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BOARD MEETING 

May 7, 2015 at 10:00 a.m. 

Teleconference Site: 
Joseph Zammuto, D.O. 
2287 Mowry Ave. Suite #C 
Fremont CA 94538 

Teleconference Site: 
James Lally, D.O. 
Chino Valley Medical Center 
5451 Walnut Ave. 
Chino CA 9171 0 

Teleconference Site: 
Alan Howard 
Naval Postgraduate School 
281 Stone Road 
Monterey CA 93943 

AGENDA 

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

Teleconference Site: 
Jane Xenos, D.O. 
I 100 Quail Street, Ste. #114 
Newport Beach CA 9266 

Teleconference Site: 
Claudi a Mercado 
123 Mission St., Suite 1020 
San Francisco CA 941 05 

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

Open Session 

1. Cal l to Order and Roll Call I Estab lishment of a Quorum 

2. Public Comment for Items Not on the Agenda 
Note: The Board may not discuss or take action on any maller raised during this public comment section 
except to decide whether to place the matter on the agenda ofajillure meeting (Government Code Sections 
11125, 11125. 7(a)j 

3. Review and Approval of Minutes - January 22, 2015 Board Meeting 

4. Introduction ofNew Legal Counsel 

5. President' s Report 

• federation of State Medical Board (FSMB) Annual Meeting 

www.ombc.ca.gov


6. Executive Director's Report- Angie Burton 

• Licensing 
• Staffing 
• Diversion Program 
• Budget 
• BreEZe Update 
• Interstate Licensing Compact 
• Enforcement Report I Discipline - Corey Sparks 

7. Legislation 

• AB 85 - Open Meetings 
• AB 159- Investigational drugs, biological products, and devices 
• AB 333- Healing Arts: Continuing Education 
• AB 483- Healing Arts: Initial License fees: Proration 
• AB 611- Controlled Substances: Prescriptions: Reporting 
• AB 750- Business and Professions: Retired Category: License 
• AD 1060- Professions and Vocations: Licensure 
• SB 277- Public Health: Vaccinations 
• SB 538- Naturopathic Doctors 

8. Discussion and possible action on promulgating regulations pertaining to the renewal of 
licenses. 

9, Guidelines for Prescribing ControHed Substances for Pain- Discussion and Possible 
action 

10. Controlled Substance Utilization Review and Evaluation System (CURES)- Discussion 
and Possible action regarding outreach 

11. bo Student Protection Against Discrimination- Discussion and Possible Action 

12. Closed Session 

• Deliberate on Disciplinary Matters Pursuant to Government Code Section 
11126(c)(3). 

• Performance evaluation of the Executive Director pursuant to Government 
Code Section 11126(a)(l). 

• Adjourn Closed Session 

Return to Open Session 

13. Agenda Items for Next Meeting 

14. Future Meeting Dates 

15. Adjourmnent 
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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 

In accordance with the Bagley-Keene Open Meeting Act, all meetings of the Board, including the 
teleconference sites, are open to the public. 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 conm1ent on any issue before the Board, but the Board President, at his 
or her discretion, may 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. (Government Code sections 
11125, 11125.7(a).) 

The meeting sites are accessible to the physically disabled. A person, who needs a disabi lity-related 
accommodation or modification in order to participate in the meeting, may make a request by 
contacting Machika Chong, ADA Liaison, at (916) 928-7636 or e-mail at 
Machiko.Chong@dca.ca.gov or 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 availabi lity of the requested accommodation. 
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DRAFT 
BOARD MEETING 

MINUTES 

Thursday, January 22, 2015 

BOARD MEMBERS PRESENT: Joseph Zammuto, D.O., President 
Keith Higginbotham, Esq., Vice President 
James Lally, D.O., Board Member 
Claudia Mercado, Board Member 
David Connett, D.O., Board Member 
Cheryl Williams, Board Member 
Jane Xenos, D.O. , Board Member 

STAFF PRESENT: Angelina Burton, Executive Director 
Michael Santiago, Esq. , Legal Counsel, DCA 
Machika Chong, Executive Analyst 
Francine Davies, Assistant Executive Director 
Corey Sparks, Lead Enforcement Analyst 
Donald J. Krpan, D.O., Medical Consultant 

BOARD MEMBERS ABSENT: Alan Howard, Board Member 
Michael Feinstein, D.O. Secretary Treasurer 

The Board meeting of the Osteopathic Medical Board of California (OMBC) was called to order 
by President, Joseph Zammuto, D.O. at 10:05 a.m. at the Department of Consumer Affairs, 
1747 North Market Blvd. (HQ2), Hearing Room, Sacramento, CA 95834. 

1. Roll Call: 

Dr. Zammuto called roll and determined that a quorum was present. 

2. Election of Officers: 

• Dr. Zammuto asked if there were any motions/nominations for election of Board 
President. 

• Joseph Zammuto, D.O. was nominated as (President) 
M - J. Lally, S - D. Connett. 

• Dr. Zammuto opened the floor to additional nominations, none were given. 
• Roll Call Vote was taken Aye - Dr. Connett, Mr. Higginbotham, Dr. Lally, Ms. 

Mercado, Dr. Xenos, Dr. Zammuto, Mrs. Williams; Nay - None; Abstention -
None. 

• Dr. Zammuto was unanimously elected. 
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• Dr. Zammuto asked if there were any motions/nominations for election of Vice
President. 

• Keith Higginbotham, Esq. was nominated as (Vice-President) 
M- J. Zammuto, S- D. Connett. 

• Dr. Zammuto opened the floor to any additional nominations, none were given. 
• Roll Call Vote was taken Aye- Dr. Connett, Mr. Higginbotham, Dr. Lally, Ms. 

Mercado, Dr. Xenos, Dr. Zammuto, Mrs. Williams; Nay- None; Abstention -
None. 

• Mr. Higginbotham was unanimously elected. 

• Dr. Zammuto asked if there were any motions/nominations for election of 
Secretary/ Treasurer 

• David Connett, D.O. was nominated as (Secretary/Treasurer) 
M- K. Higginbotham, S- J. Zammuto. 

• Dr. Zammuto opened the floor to any additional nominations, none were given. 
• Roll Call Vote was taken Aye- Dr. Connett, Mr. Higginbotham, Dr. Lally, Ms. 

Mercado, Dr. Xenos, Dr. Zammuto, Mrs. Williams; Nay- None; Abstention
None. 

• Dr. Connett was unanimously elected. 

3. Approval of Minutes- August 7, 2014 Board Meeting: 

Dr. Zammuto called for approval of the Board Meeting minutes of August 7, 2014. 
Kathleen Creason, Director of Osteopathic Physician and Surgeons of California 
(OPSC), proposed that further clarification be made to the Public Comment Section 
noting that the legislation being introduced by OPSC relates to osteopathic medical 
students, not physicians. Also, there were 3 rotation sites that prohibited osteopathic 
medical students from applying for rotation slots. 

• M- K. Higginbotham, S- D. Connett for approval of the minutes. 
• M-D. Connett, S- K. Higginbotham for approval of the minutes as amended. 
• Roll Call Vote was taken Aye- Dr. Connett, Mr. Higginbotham, Dr. Lally, Ms. 

Mercado, Dr. Xenos, Dr. Zammuto, Mrs. Williams; Nay- None; Abstention
None. 

Motion carried to approve minutes as amended. 

4. DCA Update: 

Sean O'Conner, Chief, Division of Program and Policy Review presented a BreEZe 
update to the board on behalf of DCA Executive Director, Awet Kidane who was unable 
to attend the meeting. He notified the board that DCA had completed negotiations with 
the current solution vendor Accenture, and that those negotiations have allowed DCA 
and the control agency CaiTech the ability to increase their maintenance capacity. He 
explained that the increase would be a great benefit to those boards involved in 
Release 1 as it allowed them the ability; to complete updates to the system, implement 
new legislation and/or any changes, and upload online application transactions (i.e. 
changing business rules in the system). By increasing the maintenance capacity of the 
system DCA's ability in facilitating these changes for the boards increased 10 fold. DCA 
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is also accelerating a knowledge transfer between Accenture and DCA which means 
that rather than having to wait for the solutions vendor to put fixes into system and use 
maintenance hours, they are accelerating the ability for the knowledge transfer to be 
transferred to DCA. This change has always been a desired outcome of the BreEZe 
system as it would give DCA the ability to maintain the system without needing a 
contractor on board. Another component of the negotiations which is significant but not 
impactful to Release 1 boards is that Release 2 which is underway to go-live through 
the current vendor will remain, however Release 3 has been severed from the contract. 
The reason for the severance was to give DCA the ability re-plan and complete a cost 
benefit analysis based on Release 1 and 2 boards, and determine the best contractual 
vehicle and IT solution to meet the needs of the Release 3 boards. 

Negotiations are currently being ratified in a contractual artifact labeled Special Contract 
Report 3.1 (SPR 3.1) which was expected to have already been approved, however it is 
still under discussion and should hopefully receive approving signatures from CaiTech 
in the near future. In the past, SPR modifications have impacted project costs and will 
more than likely result in an increase to the current database figures; however DCA will 
not be able to provide individual cost breakdowns of the database for each board until 
the contract is approved. Director Kidane has advised that DCA will work with each 
board to ensure that any adverse impacts to fund conditions if any will be handled with 
the boards in collaboration with the department. To date ten (10) boards are currently 
using the BreEZe database, over 400,000 applications have been approved through the 
system, and over $100 million in total revenue has been collected through the database 
via both VR (Versa Regulation) in the back office and VO (Versa Online) online. 

Ms. Mercado asked what steps were being taking to mitigate risks in case of vendor 
failure down the road, and was advised by Mr. O'Conner that the implementation 
process for Release 2 boards has been completely redesigned as the team will be 
focusing more on creating a design baseline, something that was not initially done with 
Release 1 boards. As a result of the lack of baseline use during Release 1 the project 
team encountered a longer user acceptance testing timeframe of over 1 year which is 
not the norm. With Release 2 there will be a more rigorous process during 
implementation to ensure that upfront, staff better understands how the system works 
and are capable of providing better feedback on how they feel it should be set up. By 
keeping this baseline there should be a decrease in the amount of requested fixes by 
each board during the testing process and also a decrease in the amount of client text 
updates requested. While it may be a challenge for DCA to maintain the baseline as it 
requires them to correctly state how the system needs to function, it would however be 
a way to hold the vendor accountable as any deviation from the baseline are contractual 
defects. lf the defects are so severe that it prevents business processes or result in 
legal liability then the vendor would be held from go-live with Release 2. 

Dr. Zammuto asked who would be handling the training for Release 2 and 3 boards and 
was notified that it would be a combination of DCA, Accenture, and Organizational 
Change Management groups to focus with the boards on the IT component and 
business processes to support going onto the new system. Ms. Mercado inquired who 
the software developer was on the project and wanted to know if DCA intended on 

31Page 



Board Meeting Minutes- January 22, 2015 DRAFT 

putting the source code in escrow in case there was vendor failure, so that there would 
be access to all implemented updates. She was advised that the current integrator is 
Accenture who functions as the primary, and that the subcontractor who owns the 
solution is Iron Data Services who supply the core technology solution being used 
(Versa Regulation and Versa Online). Mr. O'Conner informed her that the product 
being used is a Commercial off the Shelf (COTS) Product and that the main position of 
the department is to try and stay on the core model that is available to ensure that all of 
the updates and bug fixes that come through are in behavior of the system. By staying 
on the core COTS model it would ensure that the department receives data patch 
updates that are more technical and source code related. In terms of maintenance it 
would address the configurable elements of the system so that it could be designed to 
meet the business requirements in implementation of new changes to legislation and/or 
business processes. Mr. Higginbotham asked whether the reporting slats of the 
program were being handled as the board had previously received data that was not 
totally accurate and was advised that they had been getting better. 

