke about their new guidelines that are going through the process of review and
completion. The Task Force also learned of updates on the CURES program. The
Task Force then opened the meeting to discuss best practices used to battle this
epidemic. The Board heard a lot of good ideas and also found out that a lot of work
is already being done by multiple parties on this issue. The Board will continue to
put together best practices that can then be placed into its newsletter and on its
website. The Board also may be looking to have some of these individuals speak at
future meetings of the Board.

14. Budget Update

Taylor Schick, Manager of the Budget Office, Department of Consumer Affairs
(DCA) and Wilbert Rumbaoa, Budget Analyst, DCA, reported the one-time funding
Augmentation Request to the Department of Finance for $117,000.00 was approved.

Mr. Rumbaoa reported on the Board’s expenditure projection and fund condition.
The revenue report showed that the Board was doing fairly well for the past 4 years,
being able to revert around $180,000.00 each year.

Mr. Schick explained that an appropriation approved by the Department of Finance
and the Legislature is an obligation against the PA Fund and a reversion was
defined as what appropriations were left at the end of the fiscal year, which is
reverted back into the PA Fund.

There was general discussion about the $1.5 million loan that was made to the
General Fund. It was determined that this loan is scheduled for repayment during
the fiscal year of 2017/2018. The repayment of this loan could cause the Board to
be close to exceeding the 24 month reserve which is limited in statute and could
trigger requiring the Board to reduce fees so as not to exceed the 24 month reserve
limit mandate.

15.PAB Policy Manual

Ms. Schieldge was able to review the required training requirements for newly
appointed Board Members; this includes those members reappointed to the Board.
Ms. Schieldge noted that the department’s Training/Orientation Policy has been
updated as follows:

13
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1. Board Member Orientation Training must be completed within one year of
appointment or reappointment of a Board member.

2. Ethics Training must be taken every two years, but it does not have to be
repeated at DCA if the Board member already completed an equivalent course
through another state agency and it has not been more than two years since they
last took the course.

3. Sexual Harassment Training must be taken every two years, but does not have
to be repeated at DCA if the Board member received the training at DCA and it
has not been more than two years since they last took the course.

4. Defensive Driver Training must be taken every four years, but does not have to
be repeated as long as the training occurred through DGS within the last 4 years
prior to appointment or re-appointment and it has not been more than four years
since they last took the course.

16.Discussion of compliance with Title 16 of the California Code of Regulations
Section 1399.546: Reporting of Physician Assistant Supervision - Electronic
Records and Signatures

Mr. Sachs stated that most medical practices now use Electronic Medical Records
(EMR) in place of paper patient records. He added that physician assistants and
supervising physicians often experience difficulty in complying with Title 16
California Code of Regulations Section 1399.546 with regard to entering the
supervisor's name in the EMR. Mr. Sachs was concerned that the inability to enter
this information could lead to possibie disciplinary actions against the physician
assistant for noncompliance to the regulation. He suggested that the Board may
wish to amend Section 1399.546 to address the now common use of EMRs.

Ms. Schieldge questioned how electronic documentation is inputted and how is it
authenticated using EMRs. She suggested that the regulation could possibly be
amended to accommodate EMR documentation.
Members discussed that there are several different EMR programs available, but the
common denominator was that the supervising physician was a line item to be
entered on every record.
Ms. Schieldge suggested that staff determine what other states were doing. EMRs
still need to have the ability to link the supervising physician to the physician
assistant in order to comply with California Code of Regulation Section 1399.546 to
protect the public.

17.Agenda items for the next meeting
a. Sunset Report

b. Report from the Physician Assistant Education/Workforce Committee on
stakeholder teleconference

c. Report from the Legislation Committee — SB 323

d. Interim teleconference SB 337 report

14



e. Discussion of compliance with Title 16 of the California Code of Regulations
Section 1399.546: Reporting of Physician Assistant Supervision — Electronic
Records and Signatures

18. Adjournment

With no further business the meeting was adjourned at 3:50 P.M.
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MEETING MINUTES
July 13, 2015
PHYSICIAN ASSISTANT BOARD

Teleconference Meeting — Various L.ocations
2:30 P.M - 4:30 P.M.

The teleconference sites for this meeting were at the following locations:

1232 Campbell Hall 4995 Murphy Canyon Rd, #207
Los Angeles, CA 90095 San Diego, CA 92123

2020 Zonal Ave, IRD Bldg. Rm 628 8344 W Mineral King Ave

Los Angeles, CA 90638 Visalia, CA 93291

1 Bush St, #800 1520 San Pablo St, #4300

San Francisco, CA 94104 Los Angeles, CA 90033

2005 Evergreen St, Ste. 1120
Sacramento, CA 95815

1. Call to Order by the Chair
Mr. Sachs called the meeting to order at 2:32 P.M.
2. Roll Call
Mr. Sachs called the roll. A quorum was present.

Board Members Present: Robert Sachs, PA-C
Charles Alexander, Ph.D.
Michael Bishop, M.D.
Sonya Earley
Jed Grant, PA-C
Catherine Hazelton
Xavier Martinez
Cristina Gomez-Vidal Diaz

Staff Present: Glenn L Mitchell, Jr., Executive Officer
Kristy Schieldge, Senior Staff Counsel
Lynn Forsyth, Enforcement Analyst
Anita Winslow, Administrative Analyst
3. Public Comment on items not on the Agenda

There was no public comment at this time.



4. Legislation of Interest to the Physician Assistant Board

SB 337 (Pavley) This bill would require medical records to reflect the supervising
physician for each episode of care; require a physician assistant who transmits an oral
order to identify the supervising physician; recast medical record review provisions to
require the supervising physician to utilize one or more mechanisms; and recast
prescribing provisions to allow a physician assistant to prescribe Schedule Il controlled
substances.

Public Comment — Teresa Anderson, Public Policy Director, California Academy of
Physician Assistants (CAPA), introduced Elise Thurau, Legislative Director, Senator
Pavley’s office.

Ms. Thurau noted that Senator Pavley is hopeful that the Board’s concerns with SB
337 are addressed at this meeting.

Kathryn Scott, representative of CAPA, summatrized the Board’'s concern with the bill

including:

1. The bill did not specify when the 10 meetings should take place throughout the year.

2. The bill did not state how the meetings would be documented.

3. How many cases should be reviewed at the meeting either a percentage or a
specific number.

Jeremy Adler, liaison and past CAPA President, noted that physician assistants
practice under protocols in which the existing law requires a co-signature for a sample
of work after care of the patient.

Greg Minnie, CAPA member and a physician assistant practicing for 25 years, spoke
about the need to increase options for supervising physicians and physician assistants
to ensure that they are consistent with current community standards. He noted that the
bill does not change the supervision requirements, it allows for several different options
of supervision review.

Adam Marks, CAPA representative, asked the Board to support SB 337.

Ana Maldonado, CAPA Vice-President, asked the Board to support SB 337. She
added that the bill recognizes the relationship between the supervising physician and
the physician assistant.

Kristy Schieldge, Legal Counsel, Department of Consumer Affairs, based on her review
of the latest amendments of SB 337, had additional concerns, specifically:

1. (i) What is an objective measure that assures adequate and sufficient supervision?
There appears to be no objective standard set forth in the bill's proposed amendments
to Business and Professions Code Section 3502. It is too subject to interpretation as
drafted, which could result in legal challenge to the board in enforcing it or result in
physician assistants being unsupervised.

2. (ii) The definition of a medical records review meeting that may occur by “electronic
means” is not clear. Since this is intended to replace co-signatures, should the
requirement be inter-active?

3. (i) Concerns were raised that no minimum thresholds are set forth in the proposed
language for the combined mechanisms. The combined concepts are still unclear. Due
to the ambiguity, staff would not be able to explain the concept to practitioners. Legal



5.

6.

7.

Counsel requested CAPA to provide an example of how the combined meetings and
co-signature mechanisms would work in the real world and how the language would be
interpreted.

Further discussion between the Board members, legal counsel, and CAPA
representatives indicated that the Board was still concerned about the number of
sample records to be reviewed, and who determines what records to review and how
often they should be reviewed.

Ms. Anderson presented to the Board a new revision to SB 337, which she believes
would address the Board's and legal councel’s concerns. The amendments presented
by Ms. Anderson were discussed by the Board members.

M/ Jed Grant S/ Sonya Earley C/ to:

If SB 337 is amended to incorporate the latest amendments submitted by CAPA at
today’s meeting the Board is taking a support if amended position on SB 337 —
Exhibit A attached.

Member No Abstain | Absent | Recusal
Charles Alexander
Michael Bishop

Cristina Gomez-Vidal Diaz
Sonya Earley

Jed Grant

Catherine Hazelton

Xavier Martinez

Robert Sachs

Rosalee Shorter X

> xxxxxg

Motion carried.
Closed Session

Pursuant to Section 11126(c)(3) of the Government Code, the Board moved into
closed session to deliberate on disciplinary matters.

Returned to Open Session
Adjournment

With no further business the meeting was adjourned at 4:10 P.M
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AGENDA NEM & 4.
EXHIBIT A

(12) “Medical records review meeting” means a meeting between the supervising physician and
surgeon and the physician assistant during which medical records are reviewed to ensure
adequate supervision of the physician assistant functioning under protocols. Medical records
review meetings may occur in person or by eiectronic communication.

(2} (A} The supervising physician and surgeon shall use one or more of the following
mechanisms to ensure adeguate supervision of the physician assistant functioning under the

protocois:

(i) The supervising physician and surgeon shall review, countersign, and date a sample
consisting of, at a minimum, 5 percent of the medical records of patients treated by the
physician assistant functioning under the protocols within 30 days of the date of treatment by

the physician assistant.

(if) The supervising physician and surgeon and physician assistant shall conduct 2 medical
records review meeting at least once a month during at least 10 months of the year. During any
month in which a medical records review meeting occurs, the supervising physician and
surgeon and physician assistant shall review an aggregate of at least 10 medical records of
patients treated by the physician assistant functioning under protocols. Documentation of
medical records reviewed during the month shall be jointly signed and dated by the supervising

physician and surgeon and the physician assistant.

(iii) The supervising physician and surgeon shall review a sample of at least 10 medical records
per month, at least 10 months during the year, using a combination of the countersignature
mechanism described in clause {i) and the medical records review meeting mechanism
described in clause {ii}. During each month for which a sample is reviewed, at least one of the
medical records in the sample shall be reviewed using the mechanism described in clause (i)
and at least one of the medical records in the sample shall be reviewed using the mechanism

described in clause (ii).
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Article 7. Approved Controlled Substance Education Courses

1399.610 Requirements for an Approved Controlled Substance Education Course to
Administer, Provide or Issue a Drug Order for Schedule Il - V Controlled Substances
without Advance Approval From a Supervising Physician.

A controlled substance education course shall be deemed approved by the board if it meets
all of the following criteria:

(a) The course includes all of the following learning objectives:

(1) Describes the applicable federal and state laws and regulations pertaining to the
provision, administration and furnishing of controlled substances and the legal and
professional relationship between a physician assistant and his or her supervising
physician.

(A) This objective shall include a description of the applicable patient charting requirements
and the use of secure drug order forms.

(2) Assessment strategies for the recognition, prevention and management of acute and
chronic pain.

