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| P (916)928-8390  F (916) 928-8392 | www.ombc.ca.gov

OSTEOPATHIC MEDICAL BOARD OF CALIFORNIA

BOARD MEETING

Thursday, September 17, 2015
10:00 a.m. — 5:00 p.m. (or until the end of business)

Department of Consumer Affairs

Headquarters Building 2 (HQ2)
1747 North Market Blvd.
Hearing Room

Sacramento CA 95834

(916) 928-8390

AGENDA

Action may be taken on any items listed on the agenda and may be taken out of order.

Open Session

1.

2.

6.

Call to Order and Roll Call / Establishment of a Quorum

Review and Approval of Minutes — May 7, 2015 Board Meeting

Regulations - Public Hearing

Regulation hearing regarding amendments to sections 1661.2 (Diversion
Evaluation Committee Duties and Responsibilities) and 1663 (Disciplinary
Guidelines) of Title 16 of the California Code of Regulations relating to the
discipline of substance abusing licensees.

President’s Report

Executive Director’'s Report — Angie Burton

Licensing

Staffing

CURES

Budget

Legislation — Information and Possible Action
AB 483, AB 1351, AB1352, AB 159
AB 179, AB 333, AB 637, AB 266
SB 396, SB 643, SB 738, ACR 97

Enforcement Report / Discipline (Corey Sparks)

Update from the Department of Consumer Affairs — Christine Lally



7. Telemedicine for Medicare Act of 2015 (TeleMed Act, H.R. 3081) — Discussion
and possible action.

8. Administrative Hearings: 1:00 p.m.
a. Daniel Brubaker, D.O. — Petition for Modification of Probation
b. John Fosbinder, D.O. — Early Termination of Probation
c. Renee Kilmer, D.O. - Early Termination of Probation

9. Closed Session

a. The Board will meet in closed session to deliberate on disciplinary matters
pursuant to Government Code section 11126(c)(3).
b. Adjourn Closed Session

10. Reconvene Open Session
11.  Agenda Items for Next Meeting

12.  Future Meeting Dates and discussion and action on scheduling meeting with
Federation of State Medical Board (FSMB) liaison.

12.  Public Comment for Items Not on the Agenda
Note: The Board may not discuss or take action on any matter raised during this public comment
section except to decide whether to place the matter on the agenda of a future meeting
(Government Code Sections 11125, 11125.7(a).)

13.  Adjournment
For further information about this meeting, please contact Machiko Chong at

916-928-7636 or in writing 1300 National Drive, Suite 150 Sacramento CA 95834.
This notice can be accessed at www.ombc.ca.gov

Government Code section 11125.7 provides the opportunity for the public to address each
agenda item during discussion or consideration by the Board prior to the Board taking any
action on said item. Members of the public will be provided appropriate opportunities to
comment on any issue before the Board, but the Board President may, at his or her
discretion, apportion available time among those who wish to speak. Individuals may
appear before the Board to discuss items not on the agenda; however, the Board can
neither discuss nor take official action on these items at the time of the same meeting.
(Gov. Code, sections 1125, 1125.7(a).)

| accordance with the Bagley Keene Open Meeting Act, all meetings of the Board are open
to the public and all meeting locations are 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 Machiko Chong, ADA Liaison, at (916) 928-
7636 or via e-mail at Machiko.Chong@dca.ca.gov or may send a written request to the
Board's office at 1300 National Drive, Suite 150, Sacramento, CA 95834-1991. Providing
your request at least five (5) business days before the meeting will help to ensure
availability of the requested accommodation.
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DRAFT

OSTEOPATHIC MEDICAL BOARD OF CALIFORNIA
BOARD MEETING MINUTES

Thursday, May 7, 2015

BOARD MEMBERS PRESENT: Joseph Zammuto, D.O., President

Keith Higginbotham, Esq., Vice President
Michael Feinstein, D.O., Secretary Treasurer
David Connett, D.O., Board Member

Alan Howard, Board Member

James Lally, D.O., Board Member

Cheryl Williams, Board Member

Jane Xenos, D.O., Board Member

STAFF PRESENT: Angelina Burton, Executive Director

Francine Davies, Assistant Executive Director
Corey Sparks, Enforcement Analyst

lleana Butu, Esq., DCA Legal Counsel
Michael Santiago, Esq., DCA Legal Counsel

BOARD MEMBERS ABSENT: Claudia Mercado, Board Member

The meeting of the Osteopathic Medical Board of California was called to order by
President Joseph Zammuto, D.O., at 10:01 AM via teleconference at the noticed site of
2287 Mowry Ave., Suite C, Fremont, CA 94538. Staff was in the Board’s conference
room at 1300 National Drive, Suite 150, Sacramento, CA 95834.

1. Roll Call:

Dr. Zammuto asked Keith Higginbotham to call the roll. Each of the attending Board
Members gave their name and teleconference address:

Keith Higginbotham, Esq., 255 South Grand Ave., Suite 2109, Los Angeles
CA 90012-3045;

Michael Feinstein, D.O., 1100 Adella Ave., #26, Coronado CA 92118;

David Connett, D.O., Western University of Health Sciences, Vice Deans
Office, 309 E 2nd Street, Pomona CA 91766;

Alan Howard, Naval Postgraduate School, 281 Stone Road, Monterey CA
93943;

James Lally, D.O., Chino Valley Medical Center, 5451 Walnut Ave., Chino CA
91710;

Cheryl Williams, 1636 50th Street, San Diego CA 92102;
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e Jane Xenos, D.O., 1100 Quail Street, Ste. #114, Newport Beach CA 9266.
Claudia Mercado was excused from the meeting due to an unnoticed change in her
teleconference site location. A quorum was declared.

2. Public Comment for Items Not on the Agenda:
There were no public comments.
3. Review and Approval of Minutes — January 22, 2015 Board Meeting

A motion was made to accept the minutes:

Motion — K. Higginbotham, Second — M. Feinstein: No discussion. No corrections.
Dr. Zammuto asked for public comments: none offered.

Roll call vote: Aye — D. Connett, M. Feinstein, K. Higginbotham, A. Howard, J. Lally,
C. Williams, J. Xenos, J. Zammuto. Nay — None. Abstentions — None. Absent -
Claudia Mercado.

Motion carried to approve minutes.

4. Introduction of New Legal Counsel

lleana Butu was introduced by Michael Santiago to the Board members as the new
legal counsel. Michael Santiago, the Board’s outgoing legal counsel, stated he was
working with lleana during the transition and would be attending a total of two
meetings of the Board. He will be available to answer her questions and she has the
full backing of the entire (DCA) Legal Office. Ms. Butu introduced herself and invited
the Board members to e-mail or call her if they want to discuss anything.

5. President’s Report

Dr. Zammuto gave a summation of the Federation of State Medical Boards annual
meeting held in Fort Worth, Texas April 23™ to the 25

The theme of the conference was Collaboration and Communication: Rules for
Success in Today's Complex Regulatory Environment. This meeting represented 70
licensing boards comprised of 50 states which include composite boards (MD & DO
Boards) and 16 independent DO Boards, and representation from Guam, U.S. Virgin
Islands, Puerto Rico, and Northern Marianas.

There was a meeting the day before of the American Association of Osteopathic
Examiners which was April 22", and was chaired by outgoing president Dr.
Geraldine O’Shea. There was representation from the National Board of Osteopathic
Medical Examiners who are represented by Janice Kanogle and Sandra Waters.
They discussed the changes and improvements upcoming on the COMLEXUSA.
They also discussed there would be an additional center for testing which would be
2016 or 2017. The new site will be in the Midwest in the Chicago area and there is
future consideration for a West Coast testing center, as well. Also during that
meeting we discussed the Northern Carolina Ford Dental Exam versus the Federal
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Trade Commission which was a case that led to a Supreme Court decision on how
licensing boards function and we discussed issues as they may pertain to the
structure and function of other boards. They also discussed potential changes to
state laws and regulations required by state board functions as they relate to GMA
accreditations for residents.

The annual meeting of the Federation, which was held the 23 thru the 25", was
packed with an extensive amount of educational information. Keynote speaker for
one of the luncheons was Mr. Michael Bonacelli who was Director of the National
Drug Control Policy for the United States out of Washington D.C. Also speaking was
Dr. Kent Brantly who was the physician doing work in Liberia treating Ebola. He
himself contracted Ebola and came back to the United States for treatment and
curing of the Ebola; it was a very intense and moving speech. There were also a
number of workshops and lectures.

One of the most powerful speeches came from one of the directors of the DEA,
Ranna Zzisi who gave an amazing presentation on the problem regarding the
misuse and overuse in prescribing opiates. He showed a vignette of surveillance of a
clinic where when the manager of the clinic opens up the clinic people come
-outpouring from the neighborhood lining up to get all their drugs. He also talked
about a number their sting operations. He brought forward the severity of the
narcotic drug situation (the United States represents 5% of the world’s population
and consumes 99% of the narcotics) and he also talked about up and coming drugs
that are hitting the streets.

There was also a representation by the osteopathic profession, a number of
osteopathic physicians were involved in different committees, and the outgoing
chairman was Dr. Donald Polk, D.O.

Angie Burton asked if there was any public comment on Dr. Zammuto’s report. Dr.
Connett asked Dr. Zammuto if they talked about the four states that have mandatory
AOA internships as part of their licensure. Dr. Zammuto responded that he didn’t
remember anything being discussed. What he did remember was something
relevant to NBOME that COMLEXUSA is the only test DO’s will be required to take
for state licensure. They won’t need to take both boards.

6. Executive Director's Report

Director Angie Burton sent an amended version of the Director's Report to the Board
members this morning via e-mail. The report is provided Board members an update
on licensing, staffing, and other functions of the Osteopathic Medical Board of
California. The report was provided as information only and no action was required.

Licensing statistics: Applications received in the 1% quarter - January 64, February
61, and March 46, totaling 171. Licenses issued 1% quarter: January 63, February
65, and March 35, totaling 163. The current licensee population as of March 31:
Active licenses: 6924; Inactive licenses: 606; for a total of 7529. In addition to the
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7529 licensees there are 978 licenses in a Delinquent status. Licenses can remain
delinquent five years; during these five years, licensees can pay back license fees
and a one-time delinquency fee, submit the required AOA CME hours, and
‘reactivate their license without going through the full licensing process. For the five
years the license remains delinquent, the Board still has jurisdiction therefore the
enforcement staff will follow-up on any out of state discipline information we receive
on these licensees. Ms. Kathleen Creason asked how many of the Active licensees
reside in California. Director Burton stated probably close to all of them but she can
probably get an exact number for her after the meeting.

Staffing: The OMBC currently has eleven full-time positions and one half-time
position with one vacancy. The cashier left the OMBC for a promotion at another
agency and the Staff Services Manager, Ms. Francine Davies, has assumed the
cashiering duties until the cashier position is refilled. Due to the tight budget, Director
Burton will wait until July 1 to fill the position. The administrative analyst is on leave
until September 1%,

The OMBC is not going to be relocating at this time due to the budget. The real
estate representatives from Department of General Services successfully negotiated
with the current landlord a new two year hard lease and two year soft lease with a
rent decrease in monthly cost of $666.00 per month. The rent will continue to be
shared with the Naturopathic Medicine Committee. A hard lease means the OMBC
can't break the lease and is committed to staying an additional two years; a soft
lease can be broken at any time with the agreement of both the lessor and lessee.

Director Burton reported at the last Board meeting that DCA SOLID (Training) staff
was going to assist OMBC staff in early March in creating a Licensing Desk
Procedure Manual which would help define work processes and timelines.
Unfortunately, the SOLID staff was tasked with assisting with Release Two of the
Breeze System so they had to reschedule our project. OMBC received
communication from SOLID staff and hope to reschedule the project later this
month. Additionally, the DCA Strategic Planning Unit has OMBC scheduled for a
September planning session which means they will be contacting Board staff in early
July to schedule a staff focus group and will be contacting individual board members
for phone interviews. The SOLID staff will then attend the September Board Meeting
to present the plan.

Diversion Program: There are currently fifteen participants, four of which are self-
referrals and the remaining are Board-ordered through probationary terms. There
were no new entries to the program in the 1% quarter. In January there was one
participant that was terminated from the program and in March two successfully
completed their program. Participants still appear before the DEC at least once per
.year up to four times per year. The DEC consists of osteopathic physicians who are
experts in addiction medicine and one public member. Dr. Krpan, our medical
expert, has been attending these meetings representing the Board staff.
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Budgets: Director Burton submitted a Budget Change Proposal for fiscal year 2016-
2017. OMBC will be seeking an increase to the personnel budget and the
enforcement budget; specifically, the Board is seeking an increase in the amounts
budgeted for the Attorney General and Office of Administrative Hearings.

Breeze: Of the 138 triages written since Breeze “went live”, there are twelve
remaining that require resolution. Of those twelve triages, four are related to on-line
processes, three are one-time anomalies, and two will need to be rewritten as a
Work Authorization due to the complexity of the request. The Work Authorization
would create an interface and add the Osteopathic Medical Board to the DCA
Remittance Processing system so that renewals could be cashiered in an automated
fashion freeing up a large percentage of in-office cashiering duties at the Board.
There will likely be additional triages in the future as we see opportunities to
reconfigure the system to meet OMBC needs as well as system modifications
required by legislation.

Ms. Davies will begin shortly to triage several on-line applications for release into
production next year. Director Burton stated that although on-line applications will
be a convenient option for payment of fees, it will not shorten the actual processing
timelines for renewals or initial applications for licensure. As an example, she stated
the Board will still be required to receive and review CME prior to approving renewal
applications. Similarly, original applications for licensure will still require filing of an
original, notarized application and all the documentation now required for licensure
will continue to be required. The Director said that releasing programs on-line will
require the Board to provide a “help-desk” as evidenced by all other boards who
offer on-line services; this means on-line processing will require the addition of a
new staff person thereby increasing Board costs rather than reducing them.
Likewise, costs to the Board will increase due to credit card service fees, making on-
line processing a drain on the Boards budget while reaping no time savings.

The DCA is currently sponsoring monthly user groups related to licensing,
enforcement, reports, and cashiering. The Board actively participates in all user
groups which has provided an opportunity to resolve processing issues and identify
system needs for implementation of legislation. The OMBC looks forward to refining
processes as functionality becomes available.

At a March 6" telephone meeting with DCA Director Awet Kadane, Breeze staff, and
Legal Affairs Deputy Director Doreatha Johnson, Director Burton was informed that
regulation was required to implement the birth month expiration date calculation into
Breeze. The Director prepared language for the proposed regulation. DCA received
authorization to enter into a contract amendment to terminate the contract with
Accenture after Release 2 and to also increase the project costs by $17.5 million.
Mr. Taylor Schick from the DCA Budget Office was present to answer any questions
regarding the documents regarding Breeze costs. Alan Howard asked if he could
have the background on terminating the contract after Release 2 and increasing
budget costs. Mr. Schick explained that was more of a Project based question but
from his understanding of the Special Project Report (SPR) 3.1 based on the design
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change to make sure that the project was implemented for all the programs it was
determined that continuing on and launching phase three under the same contractor
would not be reasonable. Ms. Creason asked how the costs were specifically
allocated across the boards; Mr. Schick explained the costs were divided based on
transaction counts based on the ATS & CAS (legacy) systems. Ms. Creason stated
the OPSC is supportive of online applications and renewals.

Interstate Licensing Compact: Director Burton stated six boards are onboard and
seven more are seeking enabling legislation. The document provided to the Board
was shared by the Medical Board of California and changed to reflect the
Osteopathic Medical Board licensing requirements. The document is being shared
so the Board may possibly take a position at a future board meeting.

Public Comment: Doreatha Johnson, Deputy Director, DCA Legal Affairs. Ms.
Johnson clarified that the regulations are required regardless of the Breeze
implementation. The Business & Professions code relating to the birth month
expiration date requires the Board to adopt regulations for the administration of a
birth date renewal program.

Enforcement Report: Corey Sparks reviewed the written report provided to the
Board. The report is based on Breeze system reports. There are currently four
reports in development in Breeze. Complaint Intake: OMBC received 440 complaints
in the last four quarters, 22 of these cases were conviction arrests; 338 cases were
assigned for investigation, and the average number of days to assign and close was
26. Pending cases increased during this time period. Due to staff training, illness,
and holidays in December, the average number of days to assign cases rose to 66
‘in February. Mr. Sparks reviewed each page of the report for the Board.