Brian Clifford, Manager, Division of Legislative & Policy Review presented the board 
with an update regarding CURES which is currently in phase 3 of production and is 
scheduled to go-live on June 30, 2015. The project will soon be entering into the user 
acceptance phase which will take place sometime between late April and early May, 
and will begin holding biweekly conference calls beginning in February which will allow 
the project team to hear feedback from the programs regarding any issue that they may 
have and also allow the team to provide the boards with any new updates from DOJ. 
Dr. Zammuto inquired whether the current system was still functioning and also asked if 
the user information in the current system would suffice as registration for the new 
program at time of conversion. He was notified by Mr. Clifford that the current system 
was in fact still active and would remain so until the conversion took place in June, and 
that physicians currently active within the CURES system would have their information 
transferred over into the new system, however because the program would now be web 
based they would still need to enter additional information into the system at the time of 
go-live in order to identify themselves for all future use. Mr. Higginbotham inquired who 
had access to the CURES database and was notified that only physicians, law 
enforcement personnel, and regulatory boards are allowed access to the database. 

5. Executive Director's Report: 

Angie Burton updated the board on licensing slats, staffing, budget activity, and 
diversion program statistics. She notified the board that Francine Davies, Staff 
Supervisor for the board had contact DCA- SOLID to assist in the creation of Licensing 
Desk Procedure Manuals which should help the board define work processes and 
timelines and also assist in the creation of a work metric which will facilitate the boards' 
participation in Performance Based Budgeting. 

Budget- The board was informed that there was currently 18.5 months of funds in 
reserve. Mrs. Burton stated that the FY 14/15 budget is extremely tight due to the 
increase in staff and that the board is only expected to receive a 2% surplus, however 
the board will begin meeting with the budgets office monthly to ensure that we are 
working within our budget. It was found that the tight budget is due to the staffing 

41Page 



Board Meeting Minutes- January 22, 2015 DRAFT 

increase of 3 positions and lack of increase to the personnel services line within the 
budget to accommodate the additions. Because of this, the board anticipates submitting 
a Budget Change Proposal (BCP) in Spring of this year to request additional funding for 
the personnel services line for FY 16/17. 

Ms. Mercado inquired what the roles of the 3 new staff members were in the office and 
how they were helping with the workload. She was advised that 2 of the 3 positions 
established had previously been Part-Time Permanent Intermittent (PI) Positions that 
were converted into Full-Time positions. One of the positions added was a Receptionist 
to handle office duties such as license verifications, preparation of certified 
correspondences (i.e. wall certificates), and answering of the phones. The other was a 
Program Technician II position added to handle all of the incoming initial applications for 
the department. Previously, the Board's Executive Analyst was tasked with the 
responsibility of processing the initial applications along with completing the 
Administrative duties; however the workloads needed to be separated and a dedicated 
person assigned to the task of handling the initial applications solely. A cashier was also 
brought in to handle the boards cashiering workload to alleviate the timeframe it was 
taking to send the funds over to DCA's main cashiering unit for processing of the boards 
workload. 

Mr. Higginbotham asked about the current office lease and how the board was planning 
on moving forward. He was advised by Mrs. Burton that the board has been in 
discussion with the Facilities Unit and that review of the space planning is currently 
underway to ensure that the square footage needed to facilitate the board's needs is 
arranged and also that the mandatory state requirements are met as well. The move is 
set to take place sometime prior to August 2016 as the current lease expires in 
September 2016. 

EnforcemenU Discipline - The boards Lead Enforcement Analyst Corey Sparks 
presented the enforcement report to the board. 

Ms. Mercado questioned whether additional staffing was needed in the Enforcement 
Unit to assist in closing the cases faster. Mr. Sparks informed her that additional staff 
was not needed to assist and explained that data entry into the system was slightly 
more complex than it had been previously but that they are beginning to understand the 
system a little more and are also making changes to better fit the board as they go 
along. 

6. Osteopathic Medical Board Strategic Plan- Dennis Zanchi (DCA-SOLID): 

Mr. Zanchi, Manager, DCA Strategic Planning Unit gave a brief introduction and began 
explaining the strategic plan creation process. He advised that the Planning Process 
would take between 12- 16 weeks (roughly 1 quarter) to be completed depending on 
the processing timeframe, during which time the board will go through an Environmental 
Scan, Planning Session, Creation and Finalization of the plan, and Action Planning 
Process. During the Environmental Scanning Phase facilitators will conduct focus 
groups with board staff and gain further insight from board selected stakeholders (i.e. 
licensees, consumer groups, colleges, etc.). The Planning Unit will also interview both 
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the EO and all managers of the program in addition to holding separate interviews with 
all board members to discuss the strengths and weaknesses of the program to compile 
a report! subject matter which will be discussed during the Planning Session with Board 
members. During the Planning session facilitation plans will be provided to the board 
members who will establish goals and objectives over a two (2) day period for the board 
to accomplish over the next 3-5 years. Once the plan is finalized the documents will be 
brought back to the board for adoption and approval to post to the website. Mr. 
Higginbotham asked if there were any board members still present on the board that 
participated in the Strategic Planning Process for 2010-2015 and was advised by Mrs. 
Burton that Alan Howard had previously participated. Dr. Zammuto noted that it would 
be more beneficial if the entire board participated in the creation process of the strategic 
plan rather than creation of a subcommittee. 

7. Interstate Licensing Compact- Lisa Robin, MLA, Chief Advocacy Officer (FSMB): 

Ms. Robin gave an in depth PowerPoint presentation on the proposed Interstate 
Licensing Compact that the Federation of State Medical Boards introduced for national 
use by Healing Arts Boards to expedite the initial licensing process from state to state. 

Dr. Zammuto thanked Ms. Robins for her presentation and asked if she could provide 
additional information to the board regarding a topic that was introduced and discussed 
at a previous meeting regarding the compact He noted that the compact would require 
statute acceptance by state legislators and was concerned of how to protect or avoid 
the Medical Practice Act from being disrupted. Ms. Robin informed him that because the 
compact is a separate piece of legislation, States would have sorne leeway with regards 
to changing the forrnat or particular language to better meet their legislative 
requirements. However, the essential elements of the compact and its language would 
not be eligible for amendments. Since the cornpact is its own piece of legislation the 
Medical Practice Act should not be affected due to the separation. 

Dr. Xenos asked about the push for National Licensure and how long it had been 
occurring. Ms. Robin stated that in 2012 the first piece of legislation was drafted but was 
subsequently never introduced because rnany states sent opposition letters to their 
delegations as they felt it was a bad idea. However, since then there has been a huge 
lobby from Health IT Coalitions like Verizon and other major Tech Companies; Alliance 
for Connected Health formed of companies like Walgreens, Verizon, and United Health 
Care; and the American T elehealth Association that are really pushing for some relief 
and the implementation of H.R 3077 as an alternative. 

Mrs. Creason questioned whether or not arnendrnents would be allowed to the 
proposed legislation as she had heard somewhat conflicting information in a similar 
presentation given by another representative of the Federation whom stated that there 
could be no alteration of the language. Ms. Robin advised that both were correct and 
that although the essential information included in the legislation could not be changed, 
arnendrnents to certain language, numbering, or things that would affect the 
implementation of state requirements could be made. 
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8. D.O. Student Protection Against Discrimination- Jennifer Snyder (OPSC): 

Dr. Connett began the presentation by recusing himself from participation in any actions 
that may be taken by the board due to his presidential position held with OPSC's board. 
He made note that although he could not participate, he would make himself available 
for any questions that arouse or offer any historical information regarding the proposed 
legislation. 

Ms. Snyder introduced a bill proposal to the board regarding the discrimination of 
Osteopathic Medical Students by Residency Programs held at both University Systems 
and Private Training Programs. It was found that the programs have been denying 
osteopathic residents the ability to apply or obtain equal accessibility to the application 
process at these programs. OPSC felt that it was necessary to put into writing some 
protective measures in state law to ensure that osteopathic residents did not suffer from 
inequality, but also wanted to ensure that the language created did not infringe upon the 
medical training facilities ability to make a decision on an individual basis.based on an 
applicant's criteria and qualifications. An OPSC representative presented the bill to 
Assemblywoman Susan Bonilla who showed a willingness to author the bill, and has 
already sent the proposed language to legislative council for review. 

Dr. Xenos inquired about the push for uniformed graduate medical education residency 
sites -and wondered if expansion to uniformed accreditation systems would allow for 
more sites as med students are coming out, as she is unsure of the need for combined 
professions. Dr. Connett explained that with the increase of osteopathic graduates 
nationwide the profession is finding that there are now fewer positions available for 
graduates to apply for and be accepted into. Research has found that there are roughly 
25,000 graduate students between the Osteopathic and Allopathic professions that are 
competing for 33,000 residency slots leaving a surplus of about 7,500 positions for 
either foreign medical grads or osteopathic physicians. In addition there are roughly 
95,000 foreign and Caribbean allopathic graduates that are also looking to match into 
stateside programs as well. With 60% of Osteopathic Physicians matching into ACGME 
programs and the remaining 40% either going into Military or AOA accredited programs, 
OPSC felt that it was extremely important that there was some type of comradery 
between both professions to ensure that there is also continued AOA heritage and 
culture that is present in the training that is given and the ACGME sites that are 
attended by osteopathic residents. 

Mrs. Creason requested if the OMBC would support the issue brought forth and advised 
that parity between both osteopathic and allopathic graduates was important to the 
future of the osteopathic profession and to the access and availability of positions in the 
State of California. Although the bill is still in its early stages OPSC is asking that the 
board take action in supporting the concept of proposed legislation to prevent further 
discrimination of osteopathic residents. 
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• M- J. Lally, S- J. Xenos for support of the proposed legislation and concept 
brought forth by OPSC. 

• Roll Call Vote was taken Aye- Dr. Lally, Ms. Mercado, Dr. Xenos, Dr. Zammuto, 
Mrs. Williams; Nay- None; Abstention- Mr. Higginbotham; Recuse- Dr. 
Connett. 

9. Agenda Items for Next Board Meeting: 

• D.O. Student Protection Legislation - Discussion 

• Interstate Licensing Compact- Discussion 

10. Future Meeting Dates: 

• Thursday, May 7, 2015@ 10:00 am- Pomona 

• Thursday, September 17,2015@ 10:00 am- Tentative 

11. Public Comments 

There were no public comments. 

12. Adjournment 

There being no further business, the Meeting was adjourned at 11:59 a.m. 

• M- K. Higginbotham, 5- D. Connett to adjourn board meeting. 
• Roll Call Vote was taken Aye- Dr. Connett, Mr. Higginbotham, Dr. Lally, Ms. 

Mercado, Dr. Xenos, Dr. Zamrnuto, Mrs. Williams; Nay- None; Abstention
None. 
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AB-85 Open m eetings. (20 t5 ·20tt>) 

CALIFORNIA LEGISLATURE- 2015-20 16 REGULAR SESSION 

ASSEMBLY BILL No.SS 

Introduced by Assembl y Member Wil k 

January 06, 2015 

An act to amend Section 11121 of the Government Code, re lating to state government, and declaring 
the urgency t hereof, to take effect Immediately. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 85, as introduced, W1lk. Open meetings. 

The Bagley-Keene Open Meetmg Act requ ires that all meet1ngs of a state body, as defined, be open and public 
and that all persons be perm1tted to attend and participate m a meetmg 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, comm1ttee, or s1milar multimember body 
on which a member of a body serves in h1s or her official capac1ty as a representative of that state body and 
that is supported, in whole or in part, by funds prov1ded by the state body, whether the multimember body is 
organized and operated by the state body or by a private corporat1on. 

This bill would make legislat•ve findmgs and declarations, including, but not limited to, a statement of the 
Legislature's intent that this bill is declaratory of ex1st1ng law. 

This bill would declare that 1t is to take effect immediately as an urgency statute. 

Vote: 2/3 Appropriation: no Fisca l Committee: yes Local Program: no 

THE PEOPLE OF T l IE STATE Of CALIFORNIA DO ENACT AS FOLLOWS: 

SECTION 1. The Leg1slature finds and declares all of the following : 

(a) The unpublished dec1sion of the Th1rd Distnct Court of Appeals in Funeral Secunty Plans v. State Board of 
Funeral Directors ( 1994) 28 Cal. App.4th 1470 IS an accurate reflectiOn of leg1slat1Ve mtent w1th respect to the 
applicability of the Bagley Keene Open Meeting Act (Art1cle 9 (commencing with Sect1on 11120) of Chapter 1 of 
Part 1 of Division 3 of T1tle 2 of the Government Code) to a two-member standmg advisory comm1ttee of a state 
body. 
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{b) A two-member comm1ttee of a state body, even 1f operatmg solely in an adv1sory capac1ty, already 1s a 
"state body," as defmed 111 subdiVISIOn {d) of Sect1on 11121 of the Government Code, 1f a member of the state 
body sits on the comm1ttee and the comm1ttee rece1ves funds from the state body. 