(3) Comparison of efficacy data and safety profiles which influence the selection, usage
and conversion of pharmacological agents.

(4) The evaluation and comparison of the safety and efficacy profiles of controlled
substances and the clinical rationale for their use.

(5) Describes disorders routinely requiring a therapeutic regimen of controlled substances
for clinical management.

(6) Assessment of a controlled substance’s potential for abuse and addiction, its
psychosocial aspects, the recognition of the symptoms (including controlled substance-
seeking behaviors) thereof and medically appropriate alternatives, if any,

(7) Evaluation of the response and compliance of the patient to the controlled substances.
(8) Provision of appropriate patient education regarding controlled substances.

For the purposes of this subdivision, “controlled substances” means Schedule Il through
Schedule V controlled substances.

(b) The course includes a comprehensive written examination, proctored by the course
provider at the conclusion of the course, of the material presented. The licensee must
successfully complete the examination to receive a certificate of completion issued
pursuant to subdivision (b) of section 1399.612.

(c) The course is at least six (6) hours in duration, of which a minimum of three (3) hours
shall be exclusively dedicated to Schedule Il controlled substances. A course provider shall
not include the time for the written examination specified in subdivision (b) in the (6) six
hour requirement. The course shall be completed on or after January 1, 2008.

(d) The course is provided by one of following entities:

(1) A physician assistant program approved by the board in accordance with section
1399.530.

(2) A continuing education provider approved by the Medical Board of California for
Category | continuing medical education.

(3) A Category | continuing education provider approved by American Academy of
Physician Assistants.

(4) A Category | continuing education provider approved by the American Medical
Association, the California Medical Association and/or the American Osteopathic
Association.



1399.612. Responsibilities of Course Providers and Attendees.

(a) A course provider of any controlled substance educational course intended to meet the
requirements of section 1399.610 shall use qualified instructors and shall provide course
attendees with a written course outline or syllabus, as applicable. For the purposes of this
section, a qualified instructor is a person who holds a current valid license to practice in the
appropriate healing arts discipline, is free from any disciplinary action by the applicable
licensing jurisdiction, and is knowledgeable, current and skilled in the subject matter of the
course, as evidenced through either of the following:

(1) Experience in teaching similar subject matter content within two years immediately
preceding the course; or,

(2) Has at least one year experience within the last two years in the specialized area in
which he or she is teaching.

(b) A controlled substance course provider shall issue a certificate of completion to each
licensee who has successfully completed the course. A certificate of completion shall
include the following information:

(1) Name and license number of the physician assistant.

(2) Course title and each instructor's name.

(3) Provider's name and address.

(4) Date of course completion.

(c) A controlled substance education course provider shall retain the following records for a
period of four years in one location within the State of California or in a place approved by
the board:

(1) Course outlines of each course given.

(2) The date and physical location for each course given.

(3) The examination proctored at the conclusion of each course and the score of each
physician assistant who took the examination.

(4) Course instructor curriculum vitae or resumes.

(5) The name and license number of each physician assistant taking an approved course
and a record of any certificate of completion issued to a physician assistant.

A course provider shall make the records specified above available to the board upon
request. A course provider may retain the records required by this subdivision in an
electronic format.

(d) A physician assistant shall make his or her certificate of completion available for
inspection upon the request of his or her employer or prospective employer, supervising
physician or the board.
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CONTACT:
cures(@doj.ca.gov
(916) 227-3843

June 30, 2015

RE: CURES 2.0 Soft Launch and Phased Rollout

The Department of Justice (DOJ) and the Department of Consumer Affairs (DCA)
are pleased to announce that the state’s new Controlled Substance Utilization
Review and Evaluation System — commonly referred to as “CURES 2.0” — will go
live on July 1, 2015. This upgraded prescription drug monitoring program features
a variety of performance improvements and added functionality.

In order to ensure a smooth transition from the current system, CURES 2.0 will be
rolled out to users in phases over the next several months, beginning with early
adoption by a select group of users who currently use C and meet the
CURES 2.0 security standards, including minimum browsef specifications." DOJ
is currently identifying prescribers and dispensers who meet these criteria and will
contact and coordinate their enrollment into CURES 2.0. For all other current
users, access to CURES 1.0 will not change and no action is needed at this time.
For users and entities not currently enrolled in CURES, further notification will be
provided in August as to the enrollment/registration process.

Practitioners and health systems should begin to prepare for universal adoption of
the system by January 2016, at which point all users will be required to meet
CURES 2.0’s security standards. If you have any questions please contact
cures(@doj.ca.gov.

Thank you for your continued support of the CURES program.

! CURES 2.0 users will be required to use Microsoft Internet Explorer Version 11.0 or greater,
Mozilla FireFox, Google Chrome, or Safari when accessing the system.

® L.b.2
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Healthcare Workforce Survey for Initial Licenses and Renewals

Recent legislation has passed requiring the Board to collect certain demographic
data relating to our licensees at the time of licensure and renewal and report this
data to the Office of Statewide Health Planning and Development. Completion of
this survey will help the State analyze and report gaps in the health care
workforce in California to the California Legislature.

You are required to complete a short survey to comply with this legislation when
you receive your initial license and at renewal.

The survey is available for you at
hitps://www.dca.ca.gov/iwebapps/oshpd_survey.php. Please go to this web
address and complete the survey at this time. Instructions will be provided with
the survey. If you do not have internet service available to you, please contact
the Physician Assistant Board at 916-561-8780 and request that the survey be
mailed to you.


https:/Iwww.dca.ca.govlwebapps/oshpd_survey.php

OSHPD’s Healthcare Workforce Survey

The information requested on this survey is mandatory, except for the cultural/ethnic bat.:kgmund.l Completion of the survey
helps determine health professionals’ shortages and improves access to patient care.

1. Location of Practice (a and b): If working in more than two locations, provide information for the two locations
where you spend the majority of your time. If not currently practicing in a position that requires licensure, skip to

Question 2.

1a. Primary and Secondary Practice Location
Primary: Zip Code

: *Check one for each practice

City.

Secondary: Zip Code

City:

v

Primary Secondary
Alameda
Alpine
Amador
Butte
Calaveras
Colusa
Contra Costa
Del Norte
Et Dorado
Fresno
Glenn
Humboldt
Imperial
Inyo

Kern
Kings
Lake
Lassen
Los Angeles
Madera

O0Oo0OoooOoooooooooooaon
OoOoooooooooooooooooon
oooooooooooooooooaan

Health Occupation: Check all that apply
Primary Secondary
' Clinical Nurse Specialist
Nurse Anesthetist
Nurse Midwife Furnishing
Nurse Practitioner
Nurse Practitioner Furnishing
Nurse-Midwife
Physician Assistant

Oo00040n
O000004acd

OoO000ooooocoooooooono

rimary Secondary

County (select from below)
County {select from below)

Primary Secondary

Marin [ [0 san Mateo
Mariposa O [0 santa Barbara
Mendocino O [0 santa Clara
Merced ] [0 santaCruz
Modac & [1 Shasta
Mono O 0 Sierra
Monterey i O siskiyou
Napa [ [0 solano
Nevada ] [0 Sonoma
Orange d [0 stanislaus
Placer O O sutter
Plumas O [l Tehama
Riverside O O Trinity
Sacramento | 1 Tulare
San Benito O O Tuolumne
San Bemardino [N} [0 ventura
San Diego a 0 volo
San Francisco O [0 Yuba
San Joaquin
San Luis Obispo | [0 Outof State

Primary Secondary

Psychiatric Technician

Psych/Mental Health Nurse
Public Heaith Nurse
Registered Nurses
Respiratory Care Practitioner
Vocational Nurse

Work setting: Which of the following best describes the type of setting of your primary and secondary work setting?
Check only one for primary and one for secondary.

Primary Secondary

Call Centerftelenursing center
Clinics/community health center
Correctional Facility

Durable medical equipment
Government Agency

Home Health Care

Hospital

Long-term acute care/ rehabilitati
sub-acute care

Managed Care Organization
Mental Health/Substance Abuse

00 OOoOoOoodOoco
N o o

Inpatient hospice (not hospital-based)

on /

Facility

Primary Secondary

g

O

Cther Primary #1
Other Primary #2

o

Nursing Home or Skilled Nursing Facility
Outpatient Dialysis

Private Practice

Manufacturer/distributor

School Health Service

Self-Employed

University or college (academic department)
Urgent Care Center

Retired

Not currently working

Other setting, please describe:




2. Educational Background Check only one.
Select highest degree/certification obtained:

[OCertification (non-degree) [Associate [Bachelor [Master [Doctorate [ Other
Year degree/certification was earned { ‘ ) [ }

Postgraduate Training (Years Completed)

O 1 0 2 O 3 04 s Os 07 s O g+
3.Gender: [ Male 3 Female

Race or Ethnicity OPTIONAL (you may select more than one)

O Decline to State

[0 African American/Black/African-Bom

[0 American Indian/Native American/Alaskan Native

O Caucasian/White European/Middle Eastern

0 Latino/Hispanic (If Latino/Hispanic, please select one of the following)

O Central American [ Cuban ] Mexican
[0 Puerto Rican 1 South American [0 Other Hispanic
O Asian (If Asian, please select one of the following)
[0 Cambodian O Indonesian 0 Malaysian O Vietnamese
] Chinese 0 Japanese O Pakistani I Other Asian
1 Hmong O Korean 0] Singaporean
O Indian [J Laotian O Thai
{1 Native Hawaiian/Pacific Islander (if Native Hawaiian/Pacific |slander, please selsct one of the following)
[ Fijian J Guamanian ] Samoan [ Other Pacific Islander
] Filipino 0O Hawaiian 0 Tongan
1 Other (not listed above)
5. Languages ken ~ In additional to English, indicate additional languages in which you are proficient
[0 Other African Languages  [IHebrew [JPanjabi (Punjabi) Turkish
0 American Sign Language  [Hindi OPersian (Farsi) ClUkrainian
1 Amharic OHmong OPolish OuUrdu
[ Arabic OHungarian OPortuguese [Vietnamese
[ Armenian Clocano ORussian [71 Xiang Chinese
L[] Cantonese [ indonesian [ISamoan [JYiddish
[ Croatian [ lalian [IScandinavian/Nordic  [dYoruba
Languages
[JFijian 0 Japanese CSerbian 1 Other Chinese
CFormosan (Amis) CKorean CISpanish {3 Other Non-English
[French OLao OSwahili O Other Sign
Language
[JFrench Creole CIMandarin OTagalog [ Other (not listed)
[1 German O Mien OTelugu
O Greek OMon-Khmer (Cambodian  CIThai [ Decline to State
I Gujarati [CNavajo [JTongan 7 None

‘Notice of Collection of Personal Information
Except the for the race or ethnicity question, the information requested on this survey is mandatory and must be collected
pursuant to Business and Professions Code sections 2717, 2852.5, 3518.1, 3770.1 and 4506. Once aggregated by license
category, the information provided will be used to analyze workforce data from licensees for future workforce planning.
The information will be provided to the Office of Statewide Health Planning and Development (OSHPD) and may be
provided to cther governmental agencies or in response to a court order or a subpoena. You have a right of access to
records containing personal information unless the records are exempted from disclosure by law. Individuals may obtain
information regarding the location of his or her records containing these survey responses by contacting the DCA’s
Consumer Information Center at 1625 N Market Blvd., Suite N-112, Sacramento, CA 95834 or (800) 952-5210