Dr. Zammuto and Keith Higginbotham thanked Mr. Sparks for his thorough report.
There was no public comment.

7. Legislation

Director Burton stated the attached legislation provided is for information only at this
time. Dr Zammuto asked how these bills were selected. Director Burton stated the
DCA Legislative Unit provides us with information on bills that may have an impact
to the Board or DCA wide impact and these are the bills they are tracking for us. Dr
Zammuto asked if they will form an opinion relative to any concerns they may have.
Director Burton stated that we follow the bills and if we feel may have a substantial
impact to the Board,we do write to the author of the bill to let them know there will be
an impact, whether we want to support or oppose it. Dr. Zammuto asked if any of the
Board members had questions or concerns.

Keith Higginbotham had general questions. Regarding AB 159: Who initiated the bill
— was it a manufacturer or is this from a doctor’s point of view? Ms. Creason stated
she thought it was written from a patient’s point of view and it was public driven.
Patients would like availability to potentially life-saving medications but do not have
access to them. Regarding SB 538: How does this come into play with the
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Osteopathic Board? Director Burton stated the Osteopathic Medical is taking a
neutral stand on this bill because the Naturopathic Medicine Committee is under the
Osteopathic Medical Board.

Jane Xenos inquired on the temperature regarding SB 277. Ms. Creason gave a
status on the bill, stating that it has been the most highly contested legislation the
association’s advocates have seen in twenty years.

8. Discussion and Possible Action on Promulgating Regulations Pertaining to the
Renewal of Licenses.

Director Burton stated these regulations were needed in order to implement the
renewal process the Board has been using for the last several years. She stated
language was created for the proposed regulation and is bringing it forth to the
Board today for approval.

Keith Higginbotham made a motion to approve this regulation. Michael Santiago
made a recommendation as to the motion: that the Board adopt the proposed
regulatory language and initiated the rulemaking package with the Office of
Administrative Law, set for hearing after the 45 day comment period, and delegate
authority to the executive director to make any technical, non-substantive changes to
the proposed regulatory text.

Motion — K. Higginbotham, Second — D. Connett: No discussion. No corrections.
Roll call vote: Aye — D. Connett, M. Feinstein, K. Higginbotham, A. Howard, J. Lally,
C. Williams, J. Xenos, J. Zammuto. Nay — None. Abstentions — None. Absent -
Claudia Mercado.

Motion was passed 8-0.

9. Guidelines for Prescribing Controlled Substances for Pain — Discussion and Possible
Action Regarding Outreach.

Director Burton submitted the Guidelines for Prescribing Controlled Substances for
Pain document to the Board for their opinion as to whether or not to adopt the
guidelines for the Osteopathic Medical Board. Dr. Connett was initially involved with
the task force along with Dr. Zammuto and the Board’s consultant, Dr. Reimer. The
consultant’s opinion is to approve the guidelines and, if approved, they will be placed
on the web site for licensees.

Dr. Zammuto stated this was very comprehensive and thorough document and that
the Osteopathic Board played a part in its development and the Board owes great
thanks to Dr. Reimer for opinions and testimony on this project, and that it
represents the current standard of care and expectations relative to prescriptions for
pain medication and any controlled substance by osteopathic physicians. He stated
we are very fortunate to have this document and hopes other Board members see
the value of this project.

7|Page



Board Meeting Minutes — May 7, 2015 DRAFT

10.

Dr. Feinstein stated these are guidelines, not regulations or statute; if the Board tries
to use this as community standard now, you would find less than 3% of all the DOs
in the state are using anything close to this. We must keep this in mind if someone
comes up with narcotics that they aren’t following the guideline because they were
trained in it. Dr. Zammuto stated guidelines were guidelines and they are used for
education and he thought no one was planning to use this as a disciplinary piece,
but it has to be used to explain the depth of current guidelines for use of these
substances. Dr. Feinstein said it was stated earlier they could be used as standard
of care. Michael Santiago stated that although they are only guidelines and are not
standard of care, your expert consultant who reviews your cases can utilize as a
basis for standard of care taking into account all factors; this would be just one factor
your expert could consider. It could contribute to community standards but not be the
standard of care. Director Burton said they would be posted on the website for
licensees.

Motion to adopt Guidelines for Prescribing Controlled Substances for Pain — D.
Connett, Second — K. Higginbotham: No public comment. No discussion. Roll call
vote: Aye — D. Connett, M. Feinstein, K. Higginbotham, A. Howard, J. Lally, C.
Williams, J. Xenos, J. Zammuto. Nay — None. Abstentions — None. Absent -
Claudia Mercado.

Motion was passed 8-0.

Controlled Substance Utilization Review and Evaluation System (CURES) —
Discussion and Possible Action Regarding Outreach.

Director Burton stated CURES system 2.0 is moving along and is scheduled to go-
live in July (2015). All licensees with a DEA Permit are required to register to the
PDMP or CURES by January 1, 2016. We are currently working on outreach to
notify licensees. We asked DOJ to notify OPSC and | would ask Kathleen Creason
to include this information in their newsletters and maybe on their web site. We will
be posting this on our website; we thought about putting it on our renewal forms but
that would reach only a small percentage of licensees by January 1%. DOJ and DCA
are preparing a flyer on how to register; as soon as that flyer is available, | think we
should mail a flyer to each of our licensees. Director Burton asked the Board
members for any other suggestions on reaching out to licensees. Not every licensee
provides the Board an e-mail address. Director Burton asked for the Boards
approval for posting to the web site, sending e-mail information, and mailing a flyer
to each licensee. Dr. Connect suggested adding the web address of the new pain
guidelines to the flyer.

Dr. Zammuto asked for a motion for the Executive Director to move forward with the
outreach and notification of licensees by e-mail and by US Mail: D. Connett, Second
— K. Higginbotham: No discussion. Public comment: Kathleen Creason stated OPSC
would be happy to support; however they do have significant concerns about the
CURES System at this point to be able to accept the number of registrations and
subscribers. Director Burton stated DOJ said the system should be available to
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11.

register in August, should be easier to register than it was on the previous CURES
system, and there will be staff at DOJ to assist.

Roll call vote: Aye — J. Zammuto, C. Williams, J. Lally, A. Howard, K. Higginbotham,
M. Feinstein, D. Connett. Nay — None. Abstentions — None. Absent - Claudia
Mercado, J. Xenos.

Motion was passed 7-0.

D.O. Student Protection Against Discrimination — Discussion and Possible Action

Director Burton stated this was on a prior agenda and OPSC states that there is
already a statute that pertains to anti-discrimination so there is not going to be a
request to carry a new bill. Kathleen Creason stated legal counsel advised that
existing statute is sufficiently encompassing. Having said that, there have been new
cases of discrimination against osteopathic medical students so OPSC is moving
forward to develop a legislative resolution that is being authored by Assemblyperson
Susan Bonilla. OPSC has draft language. Kathleen Creason asked if the Board’s
previous approval of in concept of a legislative language change could be used by
OPSC on the final legislative resolution language. Michael Santiago stated that since
OPSC will be addressing this issue with a legislative resolution, the Board will need
to see the actual language before they can vote to adopt. Michael Santiago stated it
was up to the Board if they want to make a motion to approve future language for a
legislative resolution.

Motion — D. Connett, Second - J. Lally. K Higginbotham asked a technical language
question — Ms. Creason stated final language and definitions are not yet available;
Mr. Higginbotham suggested clarification of language regarding “where the offense
occurred”. Roll call vote: Aye — J. Zammuto, C. Williams, J. Lally, A. Howard, K.
Higginbotham, M. Feinstein, D. Connett. Nay — None. Abstentions — None.
Absent - Claudia Mercado, J. Xenos.

Motion was passed 7-0.

12. Closed Session

Present: All Board members and both legal counsel.

Return to Open Session

Item 1: The Board disdussed and voted on this disciplinary item.

13. Agenda ltems for Next Meeting

Update on DO student discrimination and CURES System. Possible regulations
regarding license renewal. Strategic Plan

14. Future Meeting Dates
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September 17, 2015 — Sacramento — for purposes of Strategic Planning.
January 21, 2016 - Sacramento :

15. Adjournment: 11:52 AM
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INTRODUCTION

The Osteopathic Medical Board is charged with protecting the consumers of osteopathic physician’s
services within the State of California. In keeping with its mission and obligation to ensure the safe and
qualified practice of Osteopathic Medicine, the Osteopathic Medical Board of California has adopted the
following recommended guidelines for disciplinary orders and model conditions of probation for violations
of the Osteopathic and Medical Practice Acts.

Each disciplinary matter must be considered on a case-by-case basis. The Board carefully considers
the totality of the facts and circumstances of each case, with the safety of the consuming public for medical
services being paramount. Consequently, in reaching a resolution via a Stipulated Settlement and
Disciplinary Order, or a Proposed Decision following an administrative hearing, the Board requests that the
factual basis for each resolution be clearly delineated.

Except as provided in the Uniform Standards for Substance Abusing Licensees (“Standards™), the

Board recognizes that an individual case may necessitate the departure from these standards. If there are
deviations from the standards, the Board requests that the Administrative Law Judge (“ALJ”) hearing the
matter include an explanation in the Proposed Decision so that the circumstances can be better understood
and evaluated by the Board upon review of the Proposed Decision and before final action is taken.

The Board takes very seriously any violations that involve drugs or alcohol. In addition, the
Legislature has specifically codified within Business and Professions Code section 315 various requirements
in the event that a licensee is determined to be a “substance abusing licensee.”

Nothing in these guidelines shall prohibit the Board from imposing, or an ALJ from proposing, terms
and conditions of probation that may relate to drugs and alcohol, such as random bodily fluid testing,

counseling, and abstention from use of drugs and alcohol regardless of the outcome of the clinical diagnostic
evaluator. ‘ ’

ORGANIZATION OF DISCIPLINARY GUIDELINES

These Disciplinary Guidelines first address the General Considerations that administrative law judges and
other users of this document should consider when a matter is being resolved. Those general considerations
are followed by a description of the types of discipline and some definitions that appear throughout the
Guidelines.

The Model Probationary Conditions section of this document contains the recommended language for
probationary orders. It is divided into three categories of conditions, each of which is explained in more

~ detail in that section — some that are standard, some that are specific to the violation, and some that must be
applied when the violation involved the use of drugs or alcohol.

The Recommended Discipline section of this document sets forth, for each specified violation, the
recommended discipline, including which model conditions should be considered. Although not all
conditions will be applicable, significant deviations should be explained to the Board.
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GENERAL CONSIDERATIONS

The Board requests that Proposed Decisions following administrative hearings include the following:

(I Rl Rl S o

Specific code sections violated with their definitions.

Clear description of the violation.

Respondent’s explanation of the violation if he/she is present at the hearing.

Findings regarding aggravation, mitigation, and rehabilitation where appropriate.

When suspension or probation is ordered, the Board requests that the disciplinary order include terms
within the recommended guidelines for that offense unless the reason for departure from the
recommended terms is clearly set forth in the findings and supported by the evidence.

In determining whether revocation, suspension or probation is to be imposed in a given case, the following

factors should be considered:
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Nature and severity of the act(s), offense(s), or crime(s) under consideration.

Actual or potential harm to any consumer, client or the general public.

Prior disciplinary record.

Number and/or variety of current violations.

Mitigation evidence.

Rehabilitation evidence.

In the case of a criminal conviction, compliance with terms of sentence and/or court-ordered
probation.

Overall criminal record. v

Time passed since the act(s) or offense(s) occurred.

Whether or not the respondent cooperated with the Board’s investigation, other law enforcement or
regulatory agencies, and/or the injured parties. '

Recognition by respondent of his or her wrongdoing and demonstration of corrective action to
prevent recurrence.

TYPES OF DISCIPLINE AND DEFINITIONS

Revocation: Permanent loss of a license. Respondent may take affirmative action to petition the Board for

reinstatement of his/her license and demonstrate to the Board’s satisfaction that he/she is rehabilitated.

Suspension: Invalidation of a license for a temporary, fixed period of time. The licensee may not practice

during any period of suspension.

Stayed Revocation: Revocation of a license, held in abeyance pending respondent’s compliance with the

terms of his/her probation.

Staved Suspension: Suspension of a license, held in abevance pending respondent’s compliance with the

terms of his/her probation.




Probation: A period during which a respondent’s discipline is stayed in exchange for respondent’s
compliance with specified conditions relating to the violation(s). The Board may impose any stayed
discipline if respondent fails to comply with the probationary conditions.

Uniform Standards for Substance Abusing Licensees (‘‘Uniform Standards”). The standards adopted
pursuant to Business and Professions Code section 315 by the Substance Abuse Coordination Committee in
April, 2011, relating to substance-abusing licensees. These provisions must be included in any order
oranting probation where the violation involved drugs or alcohol. In such cases, every Respondent must be
evaluated, although certain probationary conditions may be waived depending on the outcome of the
evaluation.
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MODEL PROBATIONARY TERMS AND CONDITIONS

Unless otherwise specified, the use of the term “Board” in these conditions includes the Board itself or its designee. The model

probationary conditions are divided into three general categories:

(A) Standard Terms and Conditions of Probation. Those conditions of probation that will generally appear in all cases

(B) Optional Terms and Conditions of Probation. Those conditions that address the specific circumstances of the case

and require discretion to be exercised depending on the nature and circumstances of a particular case; and

(C) Terms and Conditions of the Uniform Standards for Substance — Abusing Licensees. Those conditions that must be
used in cases where the misconduct found involved the use of drugs or alcohol.

A list of the model conditions appears below, followed by the model text for each condition.

A. STANDARD_TERMS AND CONDITIONS OF PROBATION
T tard of probati i o llowws:

)
@)
€)
4)
)
(6)

(®)
9

Obey all Llaws (b-%;
Eile Qquarterly Reeports 2);
Probation Ssurveillance Pprogram 3);
Interviews with Mmedical Ceonsultants (4);
Cost Recovery (5
License Surrender {6);
©) Tolling-of probation;-ifeut-ef state-(7);-and-Extension of Probation
Probation Violation/Ceompletion of Pprobation {8)-
Notification to Board of Employers/Notification to Employers

Actual Suspension

Controlled Drugs — Total Restriction

Controlled Drugs — Surrender of DEA Permit

Controlled Drugs — Partial Restriction

Controlled Drugs — Maintain Record

Pharmacology Course

Education Course

Medical Ethics Course




(18) Clinical Assessment and Training Program

19 Written Examination
(20) Third Party Presence

21) Prohibited Practice
(22) Psychiatric Evaluation
(23) Psychotherapy

24) Medical Evaluation
(25) Medical Treatment
(26) Community Service
27) Restitution

(28) Monitoring — Billing/Practice
29 Solo Practice Prohibition/Supervised Structure

C. TERMS AND CONDITIONS OF THE UNIFORM STANDARDS FOR SUBSTANCE —ABUSING
LICENSEES

(30) Clinical Diagnostic Evaluation

31 Diversion Program — Alcohol and Drugs
(32) _ Drugs — Abstain from Use

(33) Alcohol — Abstain from Use

(34) Notification to Employer

(35) Biological Fluid Testing

(36) Group Support Meetings

(37) Worksite Monitor

(38) Results of Biological Fluid Tests

(39 Major and Minor Violations

(40) Request by a Substance-Abusing Licensee to Return to Practice
(41) . Request by a Substance-Abusing Licensee for Reinstatement of a full and unrestricted license — Petition for

Reinstatement













A. STANDARD TERMS AND CONDITIONS OF PROBATION

1. Obey all Llaws -

Respondent shall obey all federal, state and local laws, all rules governing the practice of medicine in California, and remain in full
compliance with any court ordered criminal probation, payments and other orders.

2. Quarterly Reeports -

Respondent shall submit quarterly reports to the Board gquarterly-declaration-underpenalty-of perjury-on-the using the Quarterly
Report of Compliance Form, OMB 10 /97) (07/08) which-is-hereby-incorporated-byreferencesstating declaring under penalty of

perjury whether there has been compliance with all the conditions of probation.