(c) It 1s the 1ntent of the Legislature that th1s b1ll 1s declaratory of ex1st1ng law. 

SEC. 2. Section 1112! of the Government Code is amended to read : 

11121. As used in this arUcle, "state body" means each of the fol low1ng: 

(a) Every state board, or comm1ss1on, or s1milar multimember body of the state that 1S created by statute or 
requ1red by law to conduct off1c1al meetmgs and every comm1ss1on created by executive order 

{b) A board, comm1ss1on, committee, or s1milar mult1member body that exerc1ses any authonty of a state body 
delegated to 1t by that state body. 

(c) An advisory board, adv1sory commission, advtsory committee, adv1sory subcommittee, or similar 
multimember adv1sory body of a state body, if created by formal action of the state body or of any member of 
the state body, and 1f the advisory body so created consist s of three or more persons persons, except as in 
subdivision {d). 

(d) A board, commission, comm1ttee, or similar multimember body on which a member of a body that is a state 
body pursuant to th1s section serves 111 his or her offic1al capac1ty as a representative of that state body and that 
1s supported, m whole or 10 part, by funds provided by the state body, whether the mult1member body is 
organized and operated by the state body or by a pnvate corporat1on. 

SEC. 3. Th1s act IS an urgency statute necessary for the immediate preservation of the publ1c peace, health, or 
safety within the meanmg of Article IV of the Constitution and sha ll go into 1mmed1ate 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, 1t is necessary that act take effect immediately 
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AB-159 I nvestigational d rugs, biological products, and devices. ( 2015·2016) 

CALIFORNIA LEGISLATURE- 2015-2016 REGULAR SESSION 

ASSEMBLY BILL No. 159 

Introduced by Assembly Member Calderon 

January 21, 2015 

An act to add Article 4 .5 (commencing wit h 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 DlGEST 

AB 159, as Introduced, Calderon. Investigational drugs, brologrcal products, and devices. 

Exrsting law, the federal Food, Drug, and Cosmetrc Act, prohibrts a person from introducing into interstate 
commerce any new drug unless the drug has been approved by the federal Food and Drug Administra t ion 
(FDA). Existing law requires the sponsor of a new drug to subm1t to the FDA an Investigational new drug 
application and to then conduct a series of cl inica l trials to establish the safety and effi cacy 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 dev1ces and is administered by the State Department of Public Health. A violation of that law is a 
cnme. The Sherman Food, Drug, and Cosmetic Law prohrbits, among other things, the sale, delivery, or giving 
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 devrce has been approved pursuant to specified provisrons of federal law, mcluding the federal Food, 
Drug, and Cosmetrc Act. 

The Medrcal Practice Act provides for the licensure and regulatron of physrcians and surgeons by the Medical 
Board of Cahfornra and requires the board to take action agamst a licensee who rs charged wrth unprofessional 
conduct. The OsteopathiC Act provrdes for the licensure and regulation of osteopathic physic1ans and surgeons 
by the Osteopathic Med1cal Board of California and requires the board to enforce the Medical Pract1ce Act w1th 
respect to 1ts licensees. 

This b1ll would permit a manufacturer of an mvest•gational drug, b•ologrcal product, or device to make the 
product available to eligible patrents wrth termma l Illnesses, as specified. The brll would authorize, but not 
require, a health benef•t plan, as def•ned, to provide coverage for any Investigationa l drug, biologica l product, or 
device made available pursuant to these provisrons. The bill would prohibit the Medrcal Board of California and 
the Osteopathic Medical Board of California from taking any disciplinary actron aga1nst the license of a phys1cian 
based solely on tile physician's recommendation to an eligible patient regarding, or prescription for or treatment 
with, an investigational drug, biological product, or device, provided that the recommendation or prescription is 
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consistent with medical standar·ds of care. 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. The bill would prohibit an official, employee, or agent of the state from blocking an eligible patient's 

access to the investigational drug, biological product, or device pursuant to the bill's provisions. 

Vote: majority Appropriatron: 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. In this article, unless the context otherwise requir·es, the following definitions shall apply: 

(a) "Eligible patient" means a person who meets all of the following conditions: 

(1) Has a termrnal illness. 

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

Administration. 

(3) Has been unable to participate in a clinical trial for the terminal illness identified in paragraph (1) within 100 
miles of l1is or her home or has not been accepted to that clinical trial withitl one week of completion of the 

clinical trial application process. 

(4) Has received a recommendation from his or her 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 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 l1er physician attesting that the patrent has met the requirements of this 

subdivision. 

(b) "Health benefit plan" means any plan or program that pmvides, arranges, pays for, or reimburses the cost 

of health benefits. "Health benefit plan" includes, but is not limited to, a health care service plan contract issued 

by a health care service plan, as defined in Section 1345 of this code, and a policy of health insurance, as 

defined in Section 106 of the Insurance Code, issued by a health insurer. 

(c) "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 ar1d Drug Administration and remains 
under investigation in a clinical trial approved by the United States Food and Drug Administration 

(d) "Physician" means a physician and surgeon licensed uncler the Medical Practice Act or an osteopathic 

physician and surgeon licensed under the Osteopathic Act. 

(e) "State regulatory board" means the California Medical Board or the Osteopathic Medical Board of California. 

(f) "Terminal illness" means a disease that, without life-sustaining procedures, will result in death in the near 
future or· a state of permanent unconsciousness from which recovery is unlikely. 

(g) "Written, informed consent" means a written document that is signed by an eligible patient, or his or her 

legally autl1orized representative where the patient lacks the capacity to consent, and attested to by the 

patient's physician and a witness that, at a minimum, does all of the following: 

(1) Explains the currently approved products and treatments for the terminal illness from which the patient 

suffers. 
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(2) Attests to the fact that the patient, or where the patient lacks the capacity to consent, his or her legally 
authorized representative, concurs with the patient's physician in believing that all curre11tly approved and 
conventionally recognized treatments are unlikely to prolong the patient's life. 

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

(4) 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 physician's knowledge of the proposed treatment in 
conjunction with an awareness of the patient's condition. 

(5) 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. 

(6) 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. 

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

(8) States tl1at 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, biologica I product, or device. 

111548.2. (a) Notwitl1standing Section 110280, 111520, or 111550, a manufacturer of an investigational drug, 
biological product, or dev'1ce may make ava'ilable 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 or otherw'1se affect the coverage prov'1ded under Sect'1ons 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 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 p1·escription for or treatment with, an investigational drug, biological product, or 
device, provided that the recommendation or prescription is consistent with medical standards of care. 

(b) A state agency shall not alter 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. 

(c) An official, employee, or agent of this state shall not block or attempt to block an eligible patient's access to 
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an investigational drug, biological product, or device pursuant to this article. Counseling, advice, or a 
recommendation consistent with medical standards of care from an individual licensed under Division 2 
(commencing with Section 500) of the Business and Professions Code shall not be considered a violation of this 
section. 

(d) A violation of this section shall not be subject to Chapter 8 (commencing with Section 111825). 

111548.5. This article does not create a private cause of action against a manufacturer of an investigational drug, 
biological product, or device, or against any other person or entity involved in the care of an eligible patient 
using tile investigational drug, biological product, or device, for any harm done to the eligible patient resulting 
from the investigational drug, biological product, or device, so long as the manufacturer or other person or 
e11tity is complying in good faith witl1 the terms of this article, unless there was a failure to exercise reasonable 
care.l ..J~----~-~· 
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AB-333 Healing arts: continuing education. (2015 20 to) 

AMENDED IN ASSEMBLY !'lARCH 26, 2015 

CALIFORNIA LEGISLATURE- 20 15-2016 REGULAR SESSION 

ASSEMBLY BILL No.333 

Introduced by Assembly Member Me lendez 

February 13, 2015 

An act to amend Sect1on 49417 ~Hhe-Education Code, relatmg to pup1l health An act to add Section 
856 to the Business and Professions Code, relating to healing arts. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 333, as amended, Melendez. Puptl- health: automated external der1urtllators. Healing arts: continumg 
educatron. 

Exis ting law provrdes for the licensure and regulation of various healing arts licensees by various boards, as 
defined, within the Department of Consumer Affairs and imposes vanous continuing education requirements for 
license renewal. 

Thrs b1ll would allow specified healing arts licensees to apply one unit, as defined, of continuing education credit 
towards any required continuing education units for attending a course that results rn the licensee becoming a 
certrfied Instructor of cardiopulmonarv resuscitation (CPR) or the proper use of an automated external 
defibrillator ( ·AED), and would allow specified healing arts lrcensees to apply up to 2 units of contmuing 
educatiOn credrt towards any required continuing education units for conductmg CPR or AED trainrng sessions 
for employees of school districts and community college drstricts m the state. 

tx1stmg law authonzes a publiC- schoof to sohc1t and rece111e nonstate funds lo acqu•re and mamtam an 
automated external deftbnllator (AED). Ex1stmg law provtdes thal the em1>loyees of the school d1str1Ct are not 
liable for ctvtl damages resulting from certain uses, attempted uses, or nonuse5 of an AED, except as--provtded 
Extstmg law prov1des that a pubhc school or school dtstnct that complies w1th certain requtrements related to an 
AED ts not liable fot any ctvtl damages resultmg from any act or omiSSIOn "' the rendering of the emergency 
care or treatment, e)(cept ils- provtdee. 

rh1s btll would make a nonsubstant1ve change to these provts1ons 

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

TilE PEOPLE OF TilE STATE OF CALIFORN[J\ DO ENACT AS FOLLOWS: 

SECTION 1. Sect10n 856 1s added to the Busmess and Professions Code, to read: 
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856. (a) A person licensed pursuant to thts dtvtston who ts requtred to complete contmumg educatton umts as a 
condttton of renewmg hts or her license may apply one untt of contmumg educatton credtt towards that 
requirement for attendmg a course that results m the ltcensee becommg a certified mstructor of 
cardtopulmonary resuscttatton (CPR) or the proper use of an automated externa l deftbnllator (AED). 

(b) A person licensed pursuant to thts diviston who IS required to complete contlnumg education units as a 
condttion of renewing his or her license may apply up to two units of cont1nulng education credit towards that 
requirement for conducting CPR or AED training sesstons for employees of school dtstricts and communtty 
college distncts In the state. 

(c) For purposes of thts section, "un1t" means any measurement for cont1nu1ng education, such as hours or 
course credtts. 

SECTION !.Section 49417 of the Educatton Code ts amended to read : 

49417.{-a)A public school may sohot and r€<:etve nonstate funds tCH!cQutre and mau1ta1n an automat~d external 
deflbnllator (AED) . These funds shall anly be used to acquire and mamta111 an AED and to provtde trammg to 
school employees regard1ng the uc;e of-an AED. 

(b)Except as provtded 111 sulxliVt'i iOn (d), if an employee of a school dtstnct compltes wtth Sect1on 1714.21 of the 
Ctvll Coee 111 rent1enng emergency care or treatment through the use,-attempted use, or nonuse of an AED at 
the-scefle-Of an emergency, the employee shafl not be !table for any civtl damages resulttng from-any act or 
omtsston m the rendetlng of the emergency care or treatment 

(c)ExcepHis provtded m subdtvtston (-G) , tf -a pubhc school or schookltstnct complies wtth the r"t'QUtrements of 
SecttOA -l-797 196 of the Health and Safety -C-ode, the pubhc school or-school dtstnct shall be covered by Sectton 
1714.21-of the Ctvtl Code and shaH not be !table for any ctvtl damages resulttng from any act or omtsston tn the 
rendenng of the emergency care -or treatment 

(d)Subdtvistons (I)) and (c) do not -apply tn the case or personal tnJury or wrongful det1lh that results from gross 
negligence or Willful or wanton mtsconduct on the pat t or tile person who uses, attempts to use, or maltctously 
fatls to use an AED t<> render emergency care or treillmcnt. 