(dca@dca.ca.gov ).
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PHYSICIAN ASSISTANT BOARD

LICENSING PROGRAM ACTIVITY REPORT

INITIAL LICENSES ISSUED
May 1, 2015- May 1, 2014-
July 31, 2015 July 31,2014
Initial Licenses 200 256

SUMMARY OF RENEWED/CURRENT LICENSES

As of As of
July 31, 2015 July 30, 2014
Physician Assistant 10,293 9,540
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PHYSICIAN ASSISTANT BOARD
DIVERSION PROGRAM

ACTIVITY REPORT

California licensed physician assistants participating in the Physician Assistant
Board drug and alcohol diversion program:

As of As of As of
1 July 2015 1 July 2014 1 July 2013

Voluntary referrals 03 03 01
Board referrals 09 10 13
Total number of 12 13 14
participants

HISTORICAL STATISTICS

(Since program inception: 1990)

Total intakes into program as of 1 July 2015: 133

Closed Cases as of 1 July 2015

e Participant expired: 01
» Successful completion: 45
e Dismissed for failure to receive benefit: 04
e Dismissed for non-compliance: 24
e Voluntary withdrawal: 22
* Not eligible: 22
Total closed cases: 118

OTHER DCA BOARD DIVERSION PROGRAM PARTICIPANTS
(As of 31 June 2015)

Dental Board of California: 28
Osteopathic Medical Board of California: 14
Board of Pharmacy: 66
Physical Therapy Board of California: 11
Board of Registered Nursing: 444
Veterinary Board of California: 4




Agenda
~ltem

b.e



PHYSICIAN ASSISTANT BOARD
ENFORCEMENT ACTIVITY REPORT

May 1, 2015 to July 30, 2015

Disciplinary Decisions

License Denied ... 0
Probation ... 0
Public Reprimand/Reproval ......................... 0
Revocation ............cccccveviiic e 0
SUITENAEGT ..o 0
Probationary Licenses Issued..................... 0
Petition for Reinstatement Denied ............... 0
Petition for Reinstatement Granted ............. 0
Petition for Termination of Prob Denied ...... 0
Petition for Termination of Prob Granted... .0
Other .o, 0
Accusation/Statement of Issues
AccusationFiled.................., 0
Accusation Withdrawn ..............ccccoiieeeeenn. 0
Statement of Issues Filed ............................ 0
Statement of Issues Withdrawn.................. 0
Petition to Revoke Probation Filed .............. 0
Petition to Compel Psychiatric Exam........... 0
Interim Suspension Orders (ISO)/PC23 ...... 0
Citation and Fines

Pending from previous FY ...l 5
ISSUET ...oveeeeeeee e 1
Closed ... e 7
Withdrawn ..., 0
Sent to AG/noncompliance ..............ccc.c..... 0
Pending ......ccoooom e 0
Initial Fines Issued ..., $1700
Modified FinesDue ... $1700
Fines Received ............cccocoviviimviiiinnn, $250

Current Probationers

AGENDA ITEM 6E
August 3, 2015
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SENATE COMMITTEE ON GOVERNMENTAL ORGANIZATION

Senator Isadore Hall, 111
Chair
2015 - 2016 Regular
Bill No: AB 12 Hearing Date: 7/14/2015
Author: Cooley
Version: 4/22/2015 Amended
Urgency: No Fiscal: Yes

Consultant: Arthur Terzakis

SUBJECT: State government: administrative regulations: review

DIGEST: This bill requires each state agency, on or before January 1, 2018, to
review, adopt, amend or repeal any applicable regulations that are duplicative,
overlapping, inconsistent, or out of date and revise those identified regulations, as
specified.

ANALYSIS:
Existing law:

1) Provides a process, known as the Administrative Procedure Act (APA), for the
adoption, amendment, or repeal of regulations by state agencies charged with
the implementation of statutes, and for legal review of those regulatory actions
by the Office of Administrative Law (OAL). (Government Code Section 11340

et seq.)

2) Directs OAL, at the request of any standing, select, or joint committee of the
Legislature, to initiate a priority review of any regulation that the committee
believes does not meet the standards of (a) necessity, (b) authority, (c) clarity,
(d) reference, and (e) nonduplication. (Government Code Section 11349.7)

3) Specifies that if OAL is notified of, or on its own becomes aware of, an existing
regulation for which the statutory authority has been repealed or becomes
ineffective, then the OAL shall order the agency to show cause why the
regulation should not be repealed, and shall notify the Legislature in writing of
this order. (Government Code Section 11349.8)

4) Authorizes an agency that is considering adopting, amending, or repealing a
regulation to consult with interested persons before initiating any regulatory
action. (Government Code Section 11346)



AB 12 (Cooley) Page 2 of 5
This bill:

1) Requires state agencies, on or before January 1, 2018, to adopt, amend or
repeal, using procedures provided in current law, those regulations identified as
duplicative, overlapping, inconsistent or out of date.

2) Requires state agencies to hold at least one public hearing, notice that hearing
on the Internet and accept public comment on proposed revisions.

3) Requires state agencies to notify the appropriate policy and fiscal committees of
the Legislature of the proposedrevisions to regulations, and then to report to the
Governor and the Legislature the number and content of the regulations

identified as duplicative, overlapping, inconsistent, or out of date and actions to
address those regulations.

4) Requires specified agencies to identify any existing regulations of a department,
board, or other unit within that agency that may be duplicative, overlapping or
inconsistent with regulations of other departments, boards or units within that
agency.

5) Contains various legislative findings that the APA does not require agencies to
individually review their regulations to identify overlapping, inconsistent,
duplicative, or out-of-date regulations that may exist. Also, finds and declares
that 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.

6) Contains a January 1, 2019 sunset provision.
Background

Purpose of AB 12. The author’s office notes that “numerous economists and
business leaders agree that one of the greatest obstacles to California job growth is
the 'thicket' of government regulations that constrain business owners." Under
current law, any state agency may review, adopt, amend or repeal any regulation
within its statutory authority at any time. The OAL reports that as of December
26, 2014, the number of regulations adopted totaled 67,176. Of those, state
agencies had repealed 14,319, or approximately 21%. With 52,857 regulations still
active, the author believes more needs to be done. This bill requires state agencies
to review their regulatory framework within a two-year timeframe.
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The author’s office cites an October 2011 report published by the Milton Marks
Little Hoover Commission on California State Government Organization and
Economy (Little Hoover Commission) titled, Better Regulation: Improving
California's Rulemaking Process which contained several recommendations for
improving the state's rulemaking process, including the state establishing a look-
back mechanism to determine if regulations are effective and still needed.

According to the author’s office, this bill is intended to implement the "look-back
mechanism" approach by establishing a two-year window within which agencies,
and the departments, boards and other units within them, must review all
regulations that pertain to the mission and programs under their statutory authority.
Upon completion of this review, the identified regulations that are deemed to be
duplicative, overlapping, inconsistent or out of date may be repealed using the
existing processesalready provided in the APA. This bill also provides for public
hearings and comments and requires that regulatory changes be reported to the
Legislature and the Governor.

Staff comments. While it is no doubt true that California has seen a significant
increase in the volume and scope of administrative agency regulations in recent
years, it should be noted that none of those regulations could ever have been
adopted without express, statutory authorization by the Legislature.

Prior/Related Legislation

AB 797 (Steinorth, 2015) requires OAL to submit to the appropriate policy
committees of each house of the Legislature for review a copy of each major
regulation that it submits to the Secretary of State. The bill also provides that a
regulation does not become effective if the Legislature passes a statute to override
the regulation. (Held in this committee at author’s request)

SB 981 (Huff, 2014) would have required each state agency to review each
regulation adopted prior to January 1, 2014, and to develop a report to the
Legislature containing prescribed information. (Held in this Committee)

SB 617 (Calderon, Chapter 496, Statutes of 2011) revised various provisions of the
APA and required each state agency to prepare a standardized regulatory impact
analysis, as specified, with respect to the adoption, amendment, or repeal of a
major regulation, proposed on or after November 1, 2013.

SB 591 (Gaines, 2011) would have enacted the California Smart Regulation Act
and required state agencies to reduce the total number of regulations they impose
by 33 percent. (Held in this Committee)
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SB 553 (Fuller, 2011) would have required that a regulation or an order of repeal
of aregulation that has been identified by the agency as having, or as being
reasonably likely to have, an adverse economic impact of at least $10 million
become effective 180 days after the date it is filed with the Secretary of State,
except as provided. (Held in this Committee)

SB 401 (Fuller, 2011), among other things, would have required every regulation
proposed by an agency after January 1, 2012, include a provision repealing the
regulation in 5 years. (Held in Senate Environmental Quality Committee)

SB 396 (Huff, 2011) would have required each agency to review each regulation
adopted prior to January 1, 2011, and develop a report with prescribed information
to be submitted to the Legislature on or before January 1, 2013. (Held in Senate
Environmental Quality Committee)

SB 366 (Calderon, 2011) would have required each state agency to review its
regulations to identify duplicative, overlapping, inconsistent or outdated provisions
and repeal or amend identified regulations. Also, would have created a
Streamlined Permit Review Team charged with improving the efficiency of'the
state permitting process for development projects. (Held in this Committee)

AB 429 (Knight, 2011) would have required an agency, for any regulation that it
has identified as having a gross costof $15million or more, an increased costof
5% or more over the costof an existing regulation, or both, to submit a copy of the
rulemaking record for that regulation to the appropriate policy committee in each
house of the Legislature when the agency submits the regulation to OAL for
approval. (Held in Assembly policy committee)

SB 942 (Dutton, 2010) would have established an Economic Analysis Unit within
OAL and would have required agencies to make publicly available and submit to
the unit specified cost estimates related to a proposedregulation and specified
information used to develop the costestimates. (Held in Senate Appropriations
Committee)

FISCAL EFFECT: Appropriation: No Fiscal Com.: Yes Local: No
SUPPORT:

American Federation of State, County and Municipal Employees
Associated Builders and Contractors of California
Building Owners and Managers Association of California
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California Asian Pacific Chamber of Commerce
California Association of Bed & Breakfast Inns
California Building Industry Association

California Business Properties Association
California Business Roundtable

California Chamber of Commerce

California Construction and Industrial Materials Association
California Grocers Association

California Hotel & Lodging Association

California League of Food Processors

California Manufacturers & Technology Association
California Retailers Association

California Taxpayers Association

Commercial Real Estate Development Association
Consumer Specialty Products Association

Family Business Association

Industrial Environmental Association

International Council of Shopping Centers

National Federation of Independent Business/California
Small Business California

USANA Health Services, Inc.