3. Probation Ssurveillance Pprogram -

Respondent shall coniply with the Board’s probation surveillance program. Respondent shall, at all times, keep the Board
informed of his or her addresses of business and residence which shall both serve as addresses of record for purposes of service of
process. Changes of such addresses shall be immediately communicated in writing to the Board. Underne-circumstances—shalla

post-office boxserve-as-an-address-of reeord:

Respondent shall also immediately inform the Board, in writing, of any travel to any areas outside the jurisdiction of California
which lasts, or is contemplated to last, more than thirty (30) days.

4. Interviews with Mmedical Ceonsultants -

Respondent shall appear in person for interviews with the Board’s medical consultants upon request at various intervals and with
reasonable notice.

5. Cost Reecovery -

The Rrespondent is-hereby-ordered+to shall reimburse the Board the amount of § within 90 days from the effective date of
this decision for its investigative and prosecution costs. Failure to reimburse the Board’s cost of its investigation and prosecution
shall constitute a violation of the probation order, unless the Board agrees in writing to payment by an installment plan because of

financial hardship.

6. License Ssurrender -

Following the effective date of this decision, if respondent ceases practicing due to retirement, health reasons, or is otherwise
unable to satisfy the terms and conditions of probation, respondent may voluntarily tender his/her certificate to the Board. The
Board reserves the right to evaluate the respondent’s request and to exercise its discretion whether to grant the request, or to take
any other action deemed appropriate and reasonable under the circumstances. Upon formal acceptance of the tendered license,
respondent will no longer be subject to the terms and conditions of probation.

7. Extension of Probation.

In the event respondent should leave California to reside or to practice outside the State or for any reason should respondent stop
practicing medicine in California, respondent shall notify the board or its designee in writing within ten days of the dates of
departure and return or the dates of non-practice within California. Non-practice is defined as any period of time exceeding thirty
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days in which respondent is not engaging in any activities defined in Section 2051 and/or 2052 of the Business and Professions
Code. All time spent in an intensive training program approved by the Board or its designee in or out of state shall be considered
as time spent in the practice of medicine. Periods of temporary or permanent residence or practice outside California or of non-
practice within California, as defined in this condition, will ret-apply-te-theredustion-of extend the probationary period by the
period of out-of-state residence or non-practice. Respondent’s period of non-practice while on probation shall not exceed two (2)
years.

8. Probation Violation/Ceompletion of Pprobation -

If respondent violates probation in any respect, the Board may revoke probation and carry out the disciplinary order that was stayed
after giving respondent notice and the opportunity to be heard. If an Accusation and/or Petition to revoke is filed against
respondent during probation, the Board shall have continuing jurisdiction until the matter is final, and the period of probation shall
be automatically extended until the matter is final. Upon successful completion of probation, respondent’s eertifieate license will
be fully restored.

9. Notification to Board of Employers; Notification to Employers of Discipline

=———Respondent-shall provide to the.-board the names, physical addresses, mailing addresses, and telephone numbers of all employers,

and supervisors and shall give specific, written consent that the licensee authorizes the board and the employers and supervisors to
communicate regarding the licensee’s work status, performance, and monitoring.

Respondent shall notify any employer of the terms of this probation by providing a copy of this decision to each and every

employer within 30 days of this effective date of the decision, asking each employer to acknowledge receipt in writing, and
~ submitting such acknowledgement to the Board.

B. OPTIONAL TERMS AND CONDITIONS OF PROBATION
9:10. Actual suspension -
Respondent shall be suspended from the practice of medicine for beginning the effective date of this decision.

[Optional: Respondent shall be suspended from the practice of medicine until terms are completed and evidence
of the completion is received and acknowledged by the Board.]

16.11. Controlled Ddrugs - Ttotal Rrestriction -

Respondent shall not prescribe, administer, dispense, order, or possess any controlled substances as defined in the California
Uniform Controlled Substance Act except for ordering or possessing medications lawfully prescribed to respondent for a bona fide
illness or condition by another practitioner.

11.12. Controlled Dédrugs - Ssurrender o_f DEA Ppermit -

Respondent is prohibited from practicing medicine until respondent provides documentary proof to the Board or its designee that
respondent’s DEA permit has been surrendered to the Drug Enforcement Administration for cancellation, together with any
triplicate prescription forms and federal order forms. Thereafter, respondent shall not reapply for a new DEA permit without the
prior written consent of the Board.

12:13 Controlled Ddrugs - Ppartial Rrestriction-
Respondent shall not prescribe, administer, dispense, order, or possess any controlled substances as defined by the California

Uniform Controlled Substances Act (Act), except for those drugs listed in Schedule(s) of the Act and
prescribed to respondent for a bona fide illness or condition by another practitioner.

(or)
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Respondent is permitted to prescribe, administer, dispense or order controlled substances listed in
Schedule(s) of the California Uniform Controlled Substances Act for in-patients in a hospital setting, and not
otherwise.

NOTE: Use the following additional paragraph only if there is an actual elimination of the authority to prescribe a Scheduled
Controlled Substance.

[OPTION]

Respondent shall immediately surrender his/her current DEA permit to the Drug Enforcement Administration for cancellation and
reapply for a new DEA permit limited to those Schedules authorized by this order.

13:14. Controlled Dérugs - Mmaintain Rrecord -

Respondent shall maintain a record of all controlled substances prescribed, dispensed or administered by respondent during
probation, showing all the following: (1) the name and address of the patient; (2) the date; (3) the character and quantity of
controlled substances involved; and (4) the pathology and purpose for which the controlled substance was furnished. Respondent
shall keep these records in a separate file or ledger, in chronological order, and shall make them available for inspection and
copying by the Board or its designee, upon request.

18-15. Pharmacology Ceourse -

Within 60 calendar days of the effective date of this Ddecision, R¥espondent shall enroll in a course in pPharmacology/prescribing
practices course equivalent to the Prescribing Practices Course at the Physician Assessment and Clinical Education Program,
University of California, San Diego School of Medicine (“Program™), approved in advance by the Board or its designee.

Respondent shall provide the Program with any information and documents that the program may deem pertinent. Respondent and

shall participate in and successfully complete the classroom component of the course during-the-first-year-ofprobation not later
than six (6) months after Respondent’s initial enrollment. Respondent shall successfully complete any other component of the

course within one (1) year of enrollment. The prescribing practices/pharmacology course shall be at Respondent’s expense and
shall be in addition to the Continuing Medical Education (CME) requirement for renewal of licensure.

A prescribing practices course taken after the acts that gave rise to the charges in the Accusation, but prior to the effective date of

the Decision, may, in the sole discretion of the Board, or its designee, be accepted towards the fulfillment of this condition if the
course would have been approved by the Board.

Respondent shall submit written evidence of successful completion of the course to the Board within fifteen (15) calendar days
after successful completion.
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19:16. Education Ceourse -

Within 90 calendar days of the effective date of this decision, and-en-an-annual-basis-thereafter, Rrespondent shall enroll in submit
to-the-Board-for-its—prierapproval an educational pregram-or course (i.e., medical records keeping, professional boundaries,
professionalism, etc.) related to the-vielations chargeds in the Aaccusation that would be equivalent the similar courses offered by
the physician Assessment and Clinical Education Program, University of California, San Diego School of Medicine (“Program”),
approved in advance by the Board or its designee. Respondent shall provide the Program with any information and documents that
the program may deem pertinent. Respondent shall participate in and successfully complete the classroom component of the course
not later than six (6) months after Respondent’s initial enrollment. Respondent Fhis shall successfully be completed any other
component of the course within one (1) during-the-first year of probation enrollment. This All courses shall be at Respondent’s
expense and pregram shall be in addition to the Continuing Medical Education (CME) requirements for renewal of licensure.

A prescribing practices course taken after the acts that gave rise to the charges in the Accusation, but prior to the effective date of

the Decision, may, in the sole discretion of the Board, or its designee, be accepted towards the fulfillment of this condition if the
course would have been approved by the Board.

knewkdge-ef—theeeufse Respondent shall : it H H i ;
education-course-on-a-yeatly-basis submit written ev1dence of successful completlon of the course to the Board w1th1n ﬁfteen ( 15)
days after successful completion.

20:17. Medical Eethics Ceourse -

Within 60 days of the effective date of this decision, respondent shall submit to the Board for its prior approval a course in medical
ethics which respondent shall successfully complete during the first year of probation.

21:18. Clinical Assessment and Ttraining Pprogram -

Within 90 days of the effective date of this decision, respondent shall submit to the Board for its prior approval, an intensive
clinical assessment and training program (“Program”) equivalent to the Physician Assessment and Clinical Education Program,
University of California, San Diego School of Medicine. The exact number of hours and the specific content of the program shall
be determined by the Board or its designee and shall be related to the violations eharged-in-the-aeeusation. Respondent shall
successfully complete the training Pprogram within six (6) months from the date of enrollment, and may be required to pass an
examination administered by the Board or its designee related to the program’s contents.

The Program shall consist of a Comprehensive Assessment program comprised of a two-day assessment of Respondent’s physical
and mental health, basic clinical and communication skills common to all clinicians; and medical knowledge, skill and judgment
ertaining to the area of practice to which the violation(s) related and, at a minimum, a 40 hour program of clinical education in the
area of practice to which the violations related and which takes into account the assessment, Decision(s), Accusation(s), and any
other information that the Board or its designee deems relevant. Respondent shall pay all expenses associated with the Program.

Based upon Respondent’s performance and test results in the assessment and clinical education, the Program will advise the Board

or its designee of its recommendation(s) for the scope and length of any additional education or training, treatment needed for any
medical or psychological condition, or anything else affectlng Respondent’s practice of medicine. Respondent shall comply with
the recommendations of the program.

The Board may immediately order Respondent to cease the practice of medicine without a hearing if the Respondent should fail to
enroll, participate in, or successfully complete the Program within the time specified. The respondent may not resume the practice
of medicine until enrollment or participation in the Program is complete.

Respondent shall submit written evidence of successful completion of the course to the Board within fifteen (15) calendar days
after successful completion.




OPTION #1: Condition precedent

Respondent shall not practice medicine until respondent has successfully
Board-in-writing. enrolled, participated in, and completed the Program, submitted written evidence of successful completion to the
Board has confirmed receipt of such evidence.

NOTE: The condition precedent option is preferred in all cases involving findings of gross negligence or incompetence or

repeated acts of negligence where-the-physician-is-a-present-danger-to-the-publie or incompetence or repeated acts of negligence

where the physician’s fitness to practice should be evaluated before he or she may practice to ensure the public is protected..

OPTION #2: Cenditionsubsequent-Additional Professional Enhancement Program

Within 60 days after Respondent has successfully completed the clinical assessment and training program, Respondent shall
participate in a professional enhancement program (“Enhanced Program”) equivalent to the one offered by the Physician

Assessment and Clinical Education Program, University of California, San Diego School of Medicine, which shall include

quarterly chart review, semi-annual practice assessment, and semi-annual review of professional growth and education. Respondent

shall participate in such Enhanced Program at Respondent’s own expense during the term of probation, or until the Board, or its
designee, determines that further participation is no longer necessary.

22-19. Written Examination -

Within 60 days of the effective date of this decision, (or upon completion of the required education course) (or upon completion of
the required clinical training program) respondent shall take and pass a written examination to be administered by the Board or its
designee. Written examination will be the Comvex. If respondent fails this examination, respondent must wait three months
between reexaminations, except that after three failures respondent must wait one year to take each necessary reexamination
thereafter. The respondent shall pay the costs of all examinations.

(Use either of the following two options with the above paragraph.)

OPTION #1: Condition precedent

Respondent shall not practice medicine until respondent has passed this examination and has been so notified by the Board in
writing.

NOTE: The condition precedent option is preferred in all cases involving findings of gross negligence or incompetence or
repeated acts of negligence where the physician’s fitness to practice should be evaluated before he/she may practice, or any other
case where public protection requires confirmation of respondent’s skills prior to a return to practice.

OPTION #2: Condition subsequent

If respondent fails to take and pass this examination by the end of the first six months of probation, respondent shall cease the
practice of medicine until this examination has been successfully passed and respondent has been so notified by the Board in
writing.

23.20. Third Pparty Ppresence —sexual-vielations—

During probation, respondent shall have a third party present while examining or treating patients. Respondent shall,
within 30 days of the effective date of the decision, submit to the Board or its designee for its approval name(s) of persons who will
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act as the third party present. The respondent shall execute a release authorizing the third party(s) present to divulge any
information that the Board may request during interviews by the probation monitor on a periodic basis.

NOTE: Sexual transsre h HOER 3 : 2d-¢ waent contact, as defined., requires
revocation without probatlon Thls term should be used where pubhc protectlon requires monitoring of a licensees’ contact with
specific patient populations.

24-21. Prohibited Ppractice -

During probation, respondent is prohibited from practicing

25:22. Psychiatric Eevaluation -

Within 30 days of the effective date of this decision, and on a periodic basis thereafter as may be required by the Board or its
designee, respondent shall undergo a psychiatric evaluation by a Board appointed psychiatrist who shall furnish a psychiatric report
to the Board or its designee. The respondent shall pay the cost of the psychiatric evaluation. .

evaluating psychiatrist to ensure public protection, ¥f respondent is may be

requlred by the Board or its designee to undergo psychiatric treatment;, Reespondent shall within 30 days of HheFequirement notice
by the Board, submit to the Board for its prior approval the name and qualifications of a psychiatrist of respondent’s choice to
provide the further treatment. Upon approval of the treating psychiatrist, respondent shall undergo and continue psychiatric
treatment until further notice from the Board. Respondent shall have the treating psychiatrist submit quarterly status reports to the
Board indicating whether the defendant is capable of practicing medicine safely.

(OPTIONAL)

Respondent shall not engage in the practice of medicine until notified by the Board of its determination that respondent is mentally
fit to practice safely.

26:23. Psychotherapy -

Within 60 days of the effective date of this decision, respondent shall submit to the Board for its prior approval the name and
qualifications of a psychotherapist of respondent’s choice. Upon approval, respondent shall undergo and continue treatment until
the Board deems that no further psychotherapy is necessary. Respondent shall have the treating psychotherapist submit quarterly
status reports to the Board. The Board may require respondent to undergo psychiatric evaluation by a board appointed psychiatrist.
Respondent shall pay all costs of the psychiatric evaluation.

NOTE: This condition is for those cases where the evidence demenstrated suggests that the respondent has had impairment (for
example, impairment by mental illness, alcohol abuse and drug self-abuse) that related to the violations but-is-net-at-presenta

=)

27-24. Medical Eevaluation -

Within 30 days of the effective date of this decision, and on a periodic basis thereafter as may be required by the Board or its
designee, respondent shall undergo a medical evaluation by a Board appointed physician who shall furnish a medical report to the
Board or its des1gnee Respondent shall pay all costs of the medical evaluation.

In the event further treatment is recommended by the evaluating physician to ensure public protection, ¥ respondent is may
required by the Board or its designee to undergo medieal such further treatment;. Rrespondent shall, within 30 days of the
requirement written notice submit-te by the Board, submit to the Board for its prior approval the name and qualifications of a

physician of respondent s ch01ce Upon approval of the treatlng phys101an respondent shall undergo and contlnue medical
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[OPTION]

Respondent shall not engage in the practice of medicine until notified by the Board of'its detemunatlon that respondent is
medically fit to practice safely.

28-25. Medical Ttreatment -

Within 60 days of the effective date of this decision, respondent shall submit to the Board for its prior approval the name and
qualifications of a physician of respondent’s choice. Upon approval, respondent shall undergo and continue treatment until the
Board deems that no further medical treatment is necessary. Respondent shall have the treating physician submit quarterly status
reports of the periodic medical evaluations by-a-Beard-appeinted-physician. Respondent shall pay the costs of such medical
treatments. Respondent shall comply with any treatment recommended by the physician that the physician determines is required to
ensure that respondent may continue to practice safely.

_ 30:26. Community Sservices -

Within 60 days of the effective date of this decision, respondent shall submit to the Board for its prior approval a community
service program in which respondent provides free medical services on a regular basis to a community or charitable facility or
agency for at least hours a month for the first months of probation.

NOTE: Not for quality of care issues.

31.27. Restitution -

Respondent shall provide restitution to in the amount of prior to the completion of the
first year of probation.

NOTE: Restitution should be issued to Ferpatients only.