(e)Thts sectton does not alte• the reqUirements of Sectton 1797. 196 of the Health and Safety Code. 
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AB-483 Healing arts: initial license fees: proration. (2015 2016) 

CALIFORNIA LEGISLATURE- 2015-20 16 REGULAR SESSION 

ASSEMBLY BILL No.483 

Introduced by Assembly Member Patterson 
(Principal coauthor: Assembly Member Gordon) 

(Coauthors: Assembly Members Chang, Chavez, Grove, Obernolte, W aldron, and Wilk) 
(Coauthor: Senator Anderson) 

February 23, 2015 

An act to amend Sections 1724, 1944, 2435, 2538.57, 2570.16, 2688, 2987, 4842 .5, 4905, 4970, and 
5604 of the Business and Professions Code, relating to healing arts. 

LEGISLATIVE COU1 SEL'S DIGEST 

AB 483, as introduced , Patterson. Healing arts: init1all1cense fees: proration. 

Existing law provides for the regulation and l1censure of various professions and vocations . Existing law 
establishes fees for init ial licenses, initial temporary and permanent licenses, and original licenses for those 
various professions and vocations . Existing law requires that licenses issued to certain licensees, including, 
among others, architects, acupuncturists, dental hygienists, dentists, occupational therapists, physical 
therapists, physicians and surgeons, psychologists, and vetennarians, expire at 12 a.m. on either the last day of 
the birth month of the licensee or at 12 a.m. of the legal birth date of the licensee during the 2nd year of a 
2-year term, if not renewed. 

This bill would require that the fees 1mposed by these provis1ons for an 1n1tial license, an init1al temporary or 
permanent license, or an original license be prorated on a monthly basis. 

Vote : majority Appropriation: no Fisca I Committee: yes Local Program: no 

T l IE PEOPLE OF T l TESTATE OF CAUFORNI /\ DO ENACT AS FOLLOWS: 

SECTION 1. Section 1724 of the Business and Profess1ons Code 1s amended to read: 

1724. The amount of charges and fees for dent1sts licensed pursuant to this chapter shall be established by the 
board as is necessary for the purpose of carrymg out the responsibilities reqUired by th1s chapter as 1t relates to 
dent1sts, subject to the followmg limitations: 

(a) The fee for application for examination shall not exceed five hundred dollars ($500). 

(b) The fee for application for reexamination shall not exceed one hundred dollars ($100). 
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(c) The fee for examinatton and for reexam111atton shall not exceed etght hundred dollars ($800). Appltcants 
who are found to be tneligtble to take the examtnation shall be entttled to a refund In an amount fixed by the 
board. 

(d) The fee for an initial ltcense and for the renewal of a license is ftve hundred twenty-five dollars ($525). The 
fee for an mttiallicense fee shall be prorated on a monthly basts. 

(e) The fee for a spectal permtt shall not exceed three hundred dollars ($300}, and the renewal fee for a spectal 
permit shall not exceed one hundred dollars ($100). 

(f) The delinquency fee shall be the amount prescribed by Section 163.5. 

(g) The penalty for late regtstratton of change of place of practice shall not exceed seventy- ftve dollars ($75). 

(h) The application fee for permission to conduct an additional place of practice shall not exceed two hundred 
dollars ($200). 

(i) The renewal fee for an addtltonal place of practice shall not exceed one hundred dollars ($100). 

(j) The fee for issuance of a substitute certificate shall not exceed one hundred twenty- five dollars ($125). 

(k) The fee for a provider of continuing educatton shall not exceed two hundred fifty dollars ($250) per year. 

(I) The fee for application for a referral servtce permit and for renewal of that permtt shall not exceed 
twenty-five dollars ($25). 

(m) The fee for application for an extramura l facil ity permit and for the renewal of a permit shall not exceed 
twenty-five dollars ($25). 

The board shall report to the appropriate fiscal committees of each house of the legislature whenever the board 
increases any fee pursuant to thts section and shall spectfy the rattonale and JuStification for that mcrease. 

SEC. 2. Sectton 1944 of the Bus mess and Profess tons Code is amended to read: 

1944. (a) The committee shall establish by resolution the amount of the fees that relate to the licensing of a 
registered denta l hyg ienist, a registered dental hygienist in alternative practtce, and a registered dental 
hygienist in extended functions. The fees establtshed by board resolution tn effect on June 30, 2009, as they 
relate to the licensure of registered dental hygientsts, regtstered dental hygienists 1n alternative practice, and 
registered dental hygienists tn extended functtons, shall remam in effect until modified by the committee. The 
fees are subject to the followtng limttations: 

(1) The application fee for an onginal license and the fee for the issuance of an original license shall not exceed 
two hundred fifty dollars ($250). The fee for the issuance of an ong1nal license shall be prorated on a monthly 
baSIS. 

(2) The fee for examinatton for licensure as a registered dental hygtentst shall not exceed the actual cost of the 
examinatton. 

(3) For third- and fourth-year dental students, the fee for examinatton for licensure as a regtstered dental 
hygtenist shall not exceed the actual cost of the examination. 

(4) The fee for examination for licensure as a regtstered dental hygienist in extended functtons shall not exceed 
the actual cost of the examination. 

(5) The fee for examinatton for licensure as a regtstered dental hygtentst tn alternative practtce shall not exceed 
the actual cost of admtntstenng the examtnatton. 

(6 ) The btennial renewal fee shall not exceed one hundred sixty dollars {$160). 

(7) The delmquency fee shall not exceed one-half of the renewal fee. Any deltnquent license may be restored 
only upon payment of all fees, includtng the delinquency fee, and compliance wtth all other appltcable 
reqUirements of this article 

(8) The fee for tssuance of a duplicate license to replace one that tS lost or destroyed, or tn the event of a name 
change, shall not exceed twenty ftve dollars ($25) or one-half of the renewal fee, whichever tS greater. 

(9) The fee for certt fication of licensure shall nol exceed one-half of the renewal fee. 
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( LO) The fee for each curriculum review and site evaluatiOn for educational programs for dental hygienists who 
are not accred1ted by a comm1ttee-approved agency shall not exceed two thousand one hundred dollars 
($2,100). 

(11) The fee for each rev1ew or approval of course reqUirements for licensure or procedures that require 
add1t1onal trainmg shall not exceed seven hundred fifty dollars ($750). 

(12) The 1n1t1al applicat1on and b1enn1al fee for a prov1der of continUing educat1on shall not exceed f1ve hundred 
dollars ($500). 

( 13) The amount of fees payable in connection w1th permits 1ssued under Section 1962 is as follows: 

(A) The 1111tial permit fee 1s an amount equal to the renewal fee for the applicant's license to pract1ce dental 
hyg1ene 111 effect on the last regular renewal date before the date on wh1ch the permit 1s 1ssued. 

(B) If the permit wi ll exp1re less than one year after its Issuance, then the in1t1al permit fee is an amount equal 
to 50 percent of the renewal fee in effect on the last regular renewal date before the date on which the permit is 
issued. 

(b) The renewal and delinquency fees shall be fixed by the committee by resolution at not more than the 
current amount of the renewal fee for a license to practice under th1s article nor less than five dollars ($5). 

(c) Fees f1xed by the committee by resolution pursuant to th1s sect1on shall not be subject to the approval of the 
Office of Administrative Law. 

(d) Fees collected pursuant to this section shall be collected by the comm1ttee and deposited into the State 
Dental Hygiene Fund, which is hereby created. All money In this fund shall, upon appropriation by the 
Leg1slature in the annual Budget Act, be used to 1mplement H p "V">IOn of th1s article. 

(e) No fees or charges other than those listed m th1s section shall be lev1ed by the comm1ttee m connection w1th 
the licensure of reg1stered dental hygienists, reg1stered dental hyg1en1sts 111 alternat1ve practice, or reg1stered 
dental hyg1enists 111 extended functions. 

(f) The fee for reg1strat1on of an extramural dental fac11ity shall not exceed two hundred fifty dollars ($250). 

(g) The fee for registratiOn of a mobile dental hyg1ene un1t shall not exceed one hundred fifty dollars ($150). 

(h) The blenn1al renewal fee for a mob1le dental hygiene unit shall not exceed two hundred fifty dollars ($250). 

(i) The fee for an additional off1ce permit shall not exceed two hundred fifty dollars ($250). 

(j) The biennia l renewal fee for an add it ional office as descnbed 1n Section 1926.4 shall not exceed two hundred 
fifty dollars ($250). 

(k) The initial application and b1ennial special permit fee is an amount equal to the biennial renewal fee specified 
m paragraph (6) of subd1v1sion (a). 

(I) The fees in this section shall not exceed an amount sufficient to cover the reasonable regulatory cost of 
carrying out thE' prov1s1ons of th1s article. 

SEC. 3. SectiOn 2435 of the Business and ProfessiOns Code is amended to read: 

2435. The followmg fees apply to the licensure of phys1c1ans and surgeons: 

(a) Each applicant for a cert1f1cate based upon a nat1onal board diplomate cert1f1cate, each applicant for a 
cert1f1cate based on reciprocity, and each applicant for a cert1f1cate based upon written examination, shall pay a 
nonrefundable applicat1on and processing fee, as set forth m subdiviSIOn (b), at the time the application is filed. 

(b) The application and processing fee shall be fixed by the board by May 1 of each year, to become effect1ve on 
July 1 of that year. The fee shall be fixed at an amount necessary to recover the actual costs of the licensing 
program as projected for the fiscal year commencing on the date the fees become effective. 

(c) Each applicant who qualifies for a certificate, as a condition precedent to 1ts issuance, in addition to other 
fees required herein, sha ll pay an initial license fee, 1f any, 1t1 an amount fixed by the board consistent with this 
section. Tl1e mitial license fee shall not exceed seven hundred ninety dollars ($790) . The imtial license fee shall 
be pro1ated on a monthly basis. An applicant enrolled in an approved postgraduate tra ining program shall be 
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requrred to pay only 50 percent of the 1111t1al license fee. 

(d) The b1ennial renewal fee shall be fixed by the board cons1stent w1th th1s sect1on and shall not exceed seven 
hundred nrnety dollars ($790). 

(e) Notwithstanding subdiviSIOns (c) and (d), and to ensure that subdivision (k) of Sect1on 125.3 is revenue 
neutra l with regard to the board, the board may, by regulation, increase the amount of the initial license fee 
and the biennial renewa l fee by an amount required to recover both of the follow1ng: 

( 1) The average amount received by the board dunng the three f1scal years 1mmed1ately preceding July 1, 2006, 
as reimbursement for the reasonable costs of invest1gat1on and enforcement proceedings pursuant to Section 
125.3. 

(2) Any 1ncrease 1n the amount of invest1gat1on and enforcement costs incurred by the board after January 1, 
2006, that exceeds the average costs expended for investigation and enforcement costs during the three f1scal 
years immediately preced1ng July 1, 2006. When calculating the amount of costs for services for which the 
board paid an hourly rate, the board shall use the average number of hours for wh1ch the board paid for those 
costs over these prior three fiscal years, multip lied by the hourly rate paid by the board for those costs as of 
July 1, 2005. Beginn1ng January 1, 2009, the board sha ll instead use the average number of hours for which it 
paid for those costs over the three-year period of fiscal years 2005-06, 2006-07, and 2007-08, multipl ied by 
the hourly rate paid by the board for those costs as of July 1, 2005. In calculating the increase in the amount of 
investigation and enforcement costs, the board shall 1nclude only those costs for which 1t was eligible to obtam 
reimbursement under Sect1on 125.3 and shall not include probation monitonng costs and disciplinary costs, 
rncluding those assoc1ated w1th the citation and frne process and those required to Implement subdiv1s1on (b) (d) 
of Section 12529 of the Government Code. 

(f) Notwithstanding Section 163.5, the delinquency fee shall be 10 percent of the b1ennral renewal fee. 

(g) The duplicate cert1f1cate and endorsement fees shall each be f1fty dollars ($50), and the certification and 
letter of good standrng fees shall each be ten dollars ($10). 