Western States Petroleum Association

OPPOSITION:
None received

ARGUMENTS IN SUPPORT: Proponents state that “AB 12 simply directs
agencies to look at their regulations and ask the basic questions of necessity,
contradiction and complication. We believe that the answers to these regulations
will provide greater balance to the laws and regulations and open the door for
modernization as the California economy changes with the advent of new
industries and technologies.” Proponents also contend that reducing regulatory
overlaps, contradictions, and complications would diminish the costof compliance
for California businesses without lowering environmental, health, and safety
standards.
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ASSEMBLY BILL No. 12

Introduced by Assembly Member Cooley
(Coauthors: Assembly Members Chang, Daly, and Wilk)

December 1, 2014

An actto-amend-SeettonH1349-1-5-of-and to add and repeal Chapter
3.6 (commencing with Section 11366} of Part 1 of Division 3 of Title
2-ef; of the Government Code, relating to state agency regulations.

LEGISLATIVE COUNSEL’S DIGEST

AB 12, as amended, 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 a regulation to review the
proposed changes for, among other things, consistency with existing
state regulations.

This bill would, until January 1, 2019, require each state agency to,

on or before Januaxy 1, 201 8 -&n&aﬁer—a—neﬁeedp&bhe—hearmg—rewew

as-ﬁmergeﬂey—feguiaﬁens— review that agency s regu!atzons zdennﬁf

any regulatzons 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.—Fhe-bit-weuld-further
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State-mandated local program: no.

The people of the State of California do enact as follows:
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SEE2:

SECTION 1. Chapter 3.6 (commencing with Section 11366)
is added 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. The Legislature finds and declares all of the following:

(a) The Administrative Procedure Act (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 regulations to 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 a time when the state’s economy is slowly recovering,
unemployment and underemployment continue to affect all
Californians, especially older workers and younger workers who
received college degrees in the last seven years but 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
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enforce laws and to reduce unnecessary and outdated rules and
regulations.

Article 2. Definitions

11366.1. For the-purpese 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.

(b) “Regulation” has the same meaning as provided in Section
11342.600.

Article 3. State Agency Duties

11366.2. On or before January 1, 2018, each state agency shall
do all of the following:

(a) Review all provisions of the California Code of Regulations
applicable to, or adopted by, that state agency.

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

(c) Adopt, amend, or repeal regulations to reconcile or eliminate
any duplication, overlap, inconsistencies, or out-of-date-provisions:
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 is without 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, that 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 Legislature of the revisions to regulations that the

state agency proposes to make at least-96-days-priorto-anoticed
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everlappmg—meeﬂﬁstent—er-mﬂ{—ef—éate—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.

{(g) (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 regulations.

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

11366.3. (a) On or before January 1, 2018, 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 a regulation
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 least 90 days prior to a noticed 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-H-of 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 a state
agency of any existing regulations adopted by that agency that
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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
Legislature to ensure that state agencies focus 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 Repeal

11366.5. This chapter shall remain in effect only until January
1, 2019, and as of that date is repealed, unless a later enacted
statute, that is enacted before January 1, 2019, deletes or extends
that date.
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SENATE COMMITTEE ON GOVERNMENTAL ORGANIZATION
Senator Isadore Hall, 111
Chair
2015 -2016 Regular

Bill No: 'AB 85 Hearing Date: 7/14/2015
Author: Wilk

Version: 4/15/2015 Amended

Urgency: Yes Fiscal: Yes
Consultant: Arthur Terzakis

SUBJECT: Open meetings

DIGEST: This bill modifies the Bagley-Keene Open Meeting Act to require
two-member advisory committees of a “state body” (as defined in the Act) to hold
open, public meetings if at least one member of the advisory committee is a
member of the larger state body and the advisory committee is supported, in whole
or in part, by state funds.

ANALYSIS:
Existing law:

1) Requires that all meetings of a state body, as defined, be open and public and
that all persons be permitted to attend and participate in a meeting of a state
body, subject to certain conditions and exceptions. (The Bagley-Keene Open
Meeting Act, set forth in Government Code Sections 11120-11132)

2) Defines a state body, for purposes of the Bagley-Keene Open Meeting Act, to
mean each of the following:

a) Every state board, or commission, or similar multimember body ofthe state
that is created by statute or required by law to conduct official meetings and
every commission created by executive order.

b) A board, commission, committee, or similar multimember body that
exercises any authority of a state body delegated to it by that state body.

¢) An advisory board, advisory commission, advisory committee, advisory
subcommittee, or similar multimember advisory body of a state body, if
created by formal action of the state body or of any member of the state
body, and if the advisory body so created consists of three or more persons.
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d) A board, commission, committee, or similar multimember body on which a
member of a body that is a state body pursuant to this section serves in his or
her official capacity as a representative of that state body and that is
supported, in whole or in part, by funds provided by the state body, whether
the multimember bodyis organized and operated by the state bodyorbya
private corporation.

This bill:

1) Clarifies that, under the Bagley-Keene Act, a two-member advisory committee
of a state body is a state body if a member of that state body sits on the advisory
committee and the committee receives funds from the state body.

2) Contains an urgency clause to take effect immediately.
Background

The Bagley-Keene Open Meeting Act, set forth in Government Code Sections
11120-11132, covers all state boards and commissions and generally requires these
bodies to publicly notice their meetings, prepare agendas, accept public testimony
and conduct their meetings in public unless specifically authorized by the Act to
meet in closed session. The Ralph M. Brown Act, set forth in Government Code
Section 54950 et seq., governs meetings of legislative bodies of local agencies. In
general, both Acts are virtually identical. While both acts contain specific
exceptions from the open meeting requirements where government has
demonstrated a need for confidentiality, such exceptions have been narrowly
construed by the courts.

When the Legislature enacted the Bagley-Keene Act it essentially said that when a
state body sits down to develop its consensus, there needs to be a seat at the table
reserved for the public. By reserving this place for the public, the Legislature has
provided the public with the ability to monitor and participate in the decision-
making process. Ifthe body were permitted to meet in secret, the public’s role in
the decision-making process would be negated. Therefore, absent a specific reason
to keep the public out of the meeting, the public should be allowed to monitor and
participate in the decision-making process.

Purpose of AB 85. According to the author’s office, the current defmition of "state
body" in the Bagley-Keene Act contains an ambiguity with respectto whether
standing committees composed of fewer than three members need to comply with
the public notice and open meeting requirements ofthe Act. The author’s office
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contends this ambiguity has been interpreted by certain state agencies to allow
standing committees to hold closed-door meetings so long as those committees
contain fewer than three members and do not vote on action items. The author’s
office states that AB 85 is simply intended to clarify that all standing committees,
including advisory committees, are subject to the transparency of open meeting
regulations regardless of committee size or membership.

The author’s office notes that prior to 1993, the Brown Act contained language
very similar to the current language in the Bagley-Keene Actrelative to standing
committees. However, in the 90’s when a local government entity attempted to
claim a loophole existed for two-member standing committees, the Legislature
promptly removed any ambiguity on the matter from the Brown Act through
enactment of SB 1140 (Calderon, Chapter 1138, Statutes of 1993). A conforming
change was not made, however, to the Bagley-Keene Act, as no change was
thought necessary.

The author’s office believes that the ambiguity left in the Bagley-Keene Actis
allowing state bodies to deliberate and direct staff behind closed doors. These state
agencies are allowing standing committees to interpret the language of the Bagley-
Keene Act in a manner that is contrary to the intent of the Legislature and the
public.

Staff comments. Last year, the Governor vetoed a similar measure, AB 2058
(Wik). Inthis veto message of AB 2058, the Governor wrote, "an advisory
committee does not have authority to act on its own and must present any findings
and recommendations to a larger body in a public setting for formal action," which
he argued should be sufficient for transparency purposes.

Prior/Related Legislation

AB 2058 (Wilk, 2014) would have modified the definition of state body, under the
Bagley-Keene Open Meeting Act, to exclude an advisory body with less than 3
individuals, except for certain standing committees. (Vetoed)

AB 2720 (Ting, Chapter 510, Statutes of 2014) required a state body to publicly
report any action taken and the vote or abstention on that action of each member

present for the action.

AB 245 (Grove, 2013) would have repealed the exemption from the Bagley-Keene
Open Meeting Act enacted in 2012 for the Western Climate Initiative (WCI) and
instead would have subjected the WCI and its appointees to the Bagley-Keene
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Open Meeting Act when performing their duties. (Held in Assembly
Governmental Organization Committee)

AB 527 (Gaines, 2013) would have repealed the exemption from the Bagley-
Keene Open Meeting Act enacted in 2012 for the Western Climate Initiative
(WCI) and provided that a contract between the state and WCI shall be subject to
audit by the State Auditor. (Vetoed)

SB 751 (Yee, Chapter 257, Statutes 0f2013) required local agencies to publicly
report any action taken and the vote or abstention of each member of a legislative
body.

SB 103 (Liu, 2011) would have made substantive changes to provisions of the
Bagley-Keene Open Meeting Actrelating to teleconference meetings. (Died on
Assembly Appropriations Suspense File)

SB 962 (Liu, Chapter 482, Statutes of 2010) allowed the use of videoconferencing
and teleconferencing at the court’s discretion and subject to availability for
prisoners to participate in court proceedings for the termination of their parental
rights or the court-ordered dependency petition of their child.

SB 519 (Committee on Governmental Organization, Chapter 92, Statutes of 2007)
amended the Bagley-Keene Act to authorize the calling of a special meeting to
provide for an interim executive officer of a state body upon the death, inc apacity,
or vacancy in the office of the executive officer.

AB 277 (Mountjoy, Chapter 288, Statutes of 2005) made permanent certain
provisions authorizing closed sessions for purposes of discussing security related
issues pertaining to a state body.

AB 192 (Canciamilla, Chapter 243, Statutes of 2001) made various changes to the
Bagley-Keene Open Meeting Act, which governs meetings held by state bodies, to
make it consistent with provisions of the Ralph M. Brown Act, which governs
meetings of legislative bodies of local agencies.

SB 95 (Ayala, Chapter 949, Statutes of 1997) made numerous changes to the
Bagley-Keene Act by expanding the notice, disclosure and reporting requirements
for open and closed meetings of state bodies.

SB 752 (Kopp, Chapter 32 of 1994), SB 1140 (Calderon, Chapter 1138 of 1993),
and SB 36 (Kopp, Chapter 1137 of 1993), these bills extensively amended the
Ralph M. Brown Act.
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FISCAL EFFECT: Appropriation: No FiscalCom.: Yes Local: No
SUPPORT:

California Association of Licensed Investigators, Inc.
OPPOSITION:

Board of Behavioral Sciences

Board of Professional Engineers, Land Surveyors, and Geologists
California Board of Accountancy

California Acupuncture Board

California Board of Psychology

California Board of Vocational Nursing and Psychiatric Technicians
California State Board of Pharmacy

Dental Board of California

Dental Hygiene Committee of California

Physician Assistant Board of the Medical Board of California

ARGUMENTS IN SUPPORT: Writing in support, the California Association
of Licensed Investigators states that AB 85 would provide for enhanced
transparency in the proceedings of government.

ARGUMENTS IN OPPOSITION: Certain state professional boards contend this
bill would essentially prevent them and their various committees from asking
fewer than three members to review a document, draft a letter, provide expert
analysis, or work on legal language without giving public notice. Opening such
advisory activities to the public could greatly increase costs for staff to attend
meetings and record minutes as well as contract for public meeting space. Under
current law, the advisory activities of two-member bodies are already vetted and
voted upon in publically noticed meetings of the whole committee or board.
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CALIFORNIA LEGISLATURE—2015—16 REGULAR SESSION

ASSEMBLY BILL No. 85

Introduced by Assembly Member Wilk

January 6, 2015

An act to amend Section 11121 of the Government Code, relating to
state government, and declaring the urgency thereof, to take effect
immediately.