28. Monitoring — Practice/Billing

Within 30 days of the effective date of this Decmon, Respondent shall submit to the Board or its designee for approval a

hcensed hysicians (D.O. or M.D.) whose licenses are valid and in good standing. A monitor shall have no prior business
relationship with Respondent, or other relationship that could reasonably be expected to compromise the ability of the monitor to
be neutral and objectively monitor the respondent. Respondent shall pay for all monitoring costs. The monitor shall be provided
with copies of all Decision(s), Accusations(s) and other information deemed relevant by the Board or its designee. Failure to
comply with this term and condition may result in an automatic order from the Board for the respondent to cease the practice of
medicine until such a monitor has been approved by the Board.

29. Solo Practice Prohibition/ Supervised Structure

Respondent shall not engage in the solo practice of medicine, and shall be employed as a physician in which there is a supervised

structure and environment, and wherein respondent reports to another licensed physician (D.O. or M.D.). Notice of changes to

respondent’s employment or nature of practice must be provided to the Board or its designee within five (5) days of such change.
Respondent shall cease the practice of medicine if respondent is no longer in a supervised environment.
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C. TERMS AND CONDITIONS OF THE UNIFORM STANDARDS
FOR SUBSTANCE-ABUSING LICENSEES
(NOTE: These conditions must be included in any probationary order where the violation
involved drugs or alcohol.)

30. Clinical Diagnostic Evaluation

Upon order of the Board, Respondent shall undergo a clinical diagnostic evaluation. The board or its designee shall select or
approve the evaluator(s) holding a valid, unrestricted license to practice, with a scope of practice that includes the conduct of
clinical diagnostic evaluations and at least three (3) vears’ experience in providing evaluations of health professionals with
substance abuse disorders. The evaluator shall not have any financial relationship, personal relationship, or business relationship
with the licensee with the last five (5) vears. The evaluator shall provide an objective, unbiased, and independent evaluation.
Respondent shall provide the evaluator with a copy of the Board’s Decision prior to the clinical diagnostic evaluation being
performed.

_ The clinical diagnostic evaluation shall be conducted in accordance with acceptable professional standards for conducting

substance abuse clinical diagnostic evaluafions.

The clinical diagnostic evaluation report shall set forth, in the evaluator’s opinion: whether the licensee has a substance abuse
problem; whether the licensee is a threat to himself/herself or others: and recommendations for substance abuse treatment, practice

restrictions, or other recommendations related to the licensee’s rehabilitation and safe practice. If the evaluator determines during
the evaluation process that a licensee is a threat to himself/ herself or others, the evaluator shall notify the Board within 24 hours of
such a determination. For all evaluations, respondent shall cause the evaluator to submit to the Board a final written report no later
than ten (10) days from the date the evaluator is assigned the matter unless the evaluator requests additional information to
complete the evaluation, not to exceed thirty (30) days. The cost of such evaluation shall be borne by the licensee.

Resporident shall cease practice during the clinical diagnostic evaluation pending the results of the clinical diagnostic evaluation

and review by the Board. While the results of the clinical diagnostic evaluation are pending, the licensee shall be randomly drug
tested at least two (2) times per week.

The Board will review the results of the clinical diagnostic evaluation to determine whether or not respondent is safe to return to
either part-time or full-time practice and what restrictions or recommendations should be imposed on respondent after considering
the following criteria: license type: licensee’s history; documented length of sobriety; time that has elapsed since substance use;
scope and pattern of use: treatment history; licensee’s medical history and current medical condition; nature, duration, and severity
of the substance abuse; and whether the licensee is a threat to himself/herself of others.

Respondent’s license shall remain suspended until the Board determines that he or she is able to safely practice either full-time or
part-time, and has had at least 30 days of negative drug test results.

31. Diversion Program — Alcohol and Drugs

Within thirty (30) days of the effective date of this decision, respondent shall enroll and participate in the Board’s Diversion
Program until the Board determines that further treatment and rehabilitation is no longer necessary. Quitting the Diversion
Program without permission or being expelled for cause shall constitute a violation of probation by respondent. Such diversion
program shall utilize the Uniform Standards for Substance-Abusing Licensees, as set forth below:

A vendor that provides diversion services must report to the board any major violation, as defined in Uniform Standard #10 within
one (1) business day. A vendor must report to the board any minor violation, as defined in Uniform Standard #10 within five (5)
business days.

A vendor’s approval process for providers or contractors that provide diversion services, including, but not limited to, specimen
collectors, group meeting facilitators, and worksite monitors is as follows:

Specimen Collectors:-
s The provider or subcontractor shall possess all the materials, equipment, and technical expertise necessary in order to test
every licensee for which he or she is responsible on any day of the week.
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The provider or subcontractor shall be able to scientifically test for urine, blood, and hair specimens for the detection of
alcohol, illegal, and controlled substances.

The provider or subcontractor must provide collection sites that are located in areas throughout California.

The provider or subcontractor must have an automated 24-hour toll-free telephone system and/or a secure on-line
computer database that allows the participant to check-in daily for drug testing.

The provider or subcontractor must have or be subcontracted with operating collection sites that are engaged in the
business of collecting urine, blood, and hair follicle specimens for the testing of drugs and alcohol within the State of
California.

The provider or subcontractor must have a secure, HIPAA compliant website or computer system to allow staff access to
drug test results and compliance reporting information that is available 24 hours per day. .
The provider or subcontractor shall employ or contract with toxicologists that are licensed physicians and have knowledee

of substance abuse disorders and the appropriate medical training to interpret and evaluate laboratory drug test results,
medical histories, and any other information relevant to biomedical information.

A toxicology screen will not be considered negative if a positive result is obtained while practicing, even if the practitioner
holds a valid prescription for the substance.

Must undergo training as specified in Uniform Standard #4.

Group Meeting Facilitators

A group meeting facilitator for any support group meeting:

(1) Must have a minimum of three (3) years experience in the treatment and rehabilitation of substance abuse;
(2) Must be licensed or certified by the state or other nationally certified organization;

(3) Must not have a financial relationship, personal relationship, or business relationship with the llcensee within the last

year;
(4) Shall report any unexcused absence within 24 hours to the board; and

(5) Shall provide to the board a signed document showing the licensee’s name, the group name, the date and locatlon of
the meeting, the licensee’s attendance, and the licensee’s level of participation and progress.

Work Site Monitors

The worksite monitor must meet the following qualifications:

The worksite monitor shall not have financial, personal, or familial relationship with the licensee, or other relationship that
could reasonably be expected to compromise the ability of the worksite monitor to render impartial and unbiased reports

-to the board. If'it is impractical for anyone but the licensee’s employer to serve as the worksite monitor, this requirement

may be waived by the board; however, under no circumstances shall a licensee’s worksite monitor be an émplovee of the
licensee.

The worksite monitor’s licensure scope of practice shall include the scope of practice of the licensee that is being
monitored, be another health care professional if no worksite monitor with like practice is available, or, as approved by the
board, be a person in a position of authority who is capable of monitoring the licensee at work.

Shall have an active, unrestricted license, with no disciplinary action within the last five (5) years.

Shall sign an affirmation that he or she has reviewed the terms and conditions of the licensee’s disciplinary order and/or
contract and agrees to monitor the licensee as set forth by the board.

The worksite monitor must adhere to the following required methods of monitoring the licensee:

Have face-to-face contact with the licensee in the work environment on a frequent basis as determined by the board, or at
least once per week.

Interview other staff in the office regarding the licensee’s behavior, if applicable;
Review the licensee’s work attendance.

Any suspected substance abuse must be verbally reported to the contractor, the board, and the licensee’s employer within one (1)

business day of occurrence. If occurrence is not during the board’s normal business hours, the verbal report must be within one (1)

hour of the next business day. A written report shall be submitted to the board within forty-eight (48) hours of occurrence.

The worksite monitor shall complete and submit a written report monthly or as directed by the board. The report shall include the

following:

The licensee’s name and license number;

The worksite monitor’s name and signature;

The worksite monitor’s license number;

The worksite location(s);

The dates licensee had face-to-face contact with the monitor
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Staff interviewed, if applicable;
Attendance report;

Any change in behavior and/or personal habits;
Any indicators that can lead to suspected substance abuse.

le

Treatment Providers
Treatment facility staff and services must have the following:
e Licensure and/or accreditation by appropriate regulatory agencies:

o  Sufficient resources available to adequately evaluate the physical and mental needs of the client, provide for safe
detoxification, and manage any medical emergency;
Professional staff who are competent and experienced members of the clinical staff;

Treatment planning involving a multidisciplinary approach and specific aftercare plans;
Means to provide treatment/progress documentation to the provider.

General Vendor Requirements
The vendor shall disapprove and discontinue the use of providers or contractors that fail to provide effective or timely diversion
services as folloWS'

s-either directly or.indirectly

emploved bv any of them No subcontract shall reheve the vendor of 1ts resnon51b111t1es and obligations. All state
policies, guidelines, and requirements apply to subcontractors.. )

If a subcontractor fails to provide effective or timely services as listed above, but not limited to any other subcontracted
services, the vendor will terminate services of said contractor within thirty (30) business days of notification of failure to
provide adequate services.

*  The vendor shall notify the appropriate board within five (5) business days of termination of said subcontractor.

. External Independent Audits

If a board uses a private-sector vendor to provide monitoring services for its licensees, an external independent audit must be
conducted at least once every three (3) years by a qualified, independent reviewer or review team from outside the department with
no real or apparent conflict of interest with the vendor providing the monitoring services. In addition, the reviewer shall not be a
part of or under the control of the board. The independent reviewer or review team must consist of individuals who are competent
in the professional practice of internal auditing and assessment processes and qualified to perform audits of monitoring programs.
The audit must assess the vendor’s performance in adhering to the uniform standards established by the board. The reviewer must
provide a report of their findings to the board by June 30 of each three (3) year cycle. The report shall identify any material
inadequacies, deficiencies, irregularities, or other non-compliance with the terms of the vendor’s monitoring services that would

interfere with the board’s mandate of public protection. The board and the department shall respond to the findings in the audit
report.

Disclosure
The board shall disclose the following information to the public for licensees who are participating in a board momtormg/dlversmn
program regardless of whether the licensee is a self-referral or a board referral:

o The licensee’s name; A

Whether the licensee’s practice is restricted, or the license is on inactive status;

e A detailed description of any restriction(s) imposed.

This disclosure shall not contain information that the restrictions are a result of the licensee’s participation in a diversion program.

32. Drugs — Abstain from Use

Respondent shall abstain completely from the personal use or possession of controlled substances as defined in the California
Uniform Controlled Substances Act, and dangerous drugs as defined in the California Business and Professions Code, or any drugs
requiring a prescription except for ordering or possessing medications lawfully prescribed to respondent by another practitioner, for
a bona fide illness or condition.

33. Alcohol — Abstain from Use

Respondent shall abstain completely from the use of alcoholic beverages.
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34. Notification to Employer

If a licensee whose license is on probation has an employer, the licensee shall provide to the Board the names, physical addresses.

mailing addresses, and telephone numbers of all employers and supervisors and shall give specific, written consent that the licensee

authorizes the Board, the worksite monitor, and the employers and supervisors to communicate regarding the licensee’s work
status, performance, and monitoring.

35. Biological Fluid Testing

Respondent shall submit to and pay for any random and directed biological fluid or hair sample, breath alcohol, or any other mode
of testing required by the Board. Biological fluid testing may be required on any day, including weekends and holidays. The

scheduling of biological fluid testing shall be done on a random basis, preferably by a computer program, so that respondent can
make no reasonable assumption of when he/she will be tested. Respondent shall be required to make daily contact to determine if

drug testing is required.

Respondent shall be subject to at least fifty-two (52) random tests per year within the first year of probation, and at least thirty-six

(36) random tests per vear for the duration of the probationary term, up to five (5) years. If there have been no positive biological

fluid tests in the previous five (5) consecutive years of probation, testing may be reduced to one (1) time per month. Nothing

precludes the Board from increasing the number of random tests for any reason.

The board or its designee may require less frequent testing if any of the following apply:

e Previous Testing/Sobriety. In cases where the Board has evidence that a licensee has participated in a treatment or
monitoring program requiring random testing prior to being subject to testing by the Board, the Board may give
consideration to that testing in altering the Board’s own testing schedule so that the combined testing is equivalent to the
requirements of this section.

Violation(s) Outside of Employment. Where the basis for probation or discipline is a single incident or conviction
involving alcohol or drugs. or two incidents or convictions involving alcohol or drugs that were at least seven (7) vears
apart, that did not occur at work or on the way to or from work, the board or its designee may skip the first-year testing
frequency requirements.

Not Employed in Health Care Field. Where respondent is not employed in any health care field, frequency of testing may
be reduced to a minimum of twelve (12) tests per year. If respondent wishes to thereafter return to employment in the
health care field, respondent shall be required to test at least once a week for a period of sixty (60) days before
commencing such employment, and shall thereafter be required to test at least once a week for a full year, before he/she
may be reduced to a testing frequency of at least thirty-six (36) tests per year.

Tolling. Respondent’s testing requirement may be suspended during any period of tolling of the period of probation.

Substance Use Disorder Not Diagnosed. Where respondent has a demonstrated period of sobriety and/or non-use, the
board or its designee may reduce the testing frequency to no less than twenty-four (24) tests per year.

Any detection through testing of alcohol. or of a controlled substance, or dangerous drug absent documentation that the detected
substance was taken pursuant to a legitimate prescription and a necessary treatment, may cause the board or its designee to increase
the frequency of testing. in addition to any other action including but not limited to further disciplinary action.

Respondent shall have the test performed by a Board-approved laboratory certified and accredited by the U.S. Department of
Health and Human Services on the same day that he or she is notified that a test is required. This shall ensure that the test results

are sent immediately to the Board. Failure to comply within the time specified shall be considered an admission of a positive drug
screen and constitutes a violation of probation. If a test results in a determination that the urine admission was too diluted for
testing, the result shall be considered an admission of a positive urine screen and constitutes a violation of probation. If an “out of
range result” is obtained, the Board may require respondent to immediately undergo a physical examination and to complete
laboratory or diagnostic testing to determine if any underlying physical condition has contributed to the diluted result and to cease
practice. Any such examination or laboratory and testing costs shall be paid by respondent. An “out of range result” is one in
which, based on scientific principles, indicates the respondent attempted to alter the test results in order to either render the test

invalid or obtain a negative result when a positive result should have been the outcome. Ifit is determined that respondent altered
the test results, the result shall be considered an admission of a positive urine screen and constitutes a violation of probation and

19



respondent must cease practicing. Respondent shall not resume practice until notified by the board. If respondent tests positive for

a banned substance, respondent shall be ordered by the Board to cease any practice, and may not practice unless and until notified

by the board. If respondent tests positive for a banned substance, respondent shall be ordered by the Board to cease any practice,

and may not practice unless and until notified by the Board. All alternative drug testing sites due to vacation or travel outside of

California must be approved by the Board prior to the vacation or travel.

Nothing herein shall limit the Board’s authority to reduce or eliminate the penalties herein pursuant to a petition for reinstatement
or reduction of penalty filed pursuant to Government Code section 11522 or statutes applicable to the board that contains different

provisions for reinstatement or reduction of penalty.

36. Group Support Meetings

JOPTIONAL — If the Board requires respondent to participate in group support meetings then the following applies:]

Respondent shall participate in group support meetings. When determining the frequency of group support meetings to be
attended, the Board shall give consideration to the following: the licensee’s history; the documented length of sobriety/time that has

elapsed since substance use: the recommendation of the clinical evaluator; the scope and pattern of use; the licensee’s treatment

wwam:ﬂ&%@w ation and severity of substance abuse. .

The group meeting facilitator must have the following qualifications and meet the following requirements:

1
2.
3.

4.

The meeting facilitator must have a minimum of three (3) years’ experience in the treatment and rehabilitation of

substance abuse, and shall be licensed or certified by the state or other nationally certified organizations.

The meeting facilitator must not have a financial relationship, personal relationship, or business relationship with the
licensee within the last year.

The meeting facilitator shall provide to the board a signed document showing the licensee’s name, the group name, the
date and location of the meeting, the licensee’s attendance, and the licensee’s level of participation and progress.

The meeting facilitator shall report any unexcused absence within 24 hours.