(h) It IS the intent of the Legislature that, 111 setting fees pursuant to th1s section, the board shall seek to 
maintain a reserve in the Contingent Fund of the Medical Board of Cal1forn1a in an amount not less than two nor 
more than four months' operatrng expenditures. 

(i) Not later than January 1, 2012, the Offrce of State Aud1ts and Evaluatrons within the Department of Finance 
shall commence a prehm1nary review of the board's frnancial status, mcludmg, but not limrted to, 1ts proJeCtions 
related to expenses, revenues, and reserves, and the 1mpact of the loan from the Contrngent Fund of the 
Medrcal Board of Californ1a to the General Fund made pursuant to the Budget Act of 2008. The off1ce shall make 
the results of this review ava ilable upon request by June 1, 2012. This review shall be funded from the existing 
resources of the office during the 2011- 12 fi sca l year. 

SEC. 4. Section 2538.57 of the Business and Profess1ons Code IS amended to read: 

2538.57. The amount of fees and penalt1es prescribed by this article shall be those set forth in this sectron unless 
a lower fee is f1xed by the board: 

(a) The fee for applicants applymg for the first t1me for a license 1s seventy-frve dollars ($75), wh1ch shall not be 
refunded, except to applicants who are found to be ineligible to take an examinat1on for a license. Those 
applicants are entitled to a refund of fifty dollars ($50). 

(b) The fees for takmg or retaking the wntten and practical examrnations shall be amounts fixed by the board, 
whicll shall be equal to tile actua l cost of preparing, grad ing, analyzing, and admmistenng the examinations. 

(c) The initial temporary license fee is one hundred dollars ($100). The fee for an in1t1al temporary license shall 
be prorated on a monthly bas1s. The fee for renewal of a temporary license is one hundred dollars ($100) for 
each renewal. 

(d) The inrtial permanent license fee is two hundred erghty dollars ($280). The fee for an m1tial permanent 
license shall be prorated on a monthly basis. The fee for renewal of a permanent license is not more than two 
hundred eighty dollars ($280) for each renewal. 

(e) The initial branch office license fee is twenty-frve dollars ($25). The fee for renewal of a branch office lrcense 
is twenty-five dollars ($25) for each renewa l. 
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(f) The delinquency fee IS twenty-f1ve dollars ($25). 

(g) The fee for 1ssuance of a replacement license 1s twenty·f1ve dollars (S25). 

(h) The continuing education course approval appllcat1on fee is fifty dollars ($50). 

(I) The fee for offiCial cert1ficat1on of licensure is fifteen dollars ($15). 

SEC. 5. Section 2570.16 of the Business and Professions Code IS amended to read : 

2570.16. In1t1al license and renewal fees shall be established by the board 1n an amount that does not exceed a 
ce11ing of one hundred f1fty dollars ($150) per year. The tmttalltcense fee shall be prorated on a monthly basts. 
The board shall establish the following additional fees: 

(a) An applicat1on fee not to exceed fifty dollars ($50). 

(b) A late renewal fee as provided for in Section 2570.10. 

(c) A limited permit fee. 

(d) A fee to collect fingerprints for crimina l history record checks. 

SEC. 6. Section 2688 of the Business and Professions Code is amended to read: 

2688. The amount of fees assessed m connection w1th licenses 1ssued under th1s chapter IS as follows: 

(a) (1) The fee for an application for licensure as a phys1cal therap1st subm1tted to the board prior to March 1, 
2009, shall be seventy-five dollars ($75). The fee for an appl1cat10n subm1tted under Section 2653 to the board 
prior to March 1, 2009, shall be one hundred twenty-f1ve dollars ($125). 

(2) The fee for an application for licensure as a physical therapist submit ted to the board on or after March 1, 
2009, shall be one l1undred twenty-five dollars ($125). The fee for an application submitted under Section 2653 
to the board on or after March 1, 2009, shall be two hundred dollars ($200). 

(3) Notwithstandmg paragraphs (1) and (2), the board may decrease or mcrease the amount of an application 
fee under this subd1v1sion to an amount that does not exceed the cost of admmistenng the application process, 
but in no event shall the appllcat1on fee amount exceed three hundred dollars {$300). 

(b) The examination and reexamination fees for the phys1cal therap1st exam1nation, phys1cal therap1st ass1stant 
examination, and the examination to demonstrate knowledge of the California rules and regulations related to 
the practice of physical therapy shall be the actual cost to the boa rd of the development and writing of, or 
purchase of the examination, and grading of each written examination, plus the actual cost of administering 
each examination. The board, at its discretion, may requ1re the licensure applicant to pay the fee for the 
examinations requ1red by Sect1on 2636 directly to the organ1zat1on conductmg the examination. 

(c) {1) The fee for a phys1cal therap1st license issued prior to March 1, 2009, shall be seventy-five dollars ($75). 

(2) The fee for a phys1cal therap1st license ISsued on or after March 1, 2009, shall be one hundred dollars 
{$100). 

(3) Notw1thstand1ng paragraphs ( 1) and (2), the board may decrease or mcrease the amount of the fee under 
th1s subd1v1sion to an amount that does not exceed the cost of administering the process to issue the license, 
but in no event shall the fee to issue the license exceed one hundred fifty dollars ($150). 

(4) The fee assessed pursuant to this subdivtsion fot an initial physical tl1erapisl l icense isStJed on or after 
January 1, 201 6, shall be prorated on a monthly basts. 

(d) (1) The fee to renew a phys1cal therap1st license that expires pnor to Apnl 1, 2009, shall be one hundred 
fifty dollars {$150). 

(2) The fee to renew a phys1cal therapist license that exp1res on or after April 1, 2009, shall be two hundred 
dollars ($200). 

(3) Notwithstanding paragraphs (1) and (2), the board may decrease or 1ncrease the amollnt of the renewal fee 
under this subdivision to an amount that does not exceed lhe cost of the renewal process, but in no event shall 
the renewal fee amount exceed three hundred dollars ($300). 
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(e) (1} The fee for appllcat1on and for 1ssuance of a phys1cal therapist ass1stant license shall be seventy-five 
dollars ($75) for an appllcat1on subm1tted to the board pnor to March 1, 2009. 

(2) The fee for application and for 1ssuance of a physical therapist ass1stant license shall be one hundred 
twenty-five dollars ($125) for an application subm1tted to the board on or after March 1, 2009. The fee for an 
application submitted under Section 2653 to the board on or after March 1, 2009, shall be two hundred dollars 
($200). 

(3) Notwithstandmg paragraphs (1) and (2), the board may decrease or increase the amount of the fee under 
this subdiviSIOn to an amount that does not exceed the cost of administering the appl1cation process, but in no 
event shall the applicatiOn fee amount exceed three hundred dollars ($300). 

(f) {1) The fee to renew a physical therapist ass1stant license that exp1res pnor to Apnl 1, 2009, shall be one 
hundred fifty dollars ($150). 

(2) The fee to renew a phys1cal therapist assistant license that expires on or after April 1, 2009, shall be two 
hundred dollars ($200). 

(3) Notwithstanding paragraphs (1) and (2), the board may decrease or increase the amount of the renewal fee 
under this subdivision to an amount that does not exceed the cost of the renewal process, but in no event shall 
the renewal fee amount exceed three hundred dollars ($300). 

(g) Notwithstanding Sect1on 163.5, the delinquency fee shall be 50 percent of the renewal fee 111 effect. 

(h) (1} The duplicate wall certificate fee shall be fifty dollars ($50). The duplicate renewal rece1pt fee amount 
shall be fifty dollars ($50). 

(2) Notwithstandmg paragraph (1}, the board may decrease or increase the amount of the fee under this 
subdivision to an amount that does not exceed the cost of issuing duplicates, but 111 no event shall that fee 
exceed one hundred dollars ($100). 

(i) (1) The endorsement or letter of good standing fee shall be sixty dollars ($60}. 

(2) Notwithstanding paragraph ( 1). the board may decrease or 1ncrease the amount of the fee under this 
subdivision to an amount that does not exceed the cost of ISSumg an endorsement or letter, but 111 no event 
shall the fee amount exceed one hundred dollars ($100). 

SEC. 7. Sect1on 2987 of the Bus1ness and Profess1ons Code is amended to read: 

2987. The amount of the fees prescribed by this chapter shall be determined by the board, and shall be as 
follows: 

(a) The application fee for a psychologist shall not be more than fifty dollars ($50) . 

(b) The examination and reexamination fees for the exammat1ons shall be the actual cost to the board of 
developmg, purchasing, and grad1ng of each exammation, plus the actual cost to the board of administenng 
each examination. 

(c) The in1tial license fee 1s an amount equal to the renewal fee in effect on the last regular renewal date before 
the date on which the license 1s 1ssued. The mttialltcense fee shall be prorated on a monthly basis. 

(d) The bienmal renewal fee for a psychologist shall be four hundred dollars ($400). The board may 1ncrease the 
renewal fee to an amount not to exceed five hundred dollars ($500). 

(e) The applicatiOn fee for registration and supervision of a psychological ass1stant by a supervisor under 
Section 2913, which Is payable by that supervisor, shall not be more than seventy·f1ve dollars ($75). 

(f) The annual renewal fee for registration of a psychologiCal assistant shall not be more than seventy-five 
dollars (S75). 

{g) The duplicate license or registration fee is five dollars {$5). 

(h) The delinquency fee IS twenty-five dollars {$25). 

(i) The endorsement fee IS five dollars ($5). 

Notwithstanding any other prov1s1on of law, the board may reduce any fee prescnbed by this section, when, in 

6 of9 4/3/20 15 2:05 PM 

https://rc.ca.gov/faces/bi
http://legi


     Bil l Text - AB-483 Healing arts: initial license fees: proration. hlt.p ://1 cginfo. lcgislaturc.ca . gov/ l~t ccs /b i llNa vCI ient.x html?bi ll_it1=20 ... 

1ts discretion, the board deems it administratively appropriate. 

SEC. 8. Section 4842.5 of the Business and Professions Code IS amended to read: 

4842.5. The amount of fees prescribed by this article is that fixed by the fol lowing schedule: 

(a) The fee for fi ling an application for examination shall be set by the board in an amount it determines is 
reasonably necessary to provide sufficient funds to carry out the purposes of this chapter, not to exceed three 
hundred fifty dollars {$350). 

{b) The fee for the California registered veterinary technician examination shall be set by the board in an 

amount i t determines is reasonably necessary to provide sufficient funds to carry out the purposes of this 
chapter, not to exceed three hundred dolla rs ($300). 

(c) The lnttial registration fee shall be set by the board at not more than three hundred fifty dollars (~SO), 

exeept that, If t-he l1cense IS 1ssuee less than one year before the date on wh1ch 1t will exptre, tt-len tAe ~ee 
($350) and shall be set by the board at not more than OAe hundree seventy-ffve deHaFS {$175). prorated on a 
monthly basis. The board may adopt regulations to provide for the waiver or refund of the init ial registration fee 
where when the registration is issued less than 45 days before the date on which it will expire. 

(d) The biennial renewal fee shall be set by the board at not more than three hundred fifty dollars ($350). 

(e) The delinquency fee shall be set by the board at not more than fifty dollars {$50). 

(f) Any charge made for duplication or other services shall be set at the cost of rendering the services. 

{g) The fee for filing an application for approval of a school or insti tution offering a curriculum for training 

registered veterinary technicians pursuant to Section 4843 shall be set by the board at an amount not to exceed 
three hundred dollars ($300). The school or institution shall also pay for the actual costs of an onstte mspection 
conducted by the board pursuant to Section 2065.6 of Tit le 16 of the California Code of Regulations, including, 
but not lim ited to, the travel, food, and lodging expenses incurred by an inspection team sent by the board. 

(h) The fee for failure to report a change in the mailing address is twenty-five dollars ($25). 

SEC. 9. Section 4905 of the Business and Professions Code is amended to read : 

4905. The following fees shall be collected by the board and shall be credited to the Veterinary Medica l Board 
Contingent Fund: 

(a) The fee for fil ing an application for examination shall be set by the board in an amount it determines is 
reasonably necessary to provide sufficient funds to carry out the purpose of this chapter, not to exceed three 
hundred fifty dollars ($350). 