LEGISLATIVE COUNSEL’S DIGEST

AB 85, as amended, Wilk. Open meetings.

The Bagley-Keene Open Meeting Act requires that all meetings of a
state body, as defined, be open and public and that all persons be
permitted to attend and participate in a meeting of a state body, subject
to certain conditions and exceptions.

This bill would specify that the definition of “state body” includes
an advisory board, advisory commission, advisory committee, advisory
subcommittee, or similar multimember advisory body of a state body
that consists of 3 or more individuals, as prescribed, except a board,
commission, committee, or similar multimember body on which a
member of a body serves in his or her official capacity as a
representative of that state body and that is supported, in whole or in
part, by funds provided by the state body, whether the multimember
body is organized and operated by the state body or by a private
corporation.
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This bill would declare that it is to take effect immediately as an
urgency statute.

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

[l B e RV O S R

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

SEE2:

SECTION 1. Section 11121 of the Government Code is
amended to read:

11121. Asused in this article, “state body” means each of the
following:

(a) Every state board, or commission, or similar multimember
body of the state that is created by statute or required by law to
conduct official meetings and every commission created by
executive order.

(b) A board, commission, committee, or similar multimember
body that exercises any authority of a state body delegated to it by
that state body.

(c) An advisory board, advisory commission, advisory
committee, advisory subcommittee, or similar multimember
advisory body of a state body, if created by formal action of the
state body or of any member of the state body, and if the advisory

98



[—s
OO 00 ~I N B U DN e

O e S T
OO =3 N B G N e

—3— AB 85

body so created consists of three or more persons, except as in
subdivision (d).

(d) A board, commission, committee, or similar multimember
body on which a member of a body that is a state body pursuant
to this section serves in his or her official capacity as a
representative of that state body and that is supported, in whole or
in part, by funds provided by the state body, whether the
multimember body is organized and operated by the state body or
by a private corporation.

SEC3-

SEC. 2. 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 Constitution and shall go into
immediate effect. The facts constituting the necessity are:

In order to avoid unnecessary litigation and ensure the people’s
right to access the meetings of public bodies pursuant to Section
3 of Article 1 of the California Constitution, it is necessary that
this act take effect-immediately- immediately.
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There is no
analysis of
this bill
available.
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AMENDED IN ASSEMBLY APRIL 13, 2015
AMENDED IN ASSEMBLY MARCH 24, 2015

CALIFORNIA LEGISLATURE—2015~16 REGULAR SESSION

ASSEMBLY BILL No. 611

Introduced by Assembly Member Dahle

February 24, 2015

An act to amend Section 11165.1 of the Health and Safety Code,
relating to controlled substances.

LEGISLATIVE COUNSEL’S DIGEST

AB 611, as amended, Dahle. Controlled substances: prescriptions:
reporting.

Existing law requires certain health care practitioners and pharmacists
to apply to the Department of Justice to obtain approval to access
information contained in the Controlled Substance Utilization Review
and Evaluation System (CURES) Prescription Drug Monitoring Program
(PDMP) regarding the controlled substance history of a patient under
his or her care. Existing law requires the Department of Justice, upon
approval of an application, to provide the approved health care
practitioner or pharmacist the history of controlled substances dispensed
to an individual under his or her care. Existing law authorizes an
application to be denied, or a subscriber to be suspended, for specified
reasons, including, among others, a subscriber accessing information
for any reason other than caring for his or her patients.

This bill would also authorize an individual designated to investigate
a holder of a professional license to apply to the Department of Justice
to obtain approval to access information contained in the CURES PDMP
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regarding the controlled substance history of an applicant or a licensee
for the purpose of investigating the alleged substance abuse of a licensee.
The bill would, upon approval of an application, require the department
to provide to the approved individual the history of controlled substances
dispensed to the licensee. The bill would clarify that only a subscriber
who is a health care practitioner or a pharmacist may have an application
denied or be suspended for accessing subscriber information for any
reason other than caring for his or her patients. The bill would also
specify that an application may be denied, or a subscriber may be
suspended, if a subscriber who has been designated to investigate the
holder of a professional license accesses information for any reason
other than investigating the holder of a professional license.
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 11165.1 of the Health and Safety Code
2 is amended to read:
3 11165.1. (a) (1) (A) (i) A health care practitioner authorized
4 to prescribe, order, administer, furnish, or dispense Schedule II,
5 Schedule I, or Schedule IV controlled substances pursuant to
6 Section 11150 shall, before January 1, 2016, or upon receipt of a
7 federal Drug Enforcement Administration (DEA) registration,
8 whichever occurs later, submit an application developed by the
9 Department of Justice to obtain approval to access information
10 online regarding the controlled substance history of a patient that
11 is stored on the Internet and maintained within the Department of
12 Justice, and, upon approval, the department shall release to that
13 practitioner the electronic history of controlled substances
14 dispensed to an individual under his or her care based on data
15 contained in the CURES Prescription Drug Monitoring Program
16 (PDMP).
17 (ii)) A pharmacist shall, before January 1, 2016, or upon
18 licensure, whichever occurs later, submit an application developed
19 by the Department of Justice to obtain approval to access
20 information online regarding the controlled substance history of
21 apatient that is stored on the Internet and maintained within the
22 Department of Justice, and, upon approval, the department shall
23 release to that pharmacist the electronic history of controlled
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substances dispensed to an individual under his or her care based
on data contained in the CURES PDMP.

(iii) () An individual designated by a board, bureau, or
program within the Department of Consumer Affairs to investigate
a holder of a professional license may, for the purpose of
investigating the alleged substance abuse of a licensee, submit an
application developed by the Department of Justice to obtain
approval to access information online regarding the controlled
substance history of a licensee that is stored on the Internet and
maintained within the Department of Justice, and, upon approval,
the department shall release to that individual the electronic history
of controlled substances dispensed to the licensee based on data

contamed in the CURES PDMPaAdrapphe&ﬁeﬁ—fomn—mdmdua}

"l U

The application
shall contain facts demonstrating the probable cause to believe the
licensee has violated a law governing controlled substances.

(1) This clause does not require an individual designated by a
board, bureau, or program within the Department of Consumer
Affairs that regulates health care practitioners to submit an
application to access the information stored w:thm 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) Materially falsifying an application for a subscriber.

(ii) Failure to maintain effective controls for access to 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 described in clause (i) or (ii) of subparagraph
(A) accessing information for any other reason than caring for his
or her patients.
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(vi) Any subscriber described in clause (iii) of subparagraph
(A) accessing information for any other reason than investigating
the holder of a professional license.

(C) Any authorized subscriber shall notify the Department of
Justice within 30 days of any changes to the subscriber account.

(2) A health care practitioner authorized to prescribe, order,
administer, furnish, or dispense Schedule II, Schedule III, or
Schedule IV controlled substances pursuant to Section 11150 or
a pharmacist shall be deemed to have complied with paragraph
(1) 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.

(b) Any request for, or release of, a controlled substance history
pursuant to this section shall be made in accordance with guidelines
developed by the Department of Justice.

(c) In order to prevent the inappropriate, improper, or illegal
use of Schedule II, Schedule III, or Schedule IV controlled
substances, the Department of Justice 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.

(d) The history of controlled substances dispensed to an
individual based on data contained in CURES that is received by
an authorized subscriber from the Department of Justice pursuant
to this section shall be considered medical 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 an authorized subscriber 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.
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SENATE RULES COMMITTEE AB 637
Office of Senate Floor Analyses
(916) 651-1520 Fax: (916) 327-4478

THIRD READING

Bill No: AB 637
Author: Campos (D)
Introduced: 2/24/15
Vote: 21

SENATE HEALTH COMMITTEE: 8-0, 6/10/15
AYES: Hernandez, Nguyen, Hall, Mitchell, Monning, Pan, Roth, Wolk
NO VOTE RECORDED: Nielsen

ASSEMBLY FLOOR: 75-0, 4/16/15 - See last page for vote

SUBJECT: Physician Orders for Life Sustaining Treatment forms

SOURCE: California Medical Association
Coalition for Compassionate Care of California

DIGEST: This bill allows a nurse practitioner or a physician assistant acting
under the supervision of a physician to sign a completed Physician Orders for Life
Sustaining Treatment form.

ANALYSIS:
Existing law:

1) Establishes the Physicians Orders for Life Sustaining Treatment (POLST) form
and medical intervention and procedures, and requires that POLST be explained
by a health care provider, defined as an individual licensed, certified, or
otherwise authorized or permitted by the law of'this state to provide health care
in the ordinary course of business or practice of a profession.

2) Requires the form to be completed by a health care provider based on patient
preferences and medical indications, and signed by a physician and the patient
or his or her legally recognized health care decision maker. Requires the health
care provider, during the process of completing form, to inform the patient
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about the difference between an advance health care directive and the POLST
form.

This bill adds a nurse practitioner (NP), or a physician assistant (PA) acting under

the supervision of the physician and within the scope of practice authorized by law,
to the POLST law to sign a completed POLST form.

Comments

1) Author’s statement. According to the author, POLST is viewed by health care
professionals as useful, helpful, reliable and most importantly, very effective at
ensuring preferences for end-of-life care are honored. Physicians recognize and
appreciate the value ofthe multiple member health care team and support
efforts to increase productivity while ensuring quality of care. NPs and PAs are
currently having conversations with patients about their end-of-life care options
and preferences, and in some instances are able to sign off on other immediately
actionable documents under supervision, such as drug orders and medical
certificates. By allowing NPs and PAs under physician supervision to sign
POLST forms, this bill will improve end-of-life care by increasing the
availability of actionable medical orders for medically indicated care consistent
with patient preferences.

2) Whatis POLST? POLST includes a clinical process designed to facilitate
communication between health care professionals and patients with serious
illness or frailty (or their authorized surrogate) where the health care
professional would not be surprised if the patient died within the next year. The
process encourages shared, informed medical decision-making leading to a set
of portable medical orders that respects the patient’s goals for care in regard to
the use of cardiopulmonary resuscitation and other medical interventions, is
applicable across health care settings, and can be reviewed and revised as
needed. The POLST formis a highly visible, portable medical form that
transfers from one setting to another with the patient. It functions as a Do Not
Resuscitate order and provides treatment direction for multiple situations. The
POLST form itself is outcome neutral, meaning treatment options range from
full treatment to comfort care only.

3) POLST and advancedirective. POLST is neither an advance directive nor a
replacement for an advance directive. Both documents are helpful for
communicating patient wishes when appropriately used. An advance directive
is a form in which an individual appoints a person or persons to make health
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care decisions for the individual if and when the individual loses capacity to
make health care decisions (health care power of attorney) and/or provides
guidance or instructions for making health care decisions (living will). An
advance directive is from the patient, nota medical order. POLST consists ofa
set of medical orders that applies to a limited population of patients and
addresses a limited number of critical medical decisions. POLSTis a
complement to advance directives in that it serves as a translation tooland a
continuity of care assurance.