Verified documentation of attendance shall be submitted by respondent with each quarterly report. Any costs associated with
attending and reporting on group support meetings shall be paid by respondent.

37. Worksite Monitor

JOPTIONAL — If the Board requires respondent to use a worksite monitor then the following applies:]

Respondent shall obtain a worksite monitor. Respondent shall submit the name of the proposed worksite monitor within twenty
(20) days of the effective date of the decision.. Respondent shall complete any regmred consent forms and sign an agreement with

the worksite monitor and the Board regarding respondent and the worksite monitor’s requirements and reporting responsibilities. If

the worksite monitor termmates the agreement with the Board and respondent, respondent shall not resume practice until another
worksite monitor is obtained by respondent and approved by the Board.

The worksite monitor must meet the following criteria to be considered for approval by the Board:

1.

[

[

The worksite monitor shall not have financial, personal, or familial relationship with the licensee, or other relationship that

could reasonably be expected to compromise the ability of the monitor to render impartial and unbiased reports to the
board. If it is impractical for anyone but the licensee’s employer to serve as the worksite monitor, this requirement may be
waived by the board; however, under no circumstances shall a licensee’s worksite monitor be an employee of the licensee.
The worksite monitor’s license scope of practice shall include the scope of practice of the licensee that is being monitored,
be another health care professional if no monitor with like practice is available or as approved by the board, be a person in
a position of authority who is capable of monitoring the licensee at work.
If the worksite monitor is a licensed health care professional, he or she shall have an active unrestricted license, with no
disciplinary action within the last five (5) years.
The worksite monitor shall sign an affirmation that he or she has reviewed the terms and COIldlthnS of the licensee’s
disciplinary order and/or contract and agrees to monitor the licensee as set forth by the board.
The worksite monitor must adhere to the following required methods of monitoring the licensee:

a. Have face-to-face contact with the licensee in the work environment on a frequent basis as determined by the

board, at least once per week.
b. Interview other staff in the office regarding the licensee’s behavior, if applicable.
c. Review the licensee’s work attendance.
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Reporting by the worksite monitor to the Board shall comply with the following:

1. Any suspected substance abuse must be verbally reported to the board and the licensee’s employer or supervisor within
one (1) business day of the occurrence. If the occurrence is not during the board’s normal business hours, the verbal
report must be made to the board within one (1) hour of the next business day. A written report must be submitted to the

board within forty-eight (48) hours of the occurrence.
The worksite monitor must complete and submit a written report monthly or as directed by the Board. The report shall
include:

[&>

The licensee’s name and license number;

The worksite monitor’s name and signature;

The worksite monitor’s license number, if applicable;

The worksite location(s); .

The dates the licensee had face-to-face contact with the worksite monitor:;

The names of worksite staff interviewed, if applicable;
An attendance report;

Any change in behavior and/or personal habit; and
Any indicators that can lead to suspected substance abuse.
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38. Results of Biological Fluid Tests

If the results of a biological fluid test indicate that a licensee has used, consumed, ingested, or administered to himself or herself a

prohibited substance, the Board shall order the licensee to cease practice and contact the licensee and instruct him or her to leave
work immediately. The Board shall also immediately notify the licensee’s employer that the licensee may not work.

Thereafter, the board should determine whether the positive test result is in fact evidence of prohibited use by consulting the

specimen collector and the laboratory, communicating with the licensee and/or any physician who is treating the licensee, and

communicating with any treatment provider, including group facilitators. If the board confirms that a positive test result is
evidence of use of a prohibited substance, the licensee has committed a major violation, and the Board shall impose any or all of

the consequences of committing a major violation, in addition to any other terms or conditions the Board determines are necessary
for public protection or to enhance the rehabilitation of the licensee.

If no prohibited use exists, the board shall immediately lift the cease practice order. If the board confirms that a positive drug test
is evidence of use of a prohibited substance, the licensee has committed a major violation.

39. Major and Minor Violations

Major Violations include, but are not limited to the following:

Failure to complete a board-ordered program;

Failure to undergo a required clinical diagnostic evaluations;

Committing multiple minor violations of probation conditions and terms:

Treating a patient while under the influence of drugs or alcohol;

Committing any drug of alcohol offense that is a violation of the California Business and Professions Code, or other state
or federal law;

Failure to obtain biological fluid testing for substance abuse when ordered;

Testing positive for a prohibited substance;

Knowingly using, making, altering, or possessing any object or product in such a way as to defraud a drug test designed to
detect the presence of alcohol or a controlled substance.
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The consequences for committing a Major Violation include, but are not limited to the following:

. 1. A Board’s order to cease practice. The Board may also order the licensee to undergo a new clinical diagnostic evaluation.
The Board’s order may state that the licensee must test negative for at least a month of continuous drug testing before
being allowed to return to work.

The termination of a contract/agreement.
Referral for disciplinary action, such as suspension, revocation, or other action as determined by the board.

&

Minor Violations include, but are not limited to the following:
1.  Untimely receipt of required documentation;
2. Unexcused non-attendance at group meetings:;
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3. Failure to contact a monitor when required;
4. Any other violation that does not present an immediate threat to the violator or to the public.

The consequences for committing a Minor Violation include, but are not limited to the following;:
Removal from practice;

Practice limitations;

Required supervision;

Increased documentation;

Issuance of a citation and fine or a warning notice;

Required re-evaluation or testing:

Other action as determined by the board.
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40. Request by a Substance-Abusing Licensee to Return to Practice

Before determining whether to authorize the return to practice after the issuance of a cease-practice order, or after the imposition of
practice restrictions following a clinical diagnostic evaluation, the Board in conjunction with the evaluator shall ensure that the

licensee meets the following criteria:
1. Demonstrated sustained compliance with the current recovery program;

2. Demonstrated ability to practice sately as evidenced by cUrrent WOrK Site TepOrts, evaluations, aid-any ot o maton
relating to the licensee’s substance abuse;

3. Negative biological fluid tests for at least six (6) months, two ( 2) positive worksite monitor reports, and complete

compliance with other terms and conditions of the program.

41. Request by a Substance-Abusing Licensee for Reinstatement of a full and unrestricted license — Petition for Reinstatement

“Petition for Reinstatement” as used here is an informal request (“petition”) as opposed to a “Petition for Reinstatement” under the
Administrative Procedure Act. The licensee must meet the following criteria to request (“petition”) for a full and unrestricted
license: '

Demonstrated sustained compliance with the terms of the disciplinary order, if applicable:

1.

2. Demonstrated successful completion of recovery program, if required;

3. Demonstrated a consistent and sustained participation in activities that promote and support their recovery including,
but not limited to, ongoing support meetings, therapy. counseling, relapse prevention plan, and community activities:

4. Demonstrated that he or she is able to practice safely; :

5. Continued sobriety for three (3) to five (5) years.

RECOMMENDED DISCIPLINE
(BY VIOLATION)

The following discipline, including conditions of probation, generally listed by statute order as set forth in the Business and
Professions Code, is recommended by the Board for proven or stipulated violations. In all circumstances, the maximum penalty for
any violation of the Business and Professions Code will be revocation. Additionally, violations of Business and Professions Code

sections 2235 (obtaining license by fraud), 2288 (impersonation of an applicant in an eXamination), and 2306 (practice under

suspension) shall all result in an order of revocation.

The following disciplinary penalties for selected Business and Professions Code violations are guidelines for use by administrative
law judges at hearings as well as for use in settlement of cases. Individual penalties may vary depending upon the particular

circumstances of the case resulting in aggravation or mitigation of the offenses alleged. If probation is imposed as part of a
penalty, the probation should include: (1) standard terms and conditions, which will appear in all cases; (2) the conditions specific
to violation, which will be tailored according to the nature of the offense; and, (3) if the violation involved the use of drugs or
alcohol, terms and conditions of the Uniform Standards for Substance — Abusing Licensees.

B&P 725 - EXCESSIVE PRESCRIBING OR TREATMENTS

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

1. Drugs - Total DEA restriction
Surrender DEA permit
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(or) - Partial DEA restriction
2. Pharmacology course
3. Education Course
4.  Work-site Monitor
5. Written Examination
6. Clinical Assessment and Training Program
7. _Monitor — Practice
8. If warranted, suspension — 30 days or more

B&P 726 - SEXUAL MISCONDUCT

Minimum discipline: Stayed revocation, 10 years probation, standard terms, and

1. Suspension — 90 days or more

2. Education course

3. Clinical Assessment and Training Program
4.  Psychiatric Evaluation/ Psychotherapy

5. Third Party Presence

6.  Worksite Monitor

Note: if the violation constitutes sexual contact, as defined in title 16, California Code of Regulations, section 1663, subsection
(b), revocation must be ordered and not stayed. '

B&P 729 — SEXUAL EXPLOITATION

Minimum discipline: Revocation

See Business and Professions Code section 2246. Revocation may not be stayed by the administrative law judge or the Board.
B&P 810 — INSURANCE FRAUD

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Suspension — 30 days or more
Education Course

Clinical Assessment and Training Program
Worksite Monitor

Monitor — Practice/Billing

Solo Practice Prohibition/Supervised Structure
Ethics Course

Restitution
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Note: Suspension or revocation may be mandated by law’s provisions. See Business and Professions Code section 810,

subdivision (¢).

B&P 820 - MENTAL OR PHYSICAL ILLNESS

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

1. Psychiatric Evaluation/ Psychotherapy

2. Written or Oral Examination

3. Worksite Monitor

4. _ Solo Practice Prohibition/ Supervised Environment
5. Prohibited Practice

(o))

. Monitoring — Practice/ Billing
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7. Clinical Assessment and Training Program

B&P 2234(b) - GROSS NEGLIGENCE

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Suspension — 30 days or more
Education Course

Pharmacology Course [if warranted]
Written Examination

Clinical Assessment and Training Program
Worksite Monitor

Monitor — Practice/ Billing
Solo Practice Prohibition/Supervised Structure
Prohibited Practice

. __Ethics Course
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B&P 2234(C) - REPEATED NEGLIGENT ACTS

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Suspension — 30 days or more
Education Course

Pharmacology Course [if warranted]

Written Examination

Clinical Assessment and Training Program
Worksite Monitor

Monitor — Practice/ Billing
Solo Practice Prohibition/Supervised Structure
Prohibited Practice

. __Ethics Course
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B&P 2234(d) - INCOMPETENCE

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

1. Suspension — 30 days or more
2. Education Course

3. Pharmacology Course [if warranted

4.  Written Examination

5. Clinical Assessment and Training Program
6. Worksite Monitor

7. Monitor — Practice/ Billing
8. Solo Practice Prohibition/ Supervised Structure
9.  Prohibited Practice )

10.  Ethics Course

B&P 2234(e) - DISHONESTY

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Suspension — 30 days or more
Education Course

Clinical Assessment and Training Program
Worksite Monitor .

Monitor — Practice/Billing
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6. Solo Practice Prohibition/Supervised Structure
7. Ethics Course

8. Community Service

9. Restitution

B&P 2236 - CRIMINAL CONVICTION — FELONIES/ MULTIPLE MISDEMEANORS

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Suspension — 30 days or more
Psychiatric Evaluation/ Psychotherapy
Education Course

Clinical Assessment and Training Program
Worksite Monitor

Monitor — Practice/Billing
Ethics Course

Community Service
Restitution
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B&P 2236 - CRIMINAL CONVICTION — SINGLE MISDEMEANOR

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Education Course

Psychiatric Evaluation/ Psychotherapy
Worksite Monitor

Monitor — Practice/Billing

Ethics Course

Community Service

Restitution
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B&P 2237 - DRUG RELATED CONVICTION

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

If warranted

1. Actual Suspension — 10 days or more

2. Psychiatric Evaluation/ Psychotherapy

3. Clinical Diagnostic Evaluation

4, Worksite Monitor

5. Monitor — Practice

6. Ethics Course

7. Conditions Applying the Uniform Standards, including:

Z.a. Substance Abuse and Addiction Evaluation
8.b. Drugs — Abstain from Use

9.c. Alcohol — Abstain from Use

10.d. Random Bodily Fluid Testing

+.e. Diversion Program

B&P 2238 - VIOLATION OF DRUG STATUTE

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

' If warranted
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Actual Suspension — 90 days or more

Pharmacology Course

Clinical Assessment and Training Program

Ethics Course

Controlled Drugs — Total Restriction

DEA — Surrender of DEA Permit

Controlled Drugs — Partial Restriction

Controlled Drugs — Maintain Record

Psychiatric Evaluation/ Psychotherapy

Worksite Monitor

Monitor — Practice

Conditions Applying the Uniform Standards, including
12.a. Substance Abuse and Addiction Evaluation
13.b. Drugs — Abstain from Use
14.c. Alcohol — Abstain from Use
15.d. Random Bodily Fluid Testing
1+6.e. Diversion
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B&P 2239 - SELF-ABUSE OF DRUGS OR ALCOHOL

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Actual Suspension — 10 days or more

Controlled Drugs — Total Restriction

DEA — Surrender of DEA Permit

Controlled Drugs — Partial Restriction

Controlled Drugs — Maintain Record

Psychiatric Evaluation/ Psychotherapy

Worksite Monitor

Monitor — Practice

Ethics Course

Conditions Applying the Uniform Standards, including:
10.a. Substance Abuse and Addiction Evaluation
+1.b. Drugs — Abstain from Use
12.c. Alcohol — Abstain from Use
13.d. Random Bodily Fluid Testing
H4.e. Diversion

|5 [© |00 [N [Oy [ [ B [ o =

B&P 2241 - FURNISHING DRUGS TO AN ADDICT

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

If warranted.

Actual Suspension — 10 days or more

Pharmacology Course
Education Program

Clinical Assessment and Training Program

Ethics Course

Controlled Drugs — Total Restriction

DEA — Surrender of DEA Permit

Controlled Drugs — Partial Restriction

Controlled Drugs — Maintain Record

Psychiatric Evaluation/ Psychotherapy

Worksite Monitor

. Monitor — Practice

12-13 Conditions Applying the Uniform Standards, including
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43.a. Substance Abuse and Addiction Evaluation
+4.b. Drugs — Abstain from Use

15.c. _Alcohol — Abstain from Use

16.d. Random Bodily Fluid Testing

17.e. Diversion

B&P 2242 - PRESCRIBING DRUGS WITHOUT PRIOR EXAMINATION

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

If warranted

1. Actual Suspension — 10 days or more
2. Pharmacology Course
" 3. Education Program )
4. Clinical Assessment and Training Program
5. Ethics Course
6. Controlled Drugs — Total Restriction
7. DEA — Surrender of DEA Permit
8. Controlled Drugs — Partial Restriction
9. Controlled Drugs — Maintain Record
10. Psychiatric Evaluation/ Psychotherapy
11. Worksite Monitor
12. Monitor - Practice

B&P 2250 - FAILURE TO COMPLY WITH STERILIZATION CONSENT PROVISIONS

Minimum discipline: Stayed revocation, [X] years probation, standard terms, and

Education Course
Pharmacology Course [if warranted]
Written Examination

Clinical Assessment and Training Program
Worksite Monitor

Monitor — Practice / Billing

Solo Practice Prohibition/ Supervised Structure
Prohibited Practice

Ethics Course

1 [00 [ o8 [ [+ |92 | |

B&P 2251 - USE OF SILICONE

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

Actual Suspension — 30 days or more
Pharmacology Course

Education Program

Clinical Assessment and Training Program
Ethics Course

Prohibited Practice [if warranted]

[N | [ 2 =

B&P 2252 - ILLEGAL CANCER TREATMENT

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

1. _Actual Suspension — 30 days or more
2. _Pharmacology Course
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Education Program

Clinical Assessment and Training Program
Ethics Course

Worksite Monitor

Monitor Billing/ Practice

Ethics Course

Prohibited Practice

Solo Practice Prohibition/ Supervised Structure

B&P 2261 — MAKING OR SIGNING FALSE DOCUMENT

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

1. _Actual Suspension — 30 days or more
2. _Education Course
3. _Ethics Course
4. _Monitoring Billing/ Practice
5. _Prohibited Practice
6. _Solo Practice Prohibition/ Supervised Structure
B&P 2262 — ALTERATION OF MEDICAL RECORDS/ FALSE MEDICAL RECORDS

Minimum diséipline: Stayed revocation, 5 years probation, standard terms, and

[ [ [ 2 1 =

B&P

Actual Suspension — 30 days or more
Education Course

Pharmacology Course
Ethics Course

Monitoring Billing/ Practice
Prohibited Practice
Solo Practice Prohibition/ Supervised Structure

2263 — VIOLATION OF PROFESSIONAL CONFIDENCE

Minimum discipline: Stayed revocation, 5 years probation, standard terms, and

[ [ | [ > |

B&P

Actual Suspension — 30 days or more
Education Course

Ethics Course

Monitoring Billing/ Practice

Prohibited Practice

Solo Practice Prohibition/ Supervised Structure

2264 - AIDING AND ABETTING UNLICENSED PRACTICE

Minimum Discipline: Stayed revocation, 5 years probation, standard terms, and.