(b) The fee for the California state boa rd examination shall be set by the board in an amount it determines is 
reasonably necessary to provide sufficient funds to carry out the purpose of th is chapter, not to exceed three 
hundred fifty dollars ($350). 

(c) The fee for the Veterinary Medicine Practice Act examination shall be set by the board in an amount it 
determines reasonably necessary to provide sufficient funds to carry out the purpose of this chapter, not to 
exceed one hundred dollars {$100). 

(d) The initial license fee shall be set by the board not to exceed five hundred dollars ($500) except that,-if the 

license is Issued less than one year before the date on wh1ch It will e-xp1re, then the fee and shall be set by the 
board at not to exceed two hundred f1fty dollars-($250). prorated on a monthly basis. The board may, by 
appropriate regulation, provide for the waiver or refund of the initial license fee where when the license is issued 
less than 45 days before the date on which it will expire. 

(e) The renewal fee shall be set by the board for each biennial renewal period in an amount it determines is 
reasonably necessary to provide sufficient funds to carry out the purpose of this chapter, not to exceed five 
hundred dolla rs ($500). 

(f) The temporary license fee shall be set by the board in an amount 1t determines is reasonably necessary to 
provide sufficient funds to carry out the purpose of this chapter, not to exceed two hundred fifty dollars ($250). 

(g) The delinquency fee shall be set by the board, not to exceed fifty dollars ($50). 
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(h) The fee for issuance of a duplicate license 1s twenty- f1ve dollars ($25). 

(i) Any charge made for dLiplication or other services shall be set at the cost of rendering the serv1ce, except as 
specified in subdivision (h). 

(j) The fee for fai lure to report a cha nge in the mailing address is twenty-five dollars ($25). 

(k) The initlal and annual renewal fees for registration of veterinary premises shall be set by the board In an 

amount not to exceed four hundred dollars ($400) annually. 

{I) l f the money transferred from the Veterinary Medical Board Contingent Fund to the General Fund pursuant to 
the Budget Act of 1991 is redeposited into the Veterinary Medical Board Contingent Fund, the fees assessed by 
the board shall be reduced correspondingly. However, the reduction shall not be so great as to cause the 

Veterinary Medical Board Contingent Fund to have a reserve of less than three months of annual authorized 
boa rd expenditures. The fees set by the board shall not result in a Veterinary tvledical Board Contingent Fund 
reserve of more than 10 months of annual authorized board expenditures. 

SEC. 10. Section 4970 of the Business and Professions Code is amended to read: 

4970. The amount of fees prescribed for licensed acupuncturis ts shall be those set forth in this section unless a 
lower fee is fix ed by the board in accordance with Section 4972: 

(a) The application fee shall be seventy-five dolla rs ($ 75) . 

{b) The examination and reexamination fees shall be the actual cost to the Acupuncture Board for the 
development and wri ting of, grading, and administering of each examination. 

(c) The ini tial license fee shall be three hundred twenty-five dollars ($325), except that 1f the hceAse w1il expire 
less than one year after 1ts Issuance, then the 1n1t1al license fee shall be an amount equal to 50 percent of the 
Initial license fee. ($325) and shall be prorated on a monthly basis. 

(d ) The renewal fee shall be three hundred twenty-fi ve dollars ($325) and in the event a lower fee is fixed by 
the board, shall be an amount sufficient to support the functions of the board in the administration of th is 
chapter. The renewal fee shall be assessed on an annual basis until January 1, 1996, and on and after that date 
the board shall assess the renewa l fee biennially . 

(e) The delinquency fee shall be set in accordance with Section 163 .5 . 

( f) The applicatiOn fee for the approval of a school or college under Section 4939 shall be three thousand dollars 
($3,000 ). This subdivision shall become inoperative on January 1, 2017. 

(g) The duplicate wall l icense fee is an amount equal to the cost to the boa rd for the tssuance of the duplicate 

license. 

(h) The duplicate renewal receipt fee is ten dol lars ($10). 

(i) The endorsement fee is ten dollars ($10). 

(j ) The fee for a duplicate license for an additional office location as required under Section 4961 shall be fifteen 

dollars ($15). 

SEC. 11. Sect ion 5604 of the Business and Professions Code is amended to read : 

5604. The fees prescribed by tl1is chapter for architect applicants or architect licenseholders shall be fixed by the 

board as follows: 

(a) The application fee for reviewing a candidate's eligibi li ty to take any section of the examination may shall 
not exceed one hundred dollars ($ 100). 

( b) The fee for any section of the examination administered by the boa rd may sllall not exceed one hundred 

dollars ($100). 

(c) The fee for an original license at an amount equal to the renewal fee in effect at the time the license is 
issued, except that, If the issued. The fee for an original l icense IS issued ~ess than one year before the date on 
which it will expire, then the fee shall be ftxed at an amoun~ equal to 50 percent of the renewal fee in effect at 
the time the ltcense is 1ssued. prorated on a monthly basis. The board may, by appropriate regulation, provide 
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for the wa1ver or refund of the fee for an original license If the license IS ISSued less than 45 days before the 
date on wh1ch 1t wil l exp1re. 

(d) The fee for an apphcat1on for reciprocity f"ldy shall not exceed one hundred dollars ($100). 

(e) The fee for a duplicate license r1ay shall not exceed twenty-f1ve dollars ($25). 

(f) The renewal fee m shall not exceed four hundred dollars ($400) . 

(g) The delinquency fee nH( shall not exceed 50 percent of the renewal fee. 

(h) The fee for a ret1red license mo1y shall not exceed the fee prescnbed 1n subd1v1S10n (c). 
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LEGISLATIVE INFORMATION 

AB-611 Controlled substances: prescriptions: reporting. (2015·2016) 

AMENDED IN ASSEMBLY MARCH 24, 2015 

CALIFORNIA LEGISLATURE- 2015-20 16 REGULAR SESSION 

ASSEMBLY BILL No.611 

Introduced by Assembly Member Dahle 

February 24, 2015 

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

LEGISLATIVE COUNSEL'S DIGEST 

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

Existing law requires certain health care practitioners and pharmacists to apply to the Department of Justice to 

obtain approval to access information conta ined in the Controlled Substance Utilization Review and Evaluation 
System (CURES) Prescription Drug Monitoring Program (PDMP) regarding the control led substance history of a 
patient under l1is or her care. Existing law requires the Department of Justice, upon approval of an application, 
to provide the approved health care practitioner or pharmacist the history of controlled substances dispensed to 
an individual under his or her care. Existing law authorizes an application to be denied, or a subscriber to be 
suspended, for specified reasons, including, among others, a subscriber accessing information for any reason 
other than caring for his or her patients. 

This bi ll would also authorize an individual designated to investigate a holder of a professional license to apply 
to the Department of Justice to obtain approval to access information contarned in the CURES POMP regarding 
the controlled substance history of an applicant or a licensee for the purpose of investigating the alleged 
substance abuse of a licensee. The bi ll would, upon approval of an application, require the department to 
provide to the approved individual the history of controlled substances dispensed to the licensee. The bill would 

clarify that only a subscriber who is a health care practitiOner or a pharmacist may have an application denied 
or be suspended for accessing subscriber information for any reason other than caring for his or her patients. 
The bill would also specify that an application may be denied, or a subscriber may be suspended, if a subscriber 
who has been designated to investigate the holder of a professional license accesses information for any reason 
other than investigating the holder ofa professional license. 

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

THE PEOPLE OF TT IE STATE OF CALIFORNIA DO EN/\CT AS FOLLOWS: 

SECTION 1. Section 11165.1 of the Health and Safety Code is amended to read: 
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11165.1. (a) (1) (A) (1) A health care practitioner authorized to prescribe, order, adm1mster, furnish, or dispense 
Schedule II, Schedule lll, or Schedule IV control led substances pursuant to Section 11150 shall, before January 
1, 2016, or upon receipt of a federal Drug Enforcement Administra tion (DEA) registration, whichever occurs 
later, submit an application developed by the Department of Justice to obtain approval to access Information 
online regarding the controlled substance history of a patient that is stored on the Internet and maintained 

withi n the Department of Justice, and, upon approval, the department shall re lease to that practitioner the 
electronic history of controlled substances dispensed to an individua l under h1s or her care based on data 
contained in the CURES Prescription Drug f'tlonitoring Program (POMP). 

(ii) A pharmaCISt shall, before January 1, 2016, or upon licensure, whichever occurs later, submit an application 

developed by the Department of Justice to obtain approval to access information online regarding the controlled 
substance history of a patient that is stored on the Internet and maintained within the Department of Justice, 
and, upon approva l, the department shall release to tha t pha rmacist the electronic history of controlled 
substances dispensed to an individual under his or her care based on da ta contained in the CURES PDrviP. 

(ii i) An rnd1vidual designated by a board, bureau, or program within the Depa rtment of Consumer Affa irs to 
investigate a holder of a professional license may, for the purpose of investigating the alleged substance abuse 
of a licensee, submit an application developed by the Department of Justice to obtain approval to access 
informa tion online regarding the controlled substance history of a licensee that is stored on the Internet and 

maintained within the Department of Justice, and, upon approval, the department sha ll release to that individua l 
the electronic history of controlled substances dispensed to the licensee based on data contained in the CURES 
POMP. The application shall conta in facts demonstrat ing the probable cause to believe the licensee has violated 
a law governing controlled substances. 

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

(i) Materially fa lsifying an application for a subscnber. 

(ii) Failure to maintain effective controls for access to the patient activity report. 

(ii i) Suspended or revoked federal DEA regis tration. 

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

(v) Any subscriber described in clause (i) or (II) of subparagrap/1 (A) accessing information for any other reason 
than caring for his or her patients. 

(vi) Any subscriber described in clause (iii) of subparagraph (A) accessing information for any other reason than 
investigating tile holder of a professional license. 

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

(2) A health care practitioner authorized to prescribe, order, administer, furnish, or dispense Schedule II, 

Schedule Ill, or Schedule IV controlled substances pursuant to Section 11150 or a pharmacist shall be deemed 
to have complied with paragraph (1) if the licensed health care practitioner or pharmacist has been approved to 
access the CURES database through the process developed pursuant to subdivision (a) of Section 209 of the 
Business and Professions Code. 

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

(c) In order to prevent the Inappropriate, improper, or i llegal use of Schedule II, Schedule III, or Schedule IV 
controlled substances, the Department of Justice may init iate the referral of the history of controlled substances 
dispensed to an individual based on data contained in CURES to licensed hea lth care practit ioners, pharmacists, 
or both, providing care or services to the individual. 

(d) The history of controlled substances dispensed to an ind1v1dual based on data conta ined 1n CURES that is 
received by an authorized subscriber from the Department of Justice pursuant to this section shall be cons1dered 
medical information subject to the provisions of the Confidentiality of Medical Information Act contained in Part 
2.6 (commencing with SectiOn 56) of Div1sion 1 of the Civi l Code. 

(e) Information concern1ng a patient's control led substance h1story provided to an authorized subscriber 
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pursuant to this section shall include prescriptions for controlled substances listed in Sections 1308.12, 1308.13, 

and 1308.14 of Title 21 of the Code of Federal Regulations. 

------------------------ --------- -·------·--1 
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AB- 750 Business and professions: retired category: licenses. (2o t s-zo t6) 

AMENDED IN ASSEMBLY APRIL 06, 2015 

CALIFORNIA LEGISLATURE- 2015-20 16 REGULAR SESSION 

ASSEMBLY BILL No.750 

Introduced by Assembly Member Low 

February 25, 2015 

An act to-am end add Section 462 of 463 to the Business and Professions Code, re lating to business and 

professions. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 750, as amended, Low. Business and professions: retired category: licenses. 

Existing law provides for numerous boards, bureaus, commissions, or programs within the Department of 
Consumer Affatrs, Affairs that administer the licensing and regulation of various businesses and professions. 
Existing law authorizes any of the boards, bureaus, commissions, or programs within the department, except as 
speci fied, to establish by regulation a system for an inactive category of license for persons who are not actively 
engaged in the practice of their profession or vocation. Under existing law, the holder of an inactive license is 

prohibited from engaging in any activity for which a license is required. Existing law defines "board" for these 
purposes to include, unless expressly provided otherwise, a bureau, commission, committee, department, 
division, examinmg committee, program, and agency. 