4) POLST in California. According to information presented at a December 3,
2014, briefing on POLST in California, based on an evaluation by UCLA,
POLST is widely used in California but there are challenges with completing
the form and making sure it travels with the patient. Additional problems
include incomplete or inaccurate information and for emergency medical
responders the documents are not always available.

5) NPsandPAs. A PA may perform those medical services as set forth in
regulations when the services are rendered under the supervision of a licensed
physician and surgeon. A PA may only provide those medical services which
he or she is competent to perform and which are consistent with his or her
education, training, and experience, and which are delegated in writing by a
supervising physician who is responsible for the patients cared for by that PA.
According to the California Association of Nurse Practitioners, NPs are
advanced practice registered nurses who are licensed by the Board of
Registered Nursing and have pursued higher education, either a master’s or
doctoral degree, and certification as a NP. NPs provide care in a variety of
settings, including hospitals, community clinics, and private practice settings
under physician supervision.

Related Legislation

SB 19 (Wolk) establishes a POLST Registry operated by the California Health and
Human Services Agency (CHHS) for the purpose of collecting a POLST form
received from a physician, or his or her designee, and disseminating the
information in the formto persons authorized by CHHS. SB 19 is pending in the
Assembly.

SB 128 (Wolk) permits a qualified adult with capacity to make medical decisions,
who has been diagnosed with a terminal disease to receive a prescription for an aid
in dying drug if certain conditions are met, such as two oral requests, a minimum
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of 15 days apart and a signed written request witnessed by two individuals is
provided to his or her attending physician, the attending physician refers the patient
to an independent, consulting physician to confirm diagnosis and capacity of the
patient to make medical decisions, and the attending physician refers the patient for
a mental health specialist assessment if there are indications of a mental disorder.
SB 128 is set for hearing in the Assembly Health Committee on June 23, 2015.

SB 323 (Hernandez) authorizes a NP who holds a national certification to practice
without physician supervision in specified settings. SB 323 is set for hearing in the
Assembly Business and Professions Committee on June 30, 2015.

Prior Legislation

SB 1357 (Wolk, 2014) would have established a POLST registry at CHHS and is
substantially similar to SB 19. The bill was held on the Senate Appropriations
Committee suspense file.

AB 3000 (Wolk, Chapter 266, Statutes of 2008) created POLST in California,
which is a standardized form to reflect a broader vision of resuscitative or life

sustaining requests and to encourage the use of POLST orders to better handle
resuscitative or life sustaining treatment consistent with a patient’s wishes.

FISCAL EFFECT: Appropriation: No FiscalCom.: No Local: No
SUPPORT: (Verified 6/15/15)

California Medical Association (co-source)

Coalition for Compassionate Care of California (co-source)
AARP

Association of Northern California Oncologists

Blue Shield of California

California Assisted Living Association

California Association for Health Services at Home
California Association for Nurse Practitioners

California Chapter of the American College of Emergency Physicians
California Long-Term Care Ombudsman Association
Contra Costa County Advisory Council on Aging

Contra Costa County Board of Supervisors

LeadingAge California

Medical Board of California

Medical Oncology Association of Southern California, Inc.



AB 637
Page 5

Physician Assistant Board
OPPOSITION: (Verified 6/15/15)
California Right to Life Committee, Inc.

ARGUMENTS IN SUPPORT:: The California Medical Association, this bill’s
co-sponsor, writes that a POLST becomes actionable when signed by a physician
and the patient. NPs and P As are having conversations with patients about their
end-of-life care options and preferences and, in some instances, are able to sign off
on other immediately actionable documents under supervision, such as drug orders,
and medical certificates. The Coalition for Compassionate Care of California, the
other co-sponsorofthis bill, writes that the two signature requirement can create a
roadblockto timely completion, particularly in rural areas and skilled nursing
facilities where timely access to a physician can be difficult to obtain. The
situation can create an unnecessarily stressful delay. NPs and PAs receive
advanced training that enables them to talk with patients about the medical
treatment choices in POLST and they are often able to spend more one-on-one
time with patients than physicians. Sixteen states, including Oregon, already allow
NPs and PAs to sign POLST forms, and no problems have occurred. The
California Chapter of the American College of Emergency Physicians writes that
end-of-life decisions a patient sets out in their POLST are often put into practice in
the emergency department, and unfortunately, many patients arrive with an mvalid
POLST not signed by a physician. Allowing a NP or, PA under physician
supervision, to sign and validate a POLST form will increase the number of valid
POLST forms that emergency physicians can act on, and ensure patient’s end-of-
life wishes are honored. AARP writes POLST is an effective but underutilized
advance-care planning tool and utilization may be improved by authorizing other
health care team members such as NPs and PAs who are already discussing health
care decisions with patients and/or their decision makers regarding the levels of
medical intervention identified onthe POLST form.

ARGUMENTS IN OPPOSITION: The California Right to Life Committee, Inc.
writes that this bill raises the status of NPs and PAs to a level of medical
competence that is not warranted by their level of education and knowledge of
illness or treatments.

ASSEMBLY FLOOR: 75-0, 4/16/15

AYES: Achadjian, Alejo, Travis Allen, Baker, Bigelow, Bloom, Bonilla, Bonta,
Brough, Brown, Burke, Calderon, Campos, Chang, Chau, Chavez, Chiu, Chu,
Cooley, Cooper, Dababneh, Dahle, Daly, Frazier, Beth Gaines, Gallagher,
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Cristina Garcia, Eduardo Garcia, Gatto, Gomez, Gonzalez, Gordon, Gray,
Grove, Hadley, Roger Hernandez, Holden, Irwin, Jones, Jones-Sawyer, Kim,
Lackey, Levine, Linder, Lopez, Low, Maienschein, Mathis, Mayes, McCarty,
Medina, Melendez, Mulln, Nazarian, Obernolte, O'Donnell, Olsen, Patterson,
Perea, Rendon, Ridley-Thomas, Rodriguez, Salas, Santiago, Steinorth, Mark
Stone, Thurmond, Ting, Wagner, Waldron, Weber, Wilk, Williams, Wood,
Atkins

NO VOTE RECORDED: Dodd, Eggman, Gipson, Harper, Quirk

Prepared by: Teri Boughton / HEALTH /
6/16/15 13:51:05

*hkk END dehkd
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CHAPTER

An act to amend Section 4780 of the Probate Code, relating to
resuscitative measures.

LEGISLATIVE COUNSEL’S DIGEST

AB 637, Campos. Physician Orders for Life Sustaining
Treatment forms.

Existing law defines a request regarding resuscitative measures
to mean a written document, signed by an individual, as specified,
and the physician, that directs a health care provider regarding
resuscitative measures, and includes a Physician Orders for Life
Sustaining Treatment form (POLST form). Existing law requires
a physician to treat a patient in accordance with the POLST form
and specifies the criteria for creation of a POLST form, including
that the form be completed by a health care provider based on
patient preferences and medical indications, and signed by a
physician and the patient or his or her legally recognized health
care decisionmaker.

This bill would authorize the signature of a nurse practitioner
or a physician assistant acting under the supervision of the
physician and within the scope of practice authorized by law to
create a valid POLST form.

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

SECTION 1. Section 4780 of the Probate Code is amended to
read:

4780. (a) As used in this part:

(1) “Request regarding resuscitative measures” means a written
document, signed by (A) an individual with capacity, or a legally
recognized health care decisionmaker, and (B) the individual’s
physician, that directs a health care provider regarding resuscitative
measures. A request regarding resuscitative measures is not an
advance health care directive.

(2) “Request regarding resuscitative measures” includes one,
or both of, the following:
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(A) A prehospital “do not resuscitate” form as developed by
the Emergency Medical Services Authority or other substantially
similar form.

(B) A Physician Orders for Life Sustaining Treatment form, as
approved by the Emergency Medical Services Authority.

(3) “Physician Orders for Life Sustaining Treatment form”
means a request regarding resuscitative measures that directs a
health care provider regarding resuscitative and life-sustaining
measures.

(b) A legally recognized health care decisionmaker may execute
the Physician Orders for Life Sustaining Treatment form only if
the individual lacks capacity, or the individual has designated that
the decisionmaker’s authority is effective pursuant to Section 4682.

(¢) The Physician Orders for Life Sustaining Treatment form
and medical intervention and procedures offered by the form shall
be explained by a health care provider, as defined in Section 4621.
The form shall be completed by a health care provider based on
patient preferences and medical indications, and signed by a
physician, or a nurse practitioner or a physician assistant acting
under the supervision of the physician and within the scope of
practice authorized by law, and the patient or his or her legally
recognized health care decisionmaker. The health care provider,
during the process of completing the Physician Orders for Life
Sustaining Treatment form, should inform the patient about the
difference between an advance health care directive and the
Physician Orders for Life Sustaining Treatment form.

(d) An individual having capacity may revoke a Physician
Orders for Life Sustaining Treatment form at any time and in any
manner that communicates an intent to revoke, consistent with
Section 4695.

(e) A request regarding resuscitative measures may also be
evidenced by a medallion engraved with the words “do not
resuscitate” or the letters “DNR,” a patient identification number,
and a 24-hour toll-free telephone number, issued by a person
pursuant to an agreement with the Emergency Medical Services
Authority.

98



AB
/28



AB 728

Page 1
CONCURRENCE IN SENATE AMENDMENTS
AB 728 (Hadky)
As Amended July 2, 2015
Majority vote
ASSEMBLY: 77-0 (May 7, 2015) SENATE: 39-0 (July 9, 2015)

Orignal Committee Reference: A. & A.R.

SUMMARY: Requrres state agencies to post their State Leadership Accountability Act (SLAA)
reports on their Web sites within five days of finalization.

The Senate amendments make technical non-substantive changes to incorporate the chaptering
of a budget trailer bill that affected the same code section in this bill

EXISTING LAW:

1) Requires agency heads covered by SLAA to conduct reviews and issue SLAA reports about
mternal controls and monitoring processes.

2) Requires agencies to submit SLAA reports to various state entities, ncluding the State
Library, where reports are required to be available for public inspection.

FISCAL EFFECT: According to the Senate Appropriations Committee, pursuant to Senate
Rule 28.8, negligible state costs.

COMMENTS: This bill requires state agencies to post SLAA reports on their Web sites within
five days of finalization. These reports, which are due by the end of each odd-number calendar
year, assess an agency's systems of internal controls and monitoring practices.

State agencies are currently required to submit SLAA reports to the Legislature, State Auditor,
Controller, Department of Finance (Finance), the Secretary of Government Operations, and to
the State Library where they must be available for public nspection.

Senate amendments incorporate language in SB 84 (Budget and Fiscal Review Committee),
Chapter 25, Statutes of 2015, a budget trailer bill, which change the name of the Financial
Integrity and State Manager's Accountability Act of 1983 (FISMA) to SLAA.

Analysis Prepared by: Scott Herbstman/A. & A.R./(916) 319-3600 FN: 0001184
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CHAPTER

An act to amend Section 13405 of the Government Code,
relating to state government.

LEGISLATIVE COUNSEL’S DIGEST

AB 728, Hadley. State government: financial reporting.