1.

Actual Suspension — 90 days or more

2.

Education Course

3. Ethics Course

4. Monitoring Billing/ Practice

5. Prohibited Practice

6. Solo Practice Prohibition/ Supervised Structure
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B&P 2271, 651 - DECEPTIVE ADVERTISING

Minimum Discipline: Stayed revocation, 1 year probation

B&P 2272 - ANONYMOUS ADVERTISING

Minimum Discipline: Stayed revocation, 1 year probation

B&P 2273 - EMPLOYMENT OF RUNNERS, CAPPERS AND STEERERS

Minimum discipline: Stayed revocation, 3 years probation, standard terms, and

1. _Actual Suspension — 90 days or more
2. _Education Course

3. _Ethics Course

4. _Monitoring Billing/ Practice

5. _Prohibited Practice

6.

Solo Practice Prohibition/ Supervised Structure

B&P 2274 - MISUSE OF TITLE

Minimum Discipline: Stayed revocation. 1 year probation

B&P 2275 - USE OF “M.D.”

Minimum Discipline: Stayed revocation, 1 year probation

B&P 2276 - MISUSE OF “D.O.”

Minimum Discipline: Stayed revocation, 1 year probation

B&P 2280 - INTOXICATION WHILE TREATING PATIENTS

Minimum discipline: Stayed revocation, 5 years probation, standard terms, Uniform Standards for Substance Abuse, and

1. Actual Suspension — 10 days or more

2. Controlled Drugs — Total Restriction f
3. DEA — Surrender of DEA Permit

4. Controlled Drugs — Partial Restriction

5. Controlled Drugs — Maintain Record

6. Psychiatric evaluation /Psychotherapy
7

8

9

1

Worksite Monitor
Monitor - Practice

. Ethics Course
0. Conditions Applying the Uniform Standards, including
10-a. Substance Abuse and Addiction Evaluation
11-b. Drugs — Abstain from Use
12-¢c. Alcohol — Abstain from Use
13.d. Random Bodily Fluid Testing
44-e. Diversion

B&P 2285 - USE OF FICTITIOUS NAME WITHOUT PERMIT
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Minimum discipline: 90 days stayed suspension, | year probation

B&P 2288 — IMPERSONATION OF APPLICATION IN EXAM

Revocation

B&P 2306 — PRACTICE DURING SUSPENSION

Revocation

B&P 2305 - DISCIPLINE BY ANOTHER STATE OR FEDERAL AGENCY

Minimum discipline: add actual period of suspension

VIOLATION OF PROBATION — REPEATED VIOLATIONS

A repeated similar offense or a violation of probation evidencing an unreformed attitude should call for the mammum'alsmgnne.
Other violations of probation should call for at least a meaningful period of actual suspension, preferably 90 days or more, as well

as other appropriate terms.

Rev 08/14
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TITLE 16. OSTEOPATHIC MEDICAL BOARD OF CALIFORNIA

NOTICE IS HEREBY GIVEN that the Osteopathic Medical Board of California
(hereinafter referred to as the “Board”) is proposing to take the action described in the
Informative Digest. Any person interested may present statements or arguments orally
or in writing relevant to the action proposed at a hearing to be held at:

Department of Consumer Affairs - HQ2
1747 North Market Blvd.
Hearing Room
Sacramento CA 95834
Thursday, September 17, 2015
10:00 a.m.

Written comments, including those sent by mail, facsimile, or e-mail to the addresses
listed under Contact Person in this Notice, must be received by the Board at its office not
later than 5:00 p.m. on September 17, 2015 or must be received at the hearing. The
Board, upon its own motion or at the instance of any interested party, may thereafter
adopt the proposals substantially as described below or may modify such proposals if
such modifications are sufficiently related to the original text. With the exception of
technical or grammatical changes, the full text of any modified proposal will be available
for 15 days prior to its adoption from the person designated in this Notice as contact
person and will be mailed to those persons who submit written or oral testimony related
to this proposal or who have requested notification of any changes to the proposal.

Authority and Reference: Pursuant to the authority vested by sections 2018, 2451, and
3600-1 of the Business and Professions Code (Initiative Measure, Stats. 1923, p. xciii),
and to implement, interpret or make specific sections 315, 726, 729, and 2366 of the
Business and Professions Code, section 11425.50 (e) of the Government Code, and
sections 261.5, 290, 313.1, 647b, and 647 subdivision (a) and (b) of the Penal Code, the
Board is considering changes to Title 16, Division 16, of the California Code of
Regulations as follows:

INFORMATIVE DIGEST/POLICY STATEMENT OVERVIEW

Amend Section 1661.2 in Article 12.5, Division 16, of Title 16 of the California Code of
Regulations entitled “Diversion Evaluation Committee Duties & Responsibilities” (Rev
08/89) and Section 1663 in Article 12.7, Division 16, of Title 16 of the California Code of
Regulations entitled “Disciplinary Guidelines” (Rev 06/97).

The Board currently regulates approximately 7,500 physicians and surgeons a number
that is rapidly increasing. The board’s highest priority is the protection of the public
when exercising its licensing, regulatory, and disciplinary functions. The primary
methods by which the Board achieves this goal are: issuing licenses to eligible
applicants; investigating complaints against licensees; disciplining licensees for
violations of the Medical Practice Act (Act); and monitoring licensees whose licenses
have been placed on probation for substance abuse, focusing on the areas of intake and
how licensees are monitored as they come into probation and compliance.
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Existing law requires the Department of Consumer Affairs (DCA) to establish Uniform
Standards regarding substance-abusing licenses, focusing on the areas of intake and
how licensees are monitored as they come into probation and compliance.

Existing law, Business and Professions Code (Code) section 2018 authorizes the Board
to adopt, amend, or repeal such rules and regulations as may be reasonably necessary
to enable the Board to carry into effect the provisions of the Medical Practice Act.

Existing law, Code section 315, established the Substance Abuse Coordination
Committee (SACC) within the DCA and required the SACC to formulate uniform and
specific standards in sixteen specified areas for each healing arts board to use in dealing
with substance-abusing licensees, whether or not a board chooses to have a formal
diversion program.

Existing law, Code section 315.2, specifies that a healing arts board within the DCA is
required to order a licensee to cease practice if the licensee tests positive for any
substance that is prohibited under the terms of the licensee’s probation or diversion
program. The cease-practice order pursuant to this section does not constitute
disciplinary action and is not subject to adjudicative hearings.

Existing law, Code section 315.4, authorizes healing arts boards within the Department
to order a licensee on probation or in a diversion program to cease practice for major
violations and when the board orders a licensee to undergo a clinical diagnostic
evaluation pursuant to the uniform and specific standards adopted and authorized under
section 315. The cease-practice order pursuant to this section does not constitute
disciplinary action and is not subject to adjudicative hearings.

Exiting law, Government Code section 11400.20, authorizes an agency to adopt
regulations to govern an adjudicative proceeding.

The main purpose for this proposal is to amend sections 1661.2 and 1663 of Title 16 of
the California Code of Regulations. The proposed language is necessary to aid the
Board in the discipline of substance-abusing licensees to provide better public protectlon
to the people of California.

This regulation will incorporate the Uniform Standards for Substance Abusing the
Healing Arts Licensees (04/2011), as required by SB 1441 (2007-2008, Ridley-Thomas)
by proposing to add the standards, which shall be adhered to in all cases in which a
licensee is placed on probation due, in part, to a substance abuse problem. These
standards shall be followed in all instances, but will also allow the Board to impose more
restrictive conditions, if necessary, to protect the public.

The proposed regulations would also incorporate by reference the Board’s disciplinary
guidelines entitled “Osteopathic Medical Board of California Disciplinary Guidelines of
2014” (Rev 08/14).

ANTICIPATED BENEFITS OF THE PROPOSAL

The Board has determined that this regulatory proposal will provide increased consumer
protection for consumers, and to ensurelthat minimum standards are met and to ensure
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uniformity among the standards established by the SACC for the healing arts licensing
boards under the DCA. :

The Board uses the Disciplinary Guidelines when taking action to suspend, revoke, or
place a license on probation. This proposal requires an Administrative Law Judge (ALJ)
to apply the mandatory conditions in the Uniform Standards Related to Substance
Abusing Licensees when an applicant or licensee has a substance abuse disorder and
to also consider the disciplinary guidelines for all other disciplinary matters. This
proposal would allow the Board to impose more restrictive conditions if necessary to
protect the public from unsafe, incompetent, or negligent practitioners when exercising
its licensing, regulatory, and disciplinary functions, unless a specific order is required by
statute.

CONSISTENCY AND COMPATIBILITY WITH EXISTING STATE REGULATIONS

During the process of developing these regulations and amendments, the Board has
conducted a search of any similar regulations on this topic and has concluded that these
regulations are neither inconsistent nor incompatible with existing state regulations.

INCORPORATION BY REFERENCE

e “Uniform Standards Regarding Substance-Abusing and Healing Arts Licensees”
(04/ 2011)

¢ Osteopathic Medical Board of California Disciplinary Guidelines of 2014 (Rev
08/14)

FISCAL IMPACT ESTIMATES

Fiscal Impact on Public Agencies Including Costs or Savings to State Agencies or
Costs/Savings in Federal Funding to the State: None

Nondiscretionary Costs/Savings to Local Agencies: None

Local Mandate: None

Cost to Any Local Agency or School District for Which Government Code Sections
17500-17630 Require Reimbursement: None

Business Impact: The Board has made an initial determination that the proposed
regulatory action would have no significant statewide adverse economic impact directly
affecting business, including the ability of California businesses to compete with
businesses in other states.

Cost Impact on Representative Private Person or Business: This regulation would
impact only those physicians on probation who are identified as “substance abusing” and
subject to the Uniform Standards for Substance-Abusing Licensees. Once so
designated, this subset of licensees on probation could be impacted by a temporary
removal from practice based on either a positive biological fluid test and/or the
requirement to undergo the clinical diagnostic evaluation. Under the proposed
regulation, no licensee shall be returned to practice until the Board determines that he or
she is able to safely practice either full-time or part-time, and has had at least 30 days of
negative drug test results.
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The Board also anticipates that this proposed regulation could create an additional fiscal
impact to licensees on probation who test positive for a banned substance in that
another clinical diagnostic evaluation can be ordered to ensure the licensee is
considered “safe to practice.”

The cost of the “Clinical Diagnostic Evaluation” and Diversion services provided by
MAXIMUS is estimated to be approximately $338.15 per participant monthly. Resulting
in an annual cost of $4,057.80 in addition to charges incurred for biological fluid testing.

Therefore, the Board estimates that the impact to licensees on probation over a 5 year
period (average timeframe of licensee participation) in the Diversion program will result
in $20,289 per participant.

Effect oh Housing Costs: None

EFFECT ON SMALL BUSINESS

The Board has determined that the proposed regulations would not affect small
businesses. The Board does not license businesses, the Board licenses individuals;
therefore, there is no impact on small businesses or any business.

RESULTS OF ECONOMIC IMPACT ASSESSMENTIANALYSIS

Impact on Jobs/Businesses: The board has determined that this regulatory proposal will
not have any impact on the creation of jobs or new business or the elimination of jobs or
existing businesses or the expansion of business in the State of California.

Benefits of the Regulation: The Board has determined that this proposed regulation will
benefit California consumers by enhancing and strengthening the Board'’s ability to
closely monitor physicians with substance-abuse issues and quickly remove them from
practice, when appropriate, thus providing the consumer with enhanced protection from
physicians with substance abuse problems.

CONSIDERATION OF ALTERNATIVES

- The Board must determine that no reasonable alternative it considered to the regulation
or that has otherwise been identified and brought to its attention would be more effective
in carrying out the purpose for which the action is proposed, would be as effective and
less burdensome to affected private persons than the proposal described in this Notice,
or would be more cost-effective to affected private persons and equally effective in
implementing the statutory policy or other provision of law.

Any interested person may present statements or arguments orally or in writing relevant
to the above determinations at the above-mentioned hearing.

INITIAL STATEMENT OF REASONS AND INFORMATION

The Board has prepared an initial statement of the reasons for the proposed action and
has available all the information upon which the proposal is based.
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TEXT OF PROPOSAL

Copies of the exact language of the proposed regulations and of the initial statement of
reasons, and all of the information upon which the proposal is based, may be obtained at
the hearing or prior to the hearing upon request from the person designated in this
Notice under Contact Person or by accessing the Board’s

website: http://www.ombc.ca.gov.

AVAILABILITY AND LOCATION OF THE FINAL STATEMENT OF REASONS AND
RULEMAKING FILE

All the information upon which the proposed regulations are based is contained in the
rulemaking file which is available for public inspection by contacting the person named
below.

You may obtain a copy of the final statement of reasons once it has been prepared, by
making a written request to the contact person named below, or by accessing the
Board’s website: http://www.ombc.ca.gov.

CONTACT PERSON
Inquiries or comments concerning the proposed rulemaking action may be addressed to:

Name: Machiko Chong, Executive Analyst
1300 National Drive, Suite #150
Sacramento, CA 95834-1991
(916) 928-7636 Office
(916) 928-8392 Fax
E-mail: Machiko.Chong@dca.ca.gov

The backup contact person is:

Name:  Angie Burton, Executive Director
1300 National Drive, Suite #150
Sacramento, CA 95834-1991
(916) 928-8390 Office
(916) 928-8392 Fax
E-mail: Angie.Burton@dca.ca.gov

Website Access: Materials regarding this proposal can be found at www.ombc.ca.gov.
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OSTEOPATHIC MEDICAL BOARD OF CALIFORNIA
Proposed Language
Changes to the originally proposed language are shown by underlining for new text and
strikethrough for deleted text.

1. Amend Section 1661.2 of Division 16 of Title 16 of the California Code of
Regulations to read as follows:

§ 1661.2 Diversion Evaluati'on Committee Duties and Responsibilities.

A diversion evaluation committee shall have the following duties and responsibilities in
addition to those set forth in Section 2366 of the Code:

(a) To consider recommendations of the program manager and any consultants to the
committee;

(b) To set forth in writing for each physician in a program a treatment and rehabilitation
plan established for that physician with the requirement for supervision and surveillance.

(c) To use the uniform standards for substance-abusing licensees contained in “Uniform
Standards Regarding Substance-Abusing Healing Arts Licensees” (04/2011), which is
hereby incorporated by reference.

NOTE: Authority cited: Osteopathic Act (Initiative Measure, Stats. 1923, p.xciii), Section
1; and Section 3600-1, Business and Professions Code. Reference: Section 2366,
Business and Professions Code.

2. Amend Section 1663 of Division 16 of Title 16 of the California Code of Regulations
to read as follows:

§ 1663. Disciplinary Guidelines.

(a) In reaching a decision on a disciplinary action under the Administrative Procedure
Act (Government Code Section 11400 et seq.), the Osteopathic Medical Board of
California shall consider the disciplinary guidelines entitled “Osteopathic Medical Board
of California Disciplinary Guidelines of 4896 2014”(Rev 08/14) (“Guidelines”), which are
hereby incorporated by reference. Deviation from these gGuidelines and orders,
including the standard terms of probation, is appropriate where the Osteopathic Medical
Board of California in its sole discretion determines that the facts of the particular case
warrant such a deviation — for example: the presence of mitigating factors; the age of the
case; evidentiary problems. - '

(b) (1) Notwithstanding the Guidelines, any proposed decision issued in accordance
with the procedures set forth in Chapter 5 (commencing with Section 11500) of Part 1 of
Division 3 of Title 2 of the Government Code that contains any finding of fact that the
licensee engaged in any act of sexual contact, as defined in subdivision (c) of Section
729 of the Code, with a patient, or any finding that the licensee has committed a sex
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offense or been convicted -of a sex offense, shall contain an order revoking the license.
The proposed decision shall not contain an order staying the revocation of the license.