Th1s bil l would additionally authorize any of the boards, bureaus, commiSSions, or programs within the 

department,e.>ECept as~pecified, department to establish by regulation a system for a retired category of license 
for persons who are not actively engaged in the practice of their profession or vocation, and would prohibit the 
holder of a retired license from engaging in any activity for which a license is reqUired required, unless 
regulation specifies the criteria for a retired licensee to practiCe his or her profession. The bill would authorize a 
board upon its own determmation, and would require a board upon recetpt of a complaint from any person, to 

investigate the actions of any licensee, mcluding, among others, a person with a license that is retired or 
inactive. 

Vote: majority Appropriat ion : no Fiscal Committee : yes Local Program: no 

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

SECTION 1. Section 463 is added to the Business and Professions Code, to read: 

463. (a) Any of the boards, bureaus, commissions, or programs withm the department may establish, by 
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regulation, a system for a retired category of l1censure for persons who are not act1vely engaged in the practice 
of their profession or vocation. 

(b) The regulation shall contain the following: 

(1) The holder of a ret1red license issued pursuant to this sect1on shall not engage in any activity for wh1ch a 
license is reqUired, unless the board, by regulation, specifies the cntena for a retired l1censee to practice his or 
her profession or vocation. 

(2) The holder of a retired license shall not be requrred to renew that license. 

(3) In order for the holder of a retired license issued pursuant to this section to restore his or her license to an 
active status, the holder of that license shall meet al l the fol lowing: 

(A) Pay a fee established by regulatron. 

(B) Not have committed an act or crime constituting grounds for denia l of licensure. 

(C) Comply with the fingerprin t submission requirements established by regulation. 

(D) If the board requires completion of continuing education for renewal of an active license, complete 
continuing education equivalent to that required for renewal of an active license, unless a different requirement 
is specified by the board. 

(E) Complete any other requirements as specified by the board by regulat ion. 

(c) A board may upon its own determination, and sha ll upon receipt of a complaint from any person, investigate 
the actions of any licensee, including a person with a license that either restricts or prohibits the practice of that 
person in his or her profession or vocation, including, but not limited to, a license that is retired, inactive, 
canceled, revoked, or suspended. 

SECTION l.Section 462 of the Business and Professions Code is amended to read . 

462.(a)Any of the boards, bureaus, commiSSIOns, or programs w1thin the department may establ1sh, by 
regulation, a system for an Inactive and a retired category of licensure for persons who are not act1vely eng-aged 
111 the pract1ce of the1r profess1on or vocation. 

(b)The-regulatlon shall contarn the following prov1sions ' 

ft~Re !~older of an rnactive or f'etlred license 1ssue~ plH'suant ~o thissectien-shal~ ne~-engage •n -any activity for 
whtch a lieense is requrred. 

{-2)AA-rnac-ttve l1eense-tSSued puFSuan~ to ti"Hs sectien shall be renewed-dttrmg -the 5ame time penod in which an 
actrve license tS renewed The noleer of an inactrve license need not comply with any conttnumg education 
requrrement for renewal of an active license. 

(3)The renewal fee for a ltcense In an act1ve status shall apply also for a renewal of a license m an 1nactrve 
status, unless a lesser renewal fee IS specrfied by the board. 

(4)In order for the holder of an Inactive l1cense 1ssued pursuant to th1s sect1on to restore his or her license to an 
active status, the holder of an tnacHve license shall comply with al l the following : 

(A)Pay the renewal fee. 

(B)lf the board reqUires completiOn of contrnUtng educat1on for renewal of an act1ve license, complete contmurng 
educat1on eqUivalent to that requ1red for renewal of an actrve ltcense, unless a different requrrement IS specified 
by the board. 

(E)TAIS sect1on shall not apply to any hea lmg arts boa rd as spec1fled 1n SectiOn 701. 
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AB- 1060 Professions and vocations: licensure. (2015 ·20to) 

AMENDED IN ASSEt-1BLY I'IARCH 26, 2015 

CALIFORNIA LEGISLATURE- 2015-2016 REGULAR SESSION 

ASSEMBLY BILL No. 1060 

Introduced by Assembly Member Bonilla 

February 26, 2015 

An act to amend Section 491 of the Business and Professions Code, relating to professions and 
vocations . 

LEGISLATIVE COU 'SEL'S DIGEST 

AB 1060, as amended, Bon1lla. Professions and vocat1ons: licensure. 

Existing law prov1des for the l1censure and regulat1on of various professions and vocations by boards with1n the 
Department of ConSLimer Affairs. Existing law authonzes a board to suspend or revoke a license on the ground 
that the licensee has been convicted of a crime, If the cnme is substantially related to the qualifications, 
functions, or duties of the business or profession for which the license was issued. Existing law requires the 
board, upon suspension or revocation of a license, to provide the ex-l icensee with certain informat1on pertain1ng 
to rehabi litation, reinstatement, or reduction of penalty, as specified . 

Th1s bill would authon require the board to prov1de that information through first -class ma1l and by €lectroruc 
means. emat11f the board has an email address on ftle for the ex-licensee. 

Vote: maJOrity Appropnauon: no Fiscal Comm1ttee: yes Local Program: no 

TH E PEOPLE OF THE STATE OF CA LI FORNIA DO ENACT AS FOLLOWS: 

SECTION 1. Section 491 of the Business and Professions Code is amended to read: 

491 . (a) Upon suspension or revocation of a l1cense by a board on one or more of the grounds specified m 
Section 490, the board shall: 

(1} Send a copy of the prov1s1ons of Sect1on 11522 of the Government Code to the ex-licensee. 

(2) Send a copy of the cntena relatmg to rehabilitation formulated under Sect1on 482 to the ex-licensee. 

(b) Subdivision (a) IJlclY shall be sat1sfied through fwst -class mall and by eleclromc mf'ans email if the board 
has an email address on file for the ex-licensee. 
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SB-277 Public health: vaccination s. 1!015 ~0161 

AMENDED IN SENATE APRIL 09, 20 15 

CALIFORNIA LEGISLATURE- 20 15-2016 REGULAR SESSION 

SENATE BILL No.277 

Introduced by Senators Pan and Allen 
(Principa l coauthor: Assembly Member Gonzalez) 

(Coauthors: Senators Beall, Block, De Leon, Ha ll, Hertzberg, H ill, Jackson, Leno, McGuire, 
Mitchell, Stone, Wieckowski, and Wolk) 

(Coauthors: Assembly Me mbers Baker, Chiu, Cooper, Low, McCarty, Nazarian, Rendon, 
Mark Stone, and Wood) 

February 19, 2015 

An act to add Section 48980.5 to the Education Code, and to amend Sectton l20325 Sections 120325, 
120335, and 120370 of, and to repeal -and add Section 120365 of, the Health and Safety Code, relating 

to public health. 

LEGISLATIVE COUNSEL'S D IGEST 

SB 277, as amended, Pan. Public health: vaccinations. 

(1) Ex1sting law proh1bits the governing authority of a school or other lnstttLJtton from uncondt tionally admitting 
any person as a pLiptl of any public or private elementary or secondary school, cht ld care center, day nursery, 
nursery school, family day care home, or development center, unless pnor to h1s or her admission to that 
1nst1tutlon he or she has been fully immunized agamst various d1seases, Including measles, mumps, and 
pertuSSIS, subject to any specific age criteria. Existing law authorizes an exempt1on from those provisions for 
med1cal reasons or because of personal beltefs, if speetf1ed forms are submitted to the governing authonty. 
Extstmg law reqwres the governmg authonty of a school or other mstttutton to reqwre documentary proof of 
each entrant's tmmumzattOn status. Existmg law authonzes the governmg authonty of a school or other 
mstttution to temporarily exclude a child from the school or 111stttution if the authonty has good cause to believe 
that the child has been exposed to one of those diseases, as speetfted 

ThiS b1ll would eliminate the exempt1on from immunization based upon personal beltefs. Thts bt/1 would except a 
home-based pnvate school from the prohtbitton descnbed above of all of the school's puptls are restdents of the 
household or are members of a single famtly. The bi/1 would narrow the authonzation for temporary excluston to 
make tt appltcable only to a child whose documentary proof of tmmumzatton status does not show proof of 
tmmunlzatton agamst one of the diseases descnbed above. The bill would make conforming changes to related 
prov1sions. 

(2) Existing law requires the governing boa rd of a school dtstrict, at the beginnmg of tile f1rst semester or 
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quarter of tl1e regular school term, to make certain notifications to parents or guardians of minor pupils 

including, among others, specified rights and responsibilities of a parent or guardian and specified school district 

policies and procedures. 

This bill would reqUire the governing board of a school district to also include In the notifications provided to 

par·ents or guardians of minor pupils at the beginning of the regular school term the immunization rates for the 

school in which a pupil is enrolled for each required immunization. By requiring school districts to notify parents 

or guardians of school immunization rates, the bill would impose a state-mandated local program. 

(3) The California Constitution requires the state to reimburse local agencies and school districts for certain 

costs mandated by the state. Statutory provisions establish procedures for making that reimbursement. 

This bill would provide that, if the Commission on State Mandates determines that the bill contains costs 

mandated by the state, reimbursement for those costs shall be made pursuant to these statutory provisions. 

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

THE PEOPLE OF TI-lE STATE OF CALIFOENIA DO ENACT AS FOLLOWS: 

SECTION 1. Section 48980.5 is added to the Education Code, to read: 

48980.5. The notification required pursuant to Section 48980 shall also include the immunization rates for the 

school in which a pupil is enrolled for each of the immunizations required pursuant to Section 120335 of the 

Health and Safety Code. 

SEC. 2. Section 120325 of the Health and Safety Code is amended to read: 

120325. In enacting this chapter, but excluding Section 120380, and in enacting Sections 120400, 120405, 

120410, and 120415, it is the intent of the Legislature to provide: 

(a) A means for the eventual achievement of total immunization of appropriate age groups against the following 

childhood diseases: 

(1) Diphtheria. 

(2) Hepatitis B. 

(3) Haemophilus lnfluenzae type b. 

(4) Measles. 

(5) Mumps. 

(6) Pertussis (whooping cough). 

(7) Poliomyelitis. 

(8) Rubella. 

(9) Tetanus. 

(10) Varicella (chickenpox). 

(11) Any other disease deemed appropriate by the department, taking into consideration the recommendations 

of the Advisory Committee on Immunization Practices of the United States Department of Health and Human 

Services, the American Academy of Pediatrics, and the American Academy of Family Physicians. 

(b) That the persons required to be immunized be allowed to obtain immunizations from whatever medical 

source they so desire, subject only to the condition that the immunization be performed in accordance with the 

regulations of the department and that a record of the immunization is made in accordance with the regulations. 

(c) Exemptions from immunization for medical reasons. 

(d) For the keeping of adequate records of immunization so that health departments, schools, and other 

institutions, parents or guardians, and the persons immunized will be able to ascertain that a child is fully or 

only partially immunized, and so that appropriate public agencies will be able to ascertain the immunization 
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needs of groups of chi ldren 1n schools or other institutions. 

(e) Incent1ves to public hea lth authorities to design innovative and creative programs that will promote and 
achieve full and timely immunization of chi ldren. 

SEC. 3. Section 120335 of the Health and Safety Code is amended to read: 

120335. (a) As used In this chapter, "governing authority" means the govermng board of each school d1stnct or 
the authority of each other private or public institution responsible for the operation and control of the 

insti tution or the principal or administrator of each school or institution. 

(b) The governing authonty shall not uncond1t1onally admit any person as a pupil of any pnvate or public 
elementary or secondary school, child care center, day nursery, nursery school, family day care home, or 

development center, unless, prior to his or her first admission to that institution, he or she has been fully 
immunized. This subdivision does not apply to a home-based private school if all of the pupils are residents of 
the household or are members of a single family. The following are the diseases for which immunizations shall 

be documented: 

(1) Diphtheria. 