Existing law, the State Leadership Accountability Act, provides
that state agency heads are responsible for the establishment and
maintenance of a system or systems of internal accounting and
administrative control within their agencies, as specified. Existing
law requires state agency heads to, biennially, conduct an internal
review and prepare a report on the adequacy of the agency’s
systems of internal accounting, administrative control, and
monitoring practices. Copies of the reports are required to be
submitted to the Legislature, the California State Auditor, the
Controller, the Department of Finance, the Secretary of
Government Operations, and to the State Library where the copy
is required to be available for public inspection.

This bill would also require the report to be posted on the
agency’s Internet Web site within 5 days of finalization.

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

SECTION 1. Section 13405 of the Govermment Code, as
amended by Section 18 of Chapter 25 of the Statutes of 2015, is
amended to read:

13405. (a) To ensure that the requirements of this chapter are
fully complied with, each agency head that the Department of
Finance determines is covered by this section shall, on a biennial
basis but no later than December 31 of each odd-numbered year,
conduct an internal review and prepare a report on the adequacy
of the state agency’s systems of internal control, and monitoring
practices in accordance with the guide prepared by the Department
of Finance pursuant to subdivision (d).

(b) The report, including the state agency’s response to review
recommendations, shall be signed by the agency head and
addressed to the agency secretary, or the Director of Finance for
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a state agency without a secretary. An agency head shall submit a
copy of the report and related response, pursuant to a method
determined by the Department of Finance, to the Legislature, the
California State Auditor, the Controller, the Department of Finance,
the Secretary of Government Operations, and to the State Library
where the copy shall be available for public inspection. A copy of
the report shall be posted on the agency’s Internet Web site within
five days of finalization.

(c) The report shall identify any material inadequacy or material
weakness in a state agency’s systems of internal control that
prevents the agency head from stating that the state agency’s
systems comply with this chapter. Concurrently with the
submission of the report pursuant to subdivision (b), the state
agency shall provide to the Department of Finance a plan and
schedule for correcting the identified inadequacies and weaknesses,
that shall be updated every six months until all corrections are
implemented.

(d) The Department of Finance in consultation with the
California State Auditor and the Controller, shall establish, and
may modify from time to time as necessary, a system of reporting
and a general framework to guide state agencies in conducting
internal reviews of their systems of internal control.

(e) The Department of Finance in consultation with the
California State Auditor and the Controller, shall establish, and
may modify from time to time as necessary, a general framework
of recommended practices to guide state agencies in conducting
active, ongoing monitoring of processes for internal control.

96



AB
1060



SENATE COMMITTEE ON HEALTH
Senator Ed Hemandez, O.D., Chair

BILL NO: AB 1060
AUTHOR: Bonilla
VERSION: June 17, 2015

HEARING DATE: July 15, 2015
CONSULTANT: Teri Boughton

SUBJECT: Cancer chnical trials.

SUMMARY: Requires the California Health and Human Services Agency to establish a
nonprofit Cancer Clinical Trials Foundation to solicit and receive finds from busmess, industry,
foundations, and other private and public sources for the purpose of administering the Cancer
Clnical Trials Grant Program to mcrease patient access to cancer clinical trials.

Existing law:

1)

2)

Establishes the Inclusion of Women and Minorities in Clinical Research Act, which requires
a grantee, defined, as any qualified public, private, or nonprofit agency or individual,
mchding, but not mited to, colleges, universities, hospitals, laboratories, research
mstitutions, local health departments, vohmtary health agencies, health maintenance
organizations, corporations, students, fellows, entrepreneurs, and individuals conducting
clinical research using state funds, in conducting or supporting a project of clinical research,
as defined, to ensure that women of all ages, and members of minority groups, as defined, are
included as subjects in the clnical research projects, except under prescribed circumstances.

Requires health plans and mswrers to provide coverage for all routine patient care costs
relative to the treatment of an enrollee or nsured diagnosed with cancer and accepted in an
U.S. Food and Drug Admmistration (FDA) approved cancer clinical trial, Phase I-1V, if the
enrollee’s treating physician recommends participation in the climical trial after determining
such participation has a meaningful potential to benefit the enrollee or insured.

This bill:

1)

2)

3)

4

Requires the California Health and Human Services Agency (CHHS) to establish a nonprofit
public benefit corporation, to be known as the Cancer Clinical Trialk Foundation, governed
by a five member board, appointed by the Governor, the Speaker of the Assembly, and the
Pro Tem of the Senate with a four year term

Requires the Governor to appoint the president of the board and requires members of the
board to serve without compensation but reimbursed for any actual and necessary expenses
incurred in comnection with ther duties as members of the board.

Subjects the foundation to the Nonprofit Public Benefit Corporation Law, as specified,
except that if there is a conflict with this bill and the Nonprofit Public Benefit Corporation
Law, this bill shall prevail

Requires CHHS to determine which department in the agency shall administer the
foundation.
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5) Creates the Cancer Clinical Trials Fund, continuously appropriated to the board without
regard to fiscal years, for the administration and support of the program.

6) Permits the Cancer Clinical Trials Foundation to solicit and receive fimds from business,
industry, foundations, and other private and public sources for the purpose of administering
the Cancer Clinical Trials Grant Program to increase patient access to cancer clinical trials.

7) Requires the board to use no more than 20% of finds made available for the Cancer Chnical
Trials Grant Program for administrative costs.

8) Requires, upon contribution of an unspecified amount of moneys to the foundation, the board
to establish the Cancer Clinical Trials Grant Program to increase patient access to cancer
clinical trials in underserved or disadvantaged communities and populations, ncluding
among women and patients from racial and ethnic minority commumities.

9) Requires the board to determine the criteria to award grants, and authorize grants to be
awarded to either or both, public and private research mstitutions and hospitals that conduct
cancer chnical trials approved by the FDA and nonprofit organizations that specialize in
direct patient support for improved clinical trial enrollment and retention, as specified.

10) Requires grants to be used for activities to increase patient access to cancer clinical trials,
including, but not limited to, any of the following:

a) Patient navigator services or programs;

b) Education and community outreach;

c) Patient-friendly technical tools to assist patients n identifying available clinical
triaks;

d) Translation and interpretation services of clinical trial mformation;

e) Counseling services for chnical trial participants;

f) Welkbeing services for clnical trial participants, mchiding, but not limited to,
physical therapy, pain management, stress management, and nutrition
management; and,

g) Payment of ancillary costs for patients and caregivers, including, but not limited
to: airfare durimg the clinical trial, lodging during the chnical trial, rental cars
during the clinical trial, fuel during the clinical trial, local transportation via bus,
train, or other public transportation during the chnical trial, meals during the
chnical trial, and child care costs during the clnical trial

11) Requires grant recipients to report to the board to ensure the appropriate use of finds within
one year of receiving a grant.

12) Requires the board to report to the Legislature to ensure the appropriate use of the funds.
Requires the report to include accountability measures, including, but not limited to, a
description of how the finds were used, an evaliation of the grant program, and
recommendations for the program, and to be submitted by January 1, 2020.

13) Makes the requirement for submitting a report imposed under this bill inoperative on
January, 1, 2024, as specified.
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14) States legislative intent to establish a program to enable willing patients of low to moderate

Income to participate in cancer clinical trials in order to boost participation rates, ensure these
trials are widely accessible, mmprove the development of cancer therapies, and enhance
innovation.

FISCAL EFFECT: This version of the bill has not been analyzed by a fiscal committee.

PRIOR VOTES: The prior votes are not relevant to this version of the bill

COMMENTS:

D

2)

Author’s statement. According to the author, access to clinical trials is an important part of
our health care system. Itallows people to try innovative, alternative treatments when
traditional treatments have not been successful and helps to get these new treatments
approved for mainstream use. Unfortunately, we have seen mited access to clinical trials
for women and people of color. One of the top reasons that patients report not participating
in clinical trials is economic hardship. There are many costs associated with participating in
a clnical trial including transportation costs, hotel costs, and companion traveling expenses.
In addition, there are other barriers to triak such as lack of education and awareness of
available cancer clinical trials. AB 1060 takes a step to increase access to cancer clinical
trials by creating a privately finded grant program to connect patients with the appropriate
clnical trial.

Clinical Trial Challenges. A 2010 Workshop Summary of Transforming Clinical Research
m the United States (Summary) provides some background into the clinical trial process.
According to the summary, because clinical trials are necessary to obtamn regulatory approval
i the United States, they are a high priority to companies. Industry-sponsored trials are
conducted largely to gain FDA approval to market a new drug or a previously approved drug
for a new indication. Pre-approval trials include a simple protocol (i.e., ask a limited number
of questions) and test a drug in a highly selected patient group designed to provide the most
robust evidence on the drug’s benefits and risks. Conversely, the federal government
conducts large clnical trials to answer medical questions unrelated to gaining regulatory
approval for a new drug or therapy. These studies can involve a wide range of patients and
seek to answer a number of relevant clinical questions at once.

Clinical trial costs can vary widely depending on the number of patients being sought, the
number and location of research sites, the complexity of the trial protocol, and the
reimbursement provided to investigators. The total cost can reach $300-$600 million to
implement, conduct, and monitor a large, multicenter trial to completion.

The Summary includes a discussion about patient challenges. According to the summary,
many workshop participants noted that patients ofien are unaware of the possiility of
enrolling in a clinical trial If they are aware of this opportuntty, it is often difficult for them
to locate a trial. Patients may reside far from study centers; even the largest multicenter trials
can pose geographic challenges for those wishing to participate. Depending on the number of
clinic visits required by the study protocol, significant travel and time costs may be
associated with participation. In addition, trials designed with narrow eligbility criteria for
participation purposely eliminate many patients who might have the disease being studied but
are ineligible because of other characteristics (e.g., age, level of disease progression,

exposure to certain medicines). Trials often require patients to temporarily leave the care of
their regular doctor and receive services from unfamiliar providers, confronting interruptions
in care. If a patient reaches the point of enrolling in a clinical trial, the extensive paperwork
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3)

4)

5)

6)

associated with the informed consent process can be confusing and burdensome. Informed
consent forms are developed to meet legal requirements and can contribute to the confusion
patients feel regarding the trial and what it entails. In addition, there is sometimes a mistrust
of industry-sponsored trials among the public. These feelings of mistrust can further
complicate the already difficult decision about whether to join a trial

Disparities. A Cancer Clinical Trial Fact Sheet made possible by an unrestricted educational
grant from Genentech, provided by the author, mdicates that only about 3-5% of the 10.1
million adults with cancer in the U.S. participate in cancer trials. This compares to 60%
participation rate for children with cancer. The National Cancer Institute is the largest
sponsor of cancer clnical trials at 3,000 sites. Over 30,000 patients are enrolled in cancer
clinical trials annually. A review of FDA approved drugs from 1995-1999 revealed that
African Americans, Asian/Pacific Islanders, Hispanics/Latinos and Native Americans
collectively represented less than 10% of participants in trials that were testing cancer drugs.
In 2004, the SELECT prostate cancer prevention trial completed recruiting over 35,000 men
of whom 21% were minorities. With regard to challenges, the Fact Sheet indicates that 85%
of respondents to a national survey were unaware that participating in a clinical trial was a
treatment option for them. According to a review of enrollment decisions for health research
studies, racial and ethnic minorities were less likely to be invited to participate in research
studies compared with non-Hispanic/Latino whites.