(2) As used in this section, the term “sex offense” shall mean any of the following:

(a) Any offense for which registration is required by Section 290 of the Penal
Code or a finding that a person committed such an offense.

(b) Any offense defined in Section 261.5, 313.1, 647b, or 647 subdivision (a) or
(d) of the Penal Code or a finding that a person committed such an offense.

(c) Any attempt to commit any of the offenses specified in this section.

(d) Any offense committed or attempted in any other state or against the laws of
the United State which, if committed or attempted in this state, would be
punishable as one or more of the offenses specified in this section.

(c) If the conduct found to be a violation involves drugs, alcohol, or both, and the
individual is permitted to practice under conditions of probation, a clinical diagnostic
evaluation shall be ordered as a condition of probation in every case, without deviation.
The clinical diagnostic evaluator’s report shall be submitted in its entirety to the board.

(1) Each of the “Terms and Conditions of the Uniform Standards for Substance-
Abusing Licensees,” as set forth in the Guidelines, shall be included in any
order subject to this subsection, but may be imposed contingent upon the
outcome of the clinical diagnostic evaluation.

(2) The Substance Abuse Coordination Committee’s Uniform Standards
Regarding Substance Abusing Healing Arts Licensees (04/2011), which are
hereby incorporated by reference, shall be used in applying the probationary
conditions imposed pursuant to this subsection.

(d) Nothing in this section shall prohibit the Board from imposing additional terms or
conditions of prohibition in any order that the Board determines would provide greater
public protection.

NOTE: Authority cited: Osteopathic Act (Initiative Measure, Stats. 1923, p.xciii), Sections
1, 2018, 2451, and 3600-1, Business and Professions Code—and-Sestion-11400.21-
Government-Code. Reference: Sections 315, 726 and 729, Business and Professions -
Code; Sections—11400-21-and 11425.50(e), Government Code; Sections 261.5, 290,
313.1, 647b. and 647 subdivision (a) or (d), Penal Code.
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OSTEOPATHIC MEDICAL BOARD OF CALIFORNIA

INITIAL STATEMENT OF REASONS

Hearing Date: September 17, 2015

Subject Matter of Proposed Regulations: Uniform Standards for Substance Abusing
" Licensees and Disciplinary Guidelines as required by SB 1441

Sections affected: Division 16 of Title 16 of California Code of Regulations Sections 1661.2
and 1663

Introduction

Senate Bill 1441: On June 30, 2008, the Medical Board of California was scheduled to sunset its
Diversion Program and reverted to disciplinary action as the only means of addressing
physicians with substance abuse problems. The sunset was primarily due to the program’s
failure of its fifth audit, conducted by the Center for Public Interest Law (the Medical Board'’s
Enforcement Monitor), for overall ineffectiveness, lack of standards and failure to protect the
public from harm. At the same time, there was extensive media coverage citing deficiencies in
the Medical Board’s Diversion Program, including patients harmed by physicians who continued
to practice even after testing positive for drugs. On January 24, 2008, with the sunset of its
Diversion Program imminent, the Medical Board held a Diversion Summit to discuss other
options for physicians with substance abuse problems.

On March 10, 2008, the Senate Business, Professions and Economic Development Committee
(Senate Committee) held a hearing to review physician’s and health practitioner’s substance
abuse programs. The resulting legislation, authored by the Senate Committee Chair, Senator
Ridley-Thomas, was Senate Bill (SB) 1441: Healing arts practitioners: substance abuse
(Chapter 548, Statutes of 2008).

In September 2008, SB 1441 was signed into law. The Legislature declared that substance
abuse monitoring programs, particularly for health care professionals, must operate with the
highest level of integrity and consistency. Patient protection is paramount. The legislation, in
part, mandated that the Department of Consumer Affairs (Department) establish a Substance
Abuse Coordination Committee (Committee) subject to the Bagley-Keene Open Meeting Act
comprised of the Executive Officers of the Department’s healing arts boards, a representative of

“the California Department of Alcohol and Drug Programs, and chaired by the Director of the
Department. The Committee was charged with developing consistent and uniform standards
and best practices in sixteen specific areas for use in dealing with substance abusing licensees,
whether or not a Board chooses to have a formal diversion program. The Department is
committed to ensuring that licensees who are confirmed to be abusing drugs and/or alcohol,
and who pose a risk to the public, are not diverted from an enforcement action or public
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disclosure of that action. The Department is also committed to ensuring that licensees who have
undergone treatment and have made steps towards recovery can safely return to practice. The
Committee has developed sixteen uniform standards as required by SB 1441. The Board is
proposing to implement Uniform Standards 1-12 in its Disciplinary Guidelines through the
regulatory process.

Other Amendments/Deletions: The disciplinary and probationary environments have changed
significantly since 1996 and the Board’s proposed changes are meant to address this. Many of
the changes are based on best practices exemplified by the Department of Consumer Affairs’
various Boards and Bureaus that have proven to be effective and in the best interest for
consumers and the licensees receiving discipline.

Specific Purpose of each adoption, amendment, or repeal:

The Board proposes to add specified uniform standards related to substance abuse by
incorporating them by reference into CCR section 1661.2. This proposal also updates the
Board’s existing standards and optional terms of probation. The following describes those
uniform standards being added by the Board, including the updates of its Disciplinary Guidelines
and other clarifying and minor changes.

CCR section 1661.2
Section 1661.2 is amended as follows:

e Incorporates by reference the new guidelines, including the “Uniform Standards
Regarding Substance-Abusing and Healing Arts Licensees” (04/2011).

CCR section 1663
Section 1663 is amended as follows:

¢ Incorporates by reference the Board’s Disciplinary Guidelines entitled “Osteopathic
Medical Board of California Disciplinary Guidelines of 2014” (Rev 08/14).

e Adds clarifying language indicating when it is appropriate to use the Disciplinary
Guidelines and Uniform Standards.

Factual Basis/Rationale:

In order to comply with SB 1441, the Board proposes to add the following standards, which shall
be adhered to in every case where a licensee is placed on probation due, in part, to a substance
abuse problem. These standards are not guidelines and shall be followed in all instances,

except that the Board may impose more restrictive conditions, if necessary, to protect the public.

Standard 1. Clinical Diagnostic Evaluation and Reports

Requires that if a licensee is ordered to undergo a clinical diagnostic evaluation, the evaluation
must be conducted by a licensed practitioner who holds a valid, unrestricted license to conduct
clinical diagnostic evaluations, has three (3) years of experience in providing evaluations of
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health care professionals with substance abuse disorders and is approved by the Board. This
standard also identifies the information that must be addressed or contained in the evaluation
report and timeframes for submitting the report to the Board.

The purpose of this standard is to increase consumer protection by: 1) specifying requirements
for a clinical diagnostic evaluation of the licensee and the required qualifications for the
providers charged with evaluating the licensee along with timeframes for completing the clinical
diagnostic evaluation; 2) ensuring that the Board is notified quickly if the licensee is a threat to
himself or herself or the public; 3) ensuring the Board is provided with a professional opinion as
to whether the licensee has a substance abuse problem, and whether the licensee is a threat to
himself or herself or others; and 4) prohibiting personal, financial and business relationships
between the evaluator and licensee, thereby ensuring objectivity in assessments.

Because of the complexity of an addictive disease, professional substance abuse evaluations
are needed to assist the Board in making informed decisions regarding a licensee’s ability to
practice safely. The evaluator can present recommendations for a therapeutic treatment plan.

The treatment recommendations may be incorporated into a Board order as elements for
monitoring. By specifying that the Board be provided with expert recommendations for treatment
and practice restrictions, the standard also ensures that licensees who have undergone
treatment and have made steps towards recovery can safely return to practice.

Standard 2. Diversion Program — Alcohol and Drugs

Requires that the licensee shall enroll and participate in the Board’s Diversion Program within
thirty (30) days of the effective date of decision, and remain in the program until the Board
determines that further treatment and rehabilitation is no longer necessary. The standard makes
note that quitting the Diversion Program without permission or being expelled for cause shall
constitute a violation of probation by the licensee.

This standard also requires that the vendor providing diversion services report any major
violations committed by the licensee to the board within one (1) business day and any minor
violations within five (5) business days. It also outlines standards for testing, specimen collection
and handling and requirements for the laboratories who perform the handling and processing of
test results.

This standard would increase consumer protection because it requires that the licensee enroll in
a program where he or she is regularly monitored by an alternate party, and ensures that they
remain in compliance during the term of their probationary period through randomly regulated
specimen collections.

Standard 3. Druqs — Abstain from Use

This standard requires that the licensee shall abstain completely from the personal use or
possession of controlled substances as defined in the California Uniform Controlled Substances
Act, and dangerous drugs as defined in the California Business and Professions Code, or any
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drugs requiring a prescription except for ordering or possessing medications lawfully prescribed. -
to the licensee by another practitioner, for a bona fide illness or condition. -

As controlled substances impair a licensee’s ability to practice safely the board requires all
licensee to comply with the Uniform Standards developed by the Substance Abuse Coordination
Committee. The boards highest priority is maintaining the protection of consumers and this
standard would ensure consumer safety by prohibiting probationers use of controlled
substances as a condition of their probation.

Standard 4. Alcohol — Abstain from Use

Requires that the licensee shall abstain completely from the use of alcoholic beverages.

As alcohol impairs a licensee’s ability to practice safely the board requires all licensee to comply
with the Uniform Standards developed by the Substance Abuse Coordination Committee. The
boards highest priority is maintaining the protection of consumers and this standard would
ensure consumer safety by prohibiting probationers use of alcohol as a condition of their
probation. '

Standard 5. Notification to Employer

Requires a licensee who has an employer to provide the Board with the names, physical
addresses, mailing addresses and phone numbers of all employers and supervisors. This
standard also requires that the licensee provide written consent to allow Board staff to
communicate with the work site monitor and employer about the licensee’s work status,
performance and monitoring.

St_andard 6. Biological Fluid Testing

Requires the Board to randomly test a licensee whose license is placed 6n probation due to
substance abuse and establishes guidelines for the testing frequency.

Randomness is a very important component in drug testing. The testing frequency schedule
being proposed by the Board allows for appropriate randomness in testing (without regular
interval or pattern), preventing licensees from gauging when they will be tested. By establishing
minimum testing frequency “ranges” and employing randomness in testing, licensees will not be
~ able to consider one or more days as a “safety period” following the submission of a biological
sample for testing. Requiring a licensee to submit a specimen on the same day as directed will
eliminate the ability of a licensee to “flush” their system overnight. The standard is broad enough
to allow the Board to evaluate each licensee’s situation on a case-by-case basis, if appropriate.
For example, one of the exemptions allows the Board to adjust the testing frequency schedule
in cases where a licensee who is an admitted recovered substance abuser or addict, has
already participated in a rehabilitation program before being placed on probation. In cases
where there is evidence that the person has randomly tested and has maintained sobriety,
some flexibility should be granted to the Board in determining the duration of high frequency
testing, that is equivalent to the proposed testing schedule. Allowing exceptions will not only
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protect the public and fit each licensee’s needs, but it will ensure successful rehabilitation of the
licensee by providing a plan that is manageable and realistic.

Standard 7. Group Support Meetings

Requires that if the Board orders a licensee to participate in group support meeting, the criteria
established in the uniform standards must be used to determine the frequency of group meeting
attendance and to verify that the meeting facilitator are experienced, mental health
professionals.

The purpose of this standard is to increase consumer protection by:

¢ Holding licensees placed on probation due to substance abuse accountable for
attending meetings and being active in their own recovery;

¢ Allowing the group meeting facilitator and the Board to work together to assist in the
licensee’s recovery and quickly prevent relapse with open channels of communication;
and

e Ensuring that licensees are receiving professional help from a person not related to them
in any way that will allow for objectivity and balance during their recovery.

Standard 8. Worksite Monitor

Requires the Board to determine if a worksite monitor is necessary for a particular licensee and
outlines the requirements the proposed monitor must meet in order to be approved by the Board
to serve as a monitor. In addition, this standard outlines the duties and responsibilities a
worksite monitor must perform.

SB 1441 required the Department to establish monitor requirements and standards, including,
but not limited to: (1) required qualification of monitors; (2) required methods of monitoring by
monitors; and (3) required reporting by monitors. The worksite monitor’s role is to have face-to-
face contact with a licensee who has a substance abuse history to ensure that the licensee is
not abusing drugs and/or alcohol. The monitor is also responsible for reporting to the Board
whether patient safety may be at risk and any change in the licensee’s behavior that may be
cause for suspected substance abuse.

. The licensee and the worksite monitor must sign and submit consent forms in order for the
Board to communicate with the monitor regarding the licensee’s performance while at work.
Implementing this standard provides (1) ongoing documentation of the licensee’s behavior and
would ensure the public’s safety; and (2) immediate notification to the Board if a licensee is
suspected of working under the influence of drugs and/or alcohol.

Standard 9. Results of Biological Fluid Tests

Requires the Board to suspend the licensee if he or she tests positive for a prohibited substance
and notify the licensee’s employers that he or she cannot provide medical services while the
suspension or cease practice order is in place.
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Protection of the public is the highest priority of the Board in exercising its licensing, regulatory
and disciplinary functions. In order to carry out this mandate, it is appropriate for the Board to
immediately suspend a licensee’s license if he or she tests positive for a prohibited substance
until he or she has been assessed and the results interpreted. It is also appropriate for the
Board to notify the licensee’s employer that the licensee may not practice until the suspension is
lifted. Testing positive for a prohibited substance is a violation of their probation and the Board
shall pursue disciplinary action based on the probation violation.

Standard 10. Major and Minor Violations

In compliance with SB 1441, major and minor violations and consequences are being defined. If
a licensee commits a major violation, the Board could issue an immediate cease practice order
and refer the matter for disciplinary action or other action as determined by the Board. If a
licensee commits a minor violation, the Board would be required to determine what action is
appropriate based on the violation.

Protection of the public is the highest priority of the Board in exercising its licensing regulatory
and disciplinary functions. The Board protects the public through its Practice Act, regulations
and related statues. Major violations would result in consequences that would be the maximum
allowed by law under the Board’s Practice Act and regulations.

Minor violations would result in consequences determined appropriate by the Board, e.g.,
issuing a cease practice order or issuing a citation, which is not considered discipline.

Standard 11. Request by a Substance-Abusing Licensee to Return to Practice

In compliance with SB 1441, this standard defines the criteria that a licensee must meet in order
to return to practice after practice restrictions were deemed appropriate by the evaluator
performing a clinical diagnostic evaluation or following the issuance of a cease practice order.

This standard would increase consumer protection because it requires the licensee to be
completely compliant with the conditions in their recovery program and/or probation before the
Board will even consider this type of request. All licensees will be held to the same standard.

Standard 12. Request by a Substance-Abusing Licensee for Reinstatement of a full and
unrestricted license — Petition for Reinstatement

This standard defines the criteria that licensee must meet in order to request reinstatement of a
full and unrestricted license and clarifies the meaning of “Petition for Reinstatement.”

This standard would ensure consumer protection as it requires the licensee to meet certain
criteria and maintain a level of compliance with terms of their disciplinary order prior to
submitting a request for “Petition for Reinstatement” of licensure.

Underlying Data:

Technical, theoretical or empirical studies or reports relied upon (if any): None
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Business Impact/Specific Technologies or Equipment:

This regulation will not have a significant adverse economic impact on businesses, specific
technologies, or equipment. This regulation only impacts licensees disciplined by the
Osteopathic Medical Board of California. This regulation does not mandate the use of specific
technologies or equipment.

Economic Impact Assessment:

This regulation will not have a significant adverse economic impact on the creation or
elimination of jobs or businesses in the State of California. This initial determination is based on
the fact that the regulation will only impact physicians who have been placed on probation who
are ordered to cease practice for testing positive for drugs and/or alcohol use. The number of
physicians impacted would be less than a half of one percent of the licensee population.

The regulation will not affect the expansion of businesses currently doing business within the
State of California because the regulations will only affect licensed individuals and not
businesses already operating in the State.

Benefits of the Proposed Action: This regulatory proposal benefits the health and welfare of
California residents by providing protection from substance-abusing osteopathic physicians,
requiring the osteopathic physicians to be completely compliant with the conditions in their
recovery program and/or probation, or the Board can issue a cease practice order.

The regulatory proposal does not affect worker safety nor will it affect the state’s environment
because it does not affect those areas of law.

Specific Technologies or Equipment:

This regulation does not mandate the use of specific technologies or equipment.

Consideration of Alternatives:

No reasonable alternative to the regulation would be either more effective in carrying out the
purpose for which the action is proposed, or would be as effective and less burdensome to
affected private persons and equally effective in achieving the purposes of the regulation in a
manner that ensures full compliance with the law being implemented or made specific.
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LEGISLATION

AB 85 (Wilk) Open meetings

Location: Senate Third Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

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 or panel is a member of the larger
state body, and the advisory committee is supported, in whole or in part, by state funds.

AB 159 (Calderon) Investigational drugs, biological products, and devices
Location: Senate Second Reading File

Date of Hearing: Eligible to be heard on the floor Se through September 11, 2015.
This bill would allow a physician to administer drugs that are still undergoing clinical
trials and have not yet been approved for general use by the federal Food and Drug
Administration. Additionally, this bill would allow manufacturers of such drugs to provide
them to the patient; authorize health benefit plans to cover the cost of the drugs, and;
prohibit state agencies from interfering with the distribution of the drugs or disciplining
physicians for recommending them to qualified patients. This bill is similar to SB 149
(Stone, 2015), and would impact the Medical Board and Osteopathic Medical Board.

AB 179 (Bonilla) Healing arts

Location: Senate Second Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

This bill would extend the provisions authorizing the Dental Board of California from
January 1, 2016 to January 1, 2020, and extend the Board of Vocational Nursing and
Psychiatric Technicians from January 1, 2016, to January 1, 2018. This bill would also
make numerous changes, including: increasing license fee caps for specified
categories; providing that the sexual abuse and misconduct statute does not apply to
consensual relationships between healing arts licensees and their spouses or domestic
partners; requiring Board licensees to submit their email addresses to the Board by July
1, 2016; capping the number of four-year terms a member of the Dental Assisting
Council may serve to two, and; merging the Vocational Nursing Fund and the
Psychiatric Technicians Fund.

AB 266 (Bonta) Medical marijuana

Location: Senate Second Reading

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

The Department anticipates that the contents of this bill will be removed, and replaced
with intent language.

AB 333 (Melendez) Healing arts: continuing education

Location: Senate Third Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

This bill would authorize specified healing arts licensees to apply units, as defined, of

continuing education credit, for attending a course that results in the licensee becoming



a certified instructor of cardiopulmonary resuscitation or the proper use of an automated
external defibrillator.

AB 483 (Patterson) Healing arts: initial license fees: proration

Location: Senate Third Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

This bill would require specified programs within the Department of Consumer Affairs to

prorate initial license fees on a monthly basis. This bill would impact the Acupuncture
Board, Architects Board, Dental Board, Dental Hygiene Committee, Occupational
Therapy Board, Osteopathic Medical Board, Board of Psychology, and Veterinary
Medical Board.

AB 637 (Campos) Physician orders for life sustaining treatment forms

Location: Chaptered August 17, 2015 (Chapter 217, Statues 2015)

Date of Hearing: None Scheduled v

This bill allows 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 impacts
licensees of the Physician Assistant Board, and the Board of Registered Nursing.

AB 1351 (Eggman) Deferred entry of judgment: pretrial diversion

Location: Senate Second Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

This bill would change the existing deferred entry of judgment program for specified
offenses involving personal use or possession of controlled substances into a pretrial
drug diversion program that allows for a not guilty plea to be entered.

AB 1352 (Eggman) Deferred entry of judgment: withdrawal of plea

Location: Senate Second Reading File

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

This bill would require courts to allow certain defendants in cases involving deferred
entries of judgment after January 1, 1997, to withdraw their guilty or nolo contendere
pleas in order to avoid certain adverse consequences, including denial of a license or
certificate.

SB 396 (Hill) Health and care facilities: outpatient settings and surgical clinics
Location: Enroliment

Date of Hearing: N/A

Summary: This bill would require accredited outpatient surgical clinics to request
applicable “805 reports” from the Medical Board prior to granting staff privileges to a
physician, impose peer review requirements on accredited clinics, and allow for
unannounced inspections. The bill also extends the due date on a report to the
Governor and Legislature regarding the vertical enforcement model.



SB 643 (McGuire) Medical marijuana

Location: Assembly Second Reading

Date of Hearing: Eligible to be heard on the floor through September 11, 2015.

The Department anticipates that the contents of this bill will be removed, and replaced
with intent language.

SB 738 (Huff) Pupil health: epinephrine auto-injectors: liability limitation
Location: Chaptered on July 16, 2015 (Chapter 132, Statutes of 2015)

Date of Hearing: N/A

Summary: This bill provides that a physician who authorizes a prescription for
epinephrine auto-injectors for use by a school shall be immune from professional
review, civil liability, or criminal prosecution for issuing such authorization, unless the
conduct constitutes gross negligence or willful or malicious conduct.

ACR 97, as amended,(Bonilla). Medical training: osteopathic students.

This measure would urge both private and public medical training institutions in the
state to provide equal access to osteopathic and allopathic students to apply to training
programs, would urge osteopathic medical schools, allopathic medical schools, and
their training institutions to build on current successes of working toward greater
collaboration and coordination of education and training for California’s future
physicians, and would urge efforts by training institutions and allopathic and osteopathic
medical schools to work toward greater acceptance and integration of osteopathic and
allopathic students
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AB-85 Open meetings. (2015-2016)

ENROLLED SEPTEMBER 02, 2015
PASSED IN SENATE AUGUST 31, 2015
PASSED IN ASSEMBLY JUNE 01, 2015

AMENDED IN ASSEMBLY APRIL 15, 2015

CALIFORNIA LEGISLATURE— 2015-2016 REGULAR SESSION

ASSEMBLY BILL No. 85

Introduced by Assembly Member Wilk

January 06, 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, 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.

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

Vote: 2/3 Appropriation: no Fiscal Committee: yes Local Program: no
THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS FOLLOWS:
SECTION 1. Section 11121 of the Government Code is amended to read:

11121. As used 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
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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 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.

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.
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AB-159 Investigational drugs, biological products, and devices. (2015-2016)

ENROLLED SEPTEMBER 04, 2015

PASSED IN SENATE SEPTEMBER 01, 2015
PASSED IN ASSEMBLY SEPTEMBER 02, 2015
AMENDED IN SENATE JULY 06, 2015
AMENDED IN SENATE JUNE 19, 2015
AMENDED IN SENATE JUNE 16, 2015
AMENDED IN SENATE JUNE 01, 2015
AMENDED IN ASSEMBLY APRIL 28, 2015

AMENDED IN ASSEMBLY APRIL 13, 2015

CALIFORNIA LEGISLATURE— 2015-2016 REGULAR SESSION

ASSEMBLY BILL No. 159

Introduced by Assembly Member Calderon
(Principal coauthor: Senator Stone)
(Coauthors: Assembly Members Brown, Daly, Cristina Garcia, Lackey, Obernolte, Olsen, and
Waldron)
(Coauthors: Senators Allen and Anderson)

January 21, 2015

An act to add Article 4.5 (commencing with Section 111548) to Chapter 6 of Part 5 of Division 104 of
the Health and Safety Code, relating to drugs and devices.

LEGISLATIVE COUNSEL'S DIGEST

AB 159, Calderon. Investigational drugs, biological products, and devices.

Existing law, the federal Food, Drug, and Cosmetic Act, prohibits a person from introducing into interstate
commerce any new drug unless the drug has been approved by the United States Food and Drug Administration
(FDA). Existing law requires the sponsor of a new drug to submit to the FDA an investigational new drug
application and to then conduct a series of clinical trials to establish the safety and efficacy of the drug in human
populations and submit the results to the FDA in a new drug application.

Existing law, the Sherman Food, Drug, and Cosmetic Law, regulates the packaging, labeling, and advertising of
drugs and devices and is administered by the State Department of Public Health. A violation of that law is a
crime. The Sherman Food, Drug, and Cosmetic Law prohibits, among other things, the sale, delivery, or giving
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away of a new drug or new device unless either the department has approved a new drug or device application
for that new drug or new device and that approval has not been withdrawn, terminated, or suspended or the
drug or device has been approved pursuant to specified provisions of federal law, including the federal Food,
Drug, and Cosmetic Act.

The Medical Practice Act provides for the licensure and regulation of physicians and surgeons by the Medical
Board of California and requires the board to take action against a licensee who is charged with unprofessional
conduct. The Osteopathic Act provides for the licensure and regulation of osteopathic physicians and surgeons
by the Osteopathic Medical Board of California and requires the board to enforce the Medical Practice Act with
respect to its licensees.

This bill would permit a manufacturer of an investigational drug, biological product, or device to make the
product available to eligible patients with an immediately life-threatening disease or condition, as specified. The
bill would authorize, but not require, a health benefit plan, as defined, to provide coverage for any
investigational drug, biological product, or device made available pursuant to these provisions. The bill would
prohibit the Medical Board of California and the Osteopathic Medical Board of California from taking any
disciplinary action against the license of a physician based solely on the physician’s recommendation to an
eligible patient regarding, or prescription for or treatment with, an investigational drug, biological product, or
device if the recommendation or prescription is consistent with protocol approved by the physician’s institutional
review board or an accredited institutional review board, and would require the institutional review board to
biannually report specified information to the State Department of Public Health, among others. The bill would
prohibit a state agency from altering any recommendation made to the federal Centers for Medicare and
Medicaid Services regarding a health care provider’s certification to participate in the Medicare or Medicaid
program based solely on the recommendation from an individual health care provider that a patient have access
to an investigational drug, biological product, or device.

Vote: majority Appropriation: no Fiscal Committee: yes Local Program: no

THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS FOLLOWS:

SECTION 1. Article 4.5 (commencing with Section 111548) is added to Chapter 6 of Part 5 of Division 104 of
the Health and Safety Code, to read:

Article 4.5. Right to Try Act
111548. This article shall be known and may be cited as the Right to Try Act.

111548.1. For purposes of this article, unless the context otherwise requires, the following definitions shall apply:

(a) “Consulting physician” means a physician and surgeon licensed under the Medical Practice Act or an
osteopathic physician and surgeon licensed under the Osteopathic Act who performs all of the following:

(1) Examines the qualified individual and his or her relevant medical records.
(2) Confirms, in writing, the primary physician’s diagnosis and prognosis.

(3) Verifies, in the opinion of the consulting physician, that the eligible patient is competent, acting voluntarily,
and has made an informed decision.

(b) “Eligible patient” means a person who meets all of the following conditions:
(1) Has an immediately life-threatening disease or condition.

(2) Has considered all other treatment options currently approved by the United States Food and Drug
Administration.

(3) Has not been accepted to participate in the nearest clinical trial to his or her home for the immediately
life-threatening disease or condition identified in paragraph (1) within one week of completion of the clinical trial
application process, or, in the treating physician’s medical judgment, it is unreasonable for the patient to
participate in that clinical trial due to the patient’s current condition and stage of disease.

(4) Has received a recommendation from his or her primary physician and a consulting physician for an
investigational drug, biological product, or device.

(5) Has given written informed consent for the use of the investigational drug, biological product, or device, or,
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if he or she lacks the capacity to consent, his or her legally authorized representative has given written informed
consent on his or her behalf.

(6) Has documentation from his or her primary physician and a consulting physician attesting that the patient
has met the requirements of this subdivision.

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

(d) “Immediately life-threatening disease or condition” means a stage of disease in which there is a reasonable
likelihood that death will occur within a matter of months.

(e) “Investigational drug, biological product, or device” means a drug, biological product, or device that has
successfully completed phase one of a clinical trial approved by the United States Food and Drug Administration,
but has not been approved for general use by the United States Food and Drug Administration and remains
under investigation in a clinical trial approved by the United States Food and Drug Administration.

(f) “Primary physician” means a physician and surgeon licensed under the Medical Practice Act or an osteopathic
physician and surgeon licensed under the Osteopathic Act.

(g) “State regulatory board” means the Medical Board of California or the Osteopathic Medical Board of
California.

(h) (1) “Written, informed consent” means a written document that has been approved by the primary
physician’s institutional review board or an accredited independent institutional review board, is signed by an
eligible patient, or his or her legally authorized representative when the patient lacks the capacity to consent,
and attested to by the patient’s primary physician and a witness that, at a minimum, does all of the following:

(A) Explains the currently approved products and treatments for the immediately life-threatening disease or
condition from which the patient suffers.

(B) Attests to the fact that the patient, or when the patient lacks the capacity to consent his or her legally
authorized representative, concurs with the patient’s primary physician in believing that all currently approved
and conventionally recognized treatments are unlikely to prolong the patient’s life.

(C) Clearly identifies the specific proposed investigational drug, biological product, or device that the patient is
seeking to use.

(D) Describes the potentially best and worst outcomes of using the investigational drug, biological product, or
device and describes the most likely outcome. This description shall include the possibility that new,
unanticipated, different, or worse symptoms might result and that death could be hastened by the proposed
treatment. The description shall be based on the primary physician’s knowledge of the proposed treatment in
conjunction with an awareness of the patient’s condition.

(E) Clearly states that the patient’s health benefit plan, if any, and health care provider are not obligated to pay
for the investigational drug, biological product, or device or any care or treatments consequent to use of the
investigational drug, biological product, or device.

(F) Clearly states that the patient’s eligibility for hospice care may be withdrawn if the patient begins curative
treatment and that care may be reinstated if the curative treatment ends and the patient meets hospice
eligibility requirements.

(G) Clearly states that in-home health care may be denied if treatment begins.

(H) States that the patient understands that he or she is liable for all expenses consequent to the use of the
investigational drug, biological product, or device, and that this liability extends to the patient’s estate, except
as otherwise provided in the patient’s health benefit plan or a contract between the patient and the
manufacturer of the drug, biological product, or device.

(2) Written, informed consent for purposes of this article shall be consistent with the informed consent
requirements of the Protection of Human Subjects in Medical Experimentation Act (Chapter 1.3 (commencing
with Section 24170) of Division 20).
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111548.2. (a) Notwithstanding Section 110280, 111520, or 111550, a manufacturer of an investigational drug,
biological product, or device may make available the manufacturer’s investigational drug, biological product, or
device to an eligible patient pursuant to this article. This article does not require that a manufacturer make
available an investigational drug, biological product, or device to an eligible patient.

(b) A manufacturer may do both of the following:

(1) Provide an investigational drug, biological product, or device to an eligible patient without receiving
compensation.

(2) Require an eligible patient to pay the costs of or associated with the manufacture of the investigational drug,
biological product, or device.

(c) (1) This article does not expand the coverage provided under Sections 1370.4 and 1370.6 of this code,
Sections 10145.3 and 10145.4 of the Insurance Code, or Sections 14087.11 and 14132.98 of the Welfare and
Institutions Code.

(2) This article does not require a health benefit plan to provide coverage for the cost of any investigational
drug, biological product, or device, or the costs of services related to the use of an investigational drug,
biological product, or device under this article. A health benefit plan may provide coverage for an investigational
drug, biological product, or device made available pursuant to this section.

(d) If the clinical trial for an investigational drug, biological product, or device is closed due to the lack of
efficacy or for toxicity, the investigational drug, biological product, or device shall not be offered. If notice of
closure of a clinical trial is given for an investigational drug, biological product, or device taken by a patient
outside of a clinical trial, the manufacturer and the patient’s primary physician shall notify the patient of the
information from the safety committee of the clinical trial.

(e) If an eligible patient dies while being treated by an investigational drug, biological product, or device made
available pursuant to this article, the patient’s heirs are not liable for any outstanding debt related to the
treatment or lack of insurance for the treatment.

111548.3. (a) Notwithstanding any other law, a state regulatory board shall not revoke, fail to renew, or take any
other disciplinary action against a physician’s license based solely on the physician’s recommendation to an
eligible patient regarding, or prescription for or treatment with, an investigational drug, biological product, or
device if the recommendation or prescription is consistent with protocol approved by the physi<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>