Prior legislation. AB 2038 (Alquist Chapter 250, Statutes of 2000), establishes the Inclusion
of Women and Minorities in Clinical Research Act.

Support. According to the Lazarex Cancer Foundation this bill seeks to remedy the problem
of low patient participation in clinical trials, especially participation by women and
underrepresented comnumities. The American Medical Association conducted a study on
cancer trial participation and found from 1996 to 2002, of the 75,215 patients enrolled i the
National Cancer Institute trials for breast, ing, colorectal, and prostate cancers, only 3.1%
were Hispanic, 9.2% were black, and 1.9% were Asian/Pacific Islanders, while 85.6% were
white. The lack of diversity impacts researcher’s ability to evaluate the effect of new
treatments on different populations, and speaks to a lack of access to potentially lifesaving
trials for a large portion of the populations. The Association of Northem California
Oncologists Board of Directors writes that clinical trials are essential component of
developing new and mnovative treatments for all types of cancer and give vulnerable patients
access to new treatment options that would not otherwise be available to them. This new
foundation could raise finds to overcome barriers, helping the entire research process. The
University of Southern California writes that this bill is an innovative approach focused on
addressing barriers to patient participation in clinical trials. Biocom writes that although
many companies operating in this space already have established programs to address this
issue of clinical trial participation m underrepresented commumities, it is hoped that a
concerted state effort may reach trial candidates and therr physicians more effectively.

Amendments. The author requests the adoption of amendments to direct the foundation, or an
authorized representative thereof, to apply for tax exempt status under Section 501 (c)(3) of
the Internal Revenue Code.
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SUPPORT AND OPPOSITION:
Support: Lazarex Cancer Foundation (sponsor)
Association of Northemn California Oncologists
Biocom
California Life Sciences Association
Pharmaceutical Researchers and Manufacturers of America
University of Southern California

Oppose: None received

— END ~



AMENDED IN SENATE JULY 16, 2015
AMENDED IN SENATE JUNE 17, 2015
AMENDED IN ASSEMBLY MARCH 26, 2015

CALIFORNIA LEGISLATURE—2015-16 REGULAR SESSION

ASSEMBLY BILL No. 1060

Introduced by Assembly Member Bonilla

February 26, 2015

An act to add Chapter 2 (commencing with Section 101990) to Part
6 of Division 101 of the Health and Safety Code, relating to cancer,
and making an appropriation therefor.

LEGISLATIVE COUNSEL’S DIGEST

AB 1060, as amended, Bonilla. Cancer clinical trials.

Existing law establishes the scope and function of the California
Health and Human Services Agency, which includes departments
charged with administering laws pertaining to public health and social
services, among other things. Existing law also establishes the Inclusion
of Women and Minorities in Clinical Research Act, which is designed
to promote the inclusion of women and minority groups in clinical
research, including clinical trials.

This bill would create the Cancer Clinical Trials Foundation in the
Health and Human Services Agency, to be governed by a board of
trustees. Members of the board would be appointed as specified. The
bill would also create the Cancer Clinical Trials Fund, and would
continuously appropriate this fund to the board, thereby making an
appropriation. The bill would authorize the board to solicit and receive
money, as specified. The bill would require the board, upon contribution
of an unspecified amount of money to the fund, to establish the Cancer
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Clinical Trials Grant Program, in order to increase patient access to
cancer clinical trials in specified populations. The bill would require
that grant money be used for designated purposes, and would also
require grant recipients to report to the board. The bill would require
the board to report to the Legislature, as specified. This bill would make
related findings.
Vote: majority. Appropriation: yes. Fiscal committee: yes.

State-mandated local program: no.

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

SECTION 1. The Legislature finds and declares the following:

(a) Almost 50 percent of clinical trial studies are not finished
in time due to low patient participation, recruitment and navigation
difficulties, and other barriers for patients. Due to economic and
socioeconomic circumstances and lack of patient knowledge,
clinical oncology trial participation and retention are both very
low as they relate to eligible participants.

(b) Overall, only 3 percent of eligible cancer patients participate
in clinical trials, and of those only 5 percent of trial participants
are from racial or ethnic minority communities.

(c) One barrier that prevents patients from participating in
federal Food and Drug Administration clinical trials is finances.
Patients of low to moderate income are often unable to bear the
burden of the ancillary costs of participating, such as airfare,
lodging, rental cars, and fuel.

(d) The American Medical Association conducted a study on
cancer trial participation. The study found that from 1996 to 2002,
of the 75,215 patients enrolled in the National Cancer Institute
trials for breast, lung, colorectal, and prostate cancers, only 3.1
percent were Hispanic, 9.2 percent were Black, and 1.9 percent
were Asian or Pacific Islanders, while 85.6 percent were White.
This lack of diversity is-alarming of concern because of its impact
on researchers’ ability to evaluate the effect of new treatments on
different populations. It also speaks to a lack of access to
potentially lifesaving trials for a large portion of the population.

(e) It is the intent of the Legislature to establish a program to
enable willing patients of low to moderate income to participate
in cancer clinical trials in order to boost participation rates, ensure
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these trials are widely accessible, improve the development of
cancer therapies, and enhance innovation.

SEC. 2. Chapter 2 (commencing with Section 101990) is added
to Part 6 of Division 101 of the Health and Safety Code, to read:

CHAPTER 2. CANCER CLINICAL TRIALS

101990. (a) “Board” means the Board of Trustees of the Cancer
Clinical Trials Foundation.

(b) “Foundation” means the Cancer Clinical Trials Foundation.

(c) “Fund” means the Cancer Clinical Trials Fund.

101991. (a) The agency shall establish a nonprofit public
benefit corporation, to be known as the Cancer Clinical Trials
Foundation, that shall be governed by a board consisting of a total
of five members. Three members shall be appointed by the
Governor. Of these members, one shall be from a public cancer
research institution, and one shall be from a private cancer research
institution. One member shall be appointed by the Speaker of the
Assembly. One member shall be appointed by the President pro
Tempore of the Senate.

(b) The Govemor shall appoint the president of the board from
among those members appointed by the Governor, the Speaker of
the Assembly, and the President pro Tempore of the Senate.

(c) The foundation, or an authorized representative thereof,
shall apply for tax exempt status under Section 501(c)(3) of the
Internal Revenue Code.

te)

(d) Members of the board shall serve without compensation but
shall be reimbursed for any actual and necessary expenses incurred
in connection with their duties as members of the board.

td)

(e) The foundation shall be subject to the Nonprofit Public
Benefit Corporation Law (Part 2 (commencing with Section 5110)

of D1v1510n 2 of Tltle 2 of the Corporatlons-eede)—exeept—ﬂ&at—xf

te)

(/) The California Health and Human Services Agency shall
determine which department in the agency shall administer the
foundation.
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101992. (a) Of the members of the board first appointed by
the Governor pursuant to Section 101991, one member shall be
appointed to serve a two-year term, one member shall be appointed
to serve a three-year term, and one member shall be appointed to
serve a four-year term.

(b) Of the members of the board first appointed by the Speaker
of the Assembly and the President pro Tempore of the Senate
pursuant to Section 101991, each member shall be appointed to
serve a four-year term.

(c) Upon the expiration of the initial appointments for the board,
each member shall be appointed to serve a four-year term.

101993. (a) There is hereby created the Cancer Clinical Trials
Fund. Notwithstanding Section 13340 of the Government Code,
all money in the fund is continuously appropriated to the board
without regard to fiscal years, for the administration and support
of the program created pursuant to this chapter.

(b) The Cancer Clinical Trials Foundation may solicit and
receive funds from business, industry, foundations, and other
private and public sources for the purpose of administering the
Cancer Clinical Trials Grant Program to increase patient access
to cancer clinical trials.

(c) The board shall use no more than 20 percent of funds made
available for the Cancer Clinical Trials Grant Program for
administrative costs.

101994. (a) Upon contribution of an unspecified amount of
moneys to the foundation, the board shall establish the Cancer
Clinical Trials Grant Program to increase patient access to cancer
clinical trials in underserved or disadvantaged communities and
populations, including among women and patients from racial and
ethnic minority communities. The board shall determine the criteria
to award grants, and may award grants to either or both of the
following:

(1) Public and private research institutions and hospitals that
conduct cancer clinical trials approved by the federal Food and
Drug Administration.

(2) Nonprofit organizations described in Section 501(c)(3) of
the Internal Revenue Code of 1954 that are exempt from income
tax under Section 501(a) of that code and that specialize in direct
patient support for improved clinical trial enrollment and retention.
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(b) Grants awarded pursuant to subdivision (a) shall be used for
activities to increase patient access to cancer clinical trials,
including, but not limited to, any of the following:

(1) Patient navigator services or programs.

(2) Education and community outreach.

(3) Patient-friendly technical tools to assist patients in
identifying available clinical trials.

(4) Translation and interpretation services of clinical trial
information.

(5) Counseling services for clinical trial participants.

(6) Well-being services for clinical trial participants, including,
but not limited to, physical therapy, pain management, stress
management, and nutrition management.

(7) Payment of ancillary costs for patients and caregivers,
including, but not limited to:

(A) Airfare during the clinical trial.

(B) Lodging during the clinical trial.

(C) Rental cars during the clinical trial.

(D) Fuel during the clinical trial.

(E) Local transportation via bus, train, or other public
transportation during the clinical trial.

(F) Meals during the clinical trial.

(G) Child care costs during the clinical trial.

101995. (a) Grantrecipients shall report to the board to ensure

~ the appropriate use of funds within one year of receiving a grant.

(b) (1) The board shall report to the Legislature to ensure the
appropriate use of the funds. The report shall include accountability
measures, including, but not limited to, a description of how the
funds were used, an evaluation of the grant program, and
recommendations for the program. This report shall be submitted
by January 1, 2020.

(2) The requirement for submitting a report imposed under
paragraph (1) is inoperative on January, 1, 2024, pursuant to
Section 10231.5 of the Government Code.
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ASSEMBLY BILL No. 1060

Introduced by Assembly Member Bonilla

February 26, 2015
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t tersr add Chapter 2 (commencing with Section

101990) to Part 6 of Division 101 of the Health and Safety Code, relating to
cancer, and making an appropriation therefor.

LEGISLATIVE COUNSEL'S DIGEST

AB 1060, as amended, Bonilla. Professions—and—vocations:—teensure—Cancer
clinical trials.

Existing law establishes the scope and function of the California Health and
Human Services Agency, which includes departments charged with administering
laws pertaining to public health and social services, among other things. Existing
law also establishes the Inclusion of Women and Minorities in Clinical Research
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Act, which is designed to promote the inclusion of women and minority groups in
clinical research, including clinical trials.

This bill would create the Cancer Clinical Trials Foundation in the Health and
Human Services Agency, to be governed by a board of trustees. Members of the
board would be appointed as specified. The bill would also create the Cancer
Clinical Trials Fund, and would continuously appropriate this fund to the board,
thereby making an appropriation. The bill would authorize the board to solicit and
receive money, as specified. The bill would require the board, upon contribution
of an unspecified amount of money to the fund, to establish the Cancer Clinical
Trials Grant Program, in order to increase patient access to cancer clinical trials in
specified populations. The bill would require that grant money be used for
designated purposes, and would also require grant recipients to report to the
board. The bill would require the board to report to the Legislature, as specified.
This