(2) Haemophilus influenzae type b. 

(3) Measles. 

(4) Mumps. 

(5) Pertussis (whooping cough) . 

(6) Poliomyelitis. 

(7) Rubel la. 

(8) Tetanus. 

(9) Hepatitis B. 

(10) Varicel la {chickenpox). 

( 11) Any other disease deemed appropriate by the department, taking into consideration the recommendations 
of the Advisory Committee on Immunization Practices of the United States Department of Health and Human 
Services, the American Academy of Pediatrics, and the American Academy of Family Physicians. 

(c) Notwithstanding subdivision (b), ful l immunization against hepatitis B shall not be a condition by which the 

governing authority shall admit or advance any pupil to the 7th grade level of any private or public elementary 
or secondary school. 

(d) The governing authority shall not unconditiOnally admit or advance any pupil to the 7th grade level of any 
pnvate or public elementary or secondary school unless the pupil has been fu lly immun ized against pertussis, 
including all pertussis boosters appropriate for the pupil 's age. 

(e) The department may specify the immunizing agents that may be utilized and the manner in which 
immunizations are administered. 

(f) This section shall become operative on July 1, 2012. 

SEC. 3. SEC. 4. Section 120365 of the Health and Safety Code is repealed. 

SEC. 4.Sectlon 120-365 IS added to the Health and Safety Code, to read· 

120365.(a)Immumzatlon of a person shall not be requ1red for admission to a school or other mst1tut1on l1sted 1n 
Section 120335 1f the parent or guard1an or adult who has assumed responsibility for h1s or her care and 

custody 11 the case of a minor, or the person seekmg admiSSIOn 1f an emanCipated m1nor, fi les w1th the 
govern1ng authonty a letter or aff1dav1t that documents wh1ch unmun1zat10ns reqUired by Secllon 120355 have 
been g1ven -and wh1ch 1mm1Jil1Zilt1ons have not been g1ven pursuant to an exempt1on from 1mmun1zat1on for 
medical reasons 

(b)When there IS good cause to believe that the person has been exposed to one of the commun1cable d1seases 
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ltsted tn subJtvtston (cl) of Sect1on L20325, that per5on may be tempor,mly excluded from the- school or 
m~.t•tutl•)n unttl the local health officer 1s sattsfted that the person 1c; no Ionge• at rtsk of developtng the d1sease 

SEC. 5. Sect1on 120370 of the Health and Safety Code 1s amended to read: 

120370. (a) If the parent or guardtan files w1th the govermng authonty a wntten statement by a licensed 
phystctan to the effect that the phys1cal condttton of the chtld IS such, or med1cal Circumstances relatmg to the 
chtld are such, that tmmun1zat1on IS not cons1dered safe, md1catmg the spectf1c nature and probable duratton of 
the med1cal condtt1on or Circumstances that contramd1cate tmmuntzat1on, that 1 child shall be exempt from 
the requtrements of Chapter 1 (commenong w1th Sectton 120325, but excludmg Sectton 120380) and Sect1ons 
120400, 120405, 120410, and 12041 5 to the extent tndtcated by the physictan's statement. 

(b) When there IS good cause to believe that a child whose documentary proof of 1mmun1zatlon status does not 
sl1ow proof of immumzat1on against a commumcable disease listed 111 subd1vis1on (b) of Section 120335 has 
been exposed to one of those d1seases, that cluld may be temporarily excluded from the school or institution 
until the local health officer 1s sat1sfied t l1at the ch1ld IS no longer at 11sk of developing or transmitting the 
d1sease. 

SEC. 5. SEC. 6. If the Commission on State Mandates determ1nes that this act contains costs mandated by tile 
state, reimbursement to local agencies and school districts for those costs shall be made pursuant to Part 7 
(commencing wi th Sectton 17500) of Division 4 of Title 2 of the Government Code. 
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SB- 538 Naturopathic doctors. (20 t S-20 t &) 

A~1ENDED IN SENATE APRIL 06, 2015 

CALIFORNIA LEGISLATURE- 20 15-20 16 REGULAR SESSION 

SENATE BILL No.538 

Introduced by Senator Block 

February 26, 2015 

An act to amend Sections 3640 and 3640.5 of the Business and Professions Code, relating to 

naturopathic doctors. 

LEGISLATTVE COUNSEL'S DIGEST 

SB 538, as amended, Block. Naturopathic doctors. 

(1 ) Existing law, the NaturopathiC Doctors Act, provides for the licensure and regulation of naturopathic doctors 
by the Naturopathic Medicine Committee in the Osteopathic Medtcal Board of Cali fornia. Existing law authorizes 
a naturopathic doctor to perform certain tasks, including physical and laboratory examinattons for diagnostic 
purposes, and to order diagnostic imaging studies, as specified. 

This bill would revise and recast tl1ose provisions and would expressly authonze a naturopathic doctor to order, 
perform, review, and interpret the resul ts of diagnosttc procedures commonly used by physicians and surgeons 
In general practice and to dtspense, administer, order, prescnbe, provide, furntsh, or perform parenteral therapy 
and minor procedures, among other duties. The btll would tnclude cervtcal routes of administratton among the 
authonzed routes of admmistration. The bill would define terms for those purposes. 

(2) Extstmg law, the California Uniform Controlled Substances Act, classtftes controlled substances mto 5 
destgnated schedules, w1th the most restricttve llmttattons generally placed on controlled substances classtfted m 
Schedule I, and the least restncttve hmttatton generally placed on controlled substances classtfted 1n Schedule V. 

Extstmg law states that nothmg m the Naturopathic Doctors Act or any other law shall be construed to proh1b1t a 
naturopathiC doctor from furnishing or ordenng drugs when, among other requirements, the naturopathiC doctor 
is functtonmg pursuant to standardized procedure, as deftned, or protocol developed and approved, as spectfied, 
and the Naturopathic Medicme Committee has certifted that the naturopathiC doctor has satisfactorily completed 
adequate coursework 1n pharmacology covering the drugs to be furntshed or ordered. Extsting law requires that 
the rurnlshtng or ordenng of drugs by a naturopathic doctor occur under the supervision of a physictan and 
surgeon. Existing law also authorizes a naturopathic doctor to furntsh or order control led substances classtfied in 
Schedule III, IV, or V of the California Uniform Control led Substances Act, but limits th1s authonzation to those 
drugs agreed upon by the naturopathic doctor and physician and surgeon as specified 1n the standardized 
procedure. Existing law further requires that drugs classi fied in Schedule III be Furntslled or ordered In 
accordance w1th a patient-specific protocol approved by the treating or supervistng phystcian. 
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Th1s bil l would 1nstead provide that, except as specified, noth1ng tn the prov1s1ons governmg naturopathiC 
doctors or any other law shall be construed to proh1b1t a naturopathiC doctor from furmsh1ng, prescnbmg, 
adm1n1stenng, or ordenng drugs and would make a conformmg change to the scope of the cert1ficat1on dut1es of 
the NaturopathiC Med1c111e Committee. The bill would delete l H.. 'llJE.•r certatn prov1s1ons descnbed above 
restncting the authonty of naturopathic doctors to furnish or order drugs, 1ncludmg the reqUirements that the 
naturopathiC doctor funct1on pursuant to a standardized procedure, or furn1sh or order drugs under the 
superv1s1on of a physiCian and surgeon. 

Vote: ma)onty Appropnat1on: no Fiscal Comm1ttee: yes Local Program: no 

THE PEOPLE OF THE STATE OF CAUFORJ'JIA DO ENACT AS FOLLOWS: 

SECTION 1. Section 3640 of the Business and Profess tons Code IS amended to read: 

3640. (a) A naturopathic doctor may order, perform, review, and interpret the results of diagnost•c procedures 
commonly used by physicians and surgeons 111 general practice, mcludmg: 

(1) Venipuncture. 

(2) Physical and orificial examinations. 

(3) Electrocardiograms. 

(4) Dtagnostic imaging technique consistent w•th the pract1ce of naturopathiC medicine. 

(5) Phlebotomy. 

(6) Chn1cal laboratory test and exammations, as described 111 subdiVISIOn (e). 

(7) Obtammg samples of human tissue, cons1stent w1th the pract1ce of naturopathiC med1cme. 

(b) A naturopathiC doctor may dispense, administer, order, prescnbe, prov1de, furmsh, or perform the followmg: 

(1) Food, extracts of food, nutraceuticals, v1tamins, amino ac1ds, mtnerals, enzymes, botanicals and the1r 
extracts, botan1cal med1cines, homeopathiC med1cmes, all d1etary supplements and nonprescnpt1on drugs as 
defined by the federal Food, Drug, and Cosmetic Act, cons•stent wtth the routes of admmistration tdentified 1n 
subdiviston (d). 

(2) Hot or cold hydrotherapy; naturopathic physical medictne inclusive of the manual use of massage, 
stretchmg, resistance, or joint play examination but exclusive of small amplitude movement at or beyond the 
end range of normal JOint mot10n; electromagnetic energy; colon hydrotherapy; and therapeut•c exerc1se . 

(3) Devices, including, but not limited to, therapeutic devices, barrier contraception, and durable medical 
equipment consistent with naturopathic training as determmed by the committee. 

(4) Health educat•on and health counseling. 

(5) Parenteral therapy. 

(6) Mmor procedures. 

(c) A naturopathiC doctor may utthze routes of admtmstrat•on that mclude oral, nasal, auncular, ocular, cervical, 
rectal, vagmal, transdermal, mtradermal, subcutaneous, mtravenous, and Intramuscular. 

(d) The commtttee may establish regulations regarding ocular or mtravenous routes of admmistration that are 
conststent w1th the educat1on and trammg of a naturopathiC doctor. 

(e) Nothmg tn th•s sect•on shall exempt a naturopathiC doctor from meetmg applicable lteensure requirements 
for the performance of clinical laboratory tests, mcluding the reqUirements imposed under Chapter 3 
(commencmg with Section 1200). 

(f) For purposes of thts sectiOn: 

(1) " Mtnor procedures" means care and operative procedures relative to superficial laceration, lesions, and 
abrasions, and the removal of fore ign bodies located in superfictal structures ancl aspiration of joints, and the 
topical ancl pe~rentera l use of substances consistent with the practice of naturopathic medtcine, in accordance 
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wtth rules established by the Naturopath•c Medtc~ne Commtttee. 

(2) "Parenteral therapy" means the admintstratton of substances by means other than through the 
gastrointestinal tract, 1ncludmg mtravenous, subcut 11 ouc; i1nd subcutaneous, Intramuscular, mtravenous and 
other areas of the body excluding the ventral and dorsal body cavities. 

SEC. 2. Section 3640.5 of the Bus1ness and Professions Code is amended to read: 

3640.5. (a) Nothing Except as set forth in th1s sect1on, nothmg in thts chapter or any other law sha ll be construed 
to prohibit a naturopathiC doctor from furnishmg, prescnb~ng, administering, or ordenng drugs. 

(b) Drugs furntshed or ordered by a naturopathiC doctor may mclude Schedule III through Schedule V controlled 
substances under the Cahfornta Untform Controlled Substances ActDtvtston Act (D1v1S10n 10 (commencing wtth 
Section 11000) of the Health and Safety Cod(. Code), and any drug approved by the federal Food and Drug 
Administration that IS not claSSified and labeled "for prescript1on only" or words of s1m1lar 1mport. 

(c) The comm1ttee shall certify that the naturopathic doctor has sat1sfactonly completed adequate coursework in 
pharmacology covering the drugs to be furnished, prescribed, administered, or ordered under this section. The 
committee shall establish Lhe requirements for satisfactory completion of this subdivision. 

(d) Use of the term "furntshlng" 111 this section, tn health facli tties defined 111 subdiv•s•ons (b), (c), (d), (e), and 
(1) of Section 1250 of the Health and Safety Code, shall 1nclude ordenng and furntshing a drug. 

(e) For purposes of this sectton, "drug order" or "order" means an order for medtcatton whtch Is dtspensed to or 
for an ulttmate user, ISSued by a naturopathic doctor as an tndividual practitioner, w1th111 the meaning of Sectton 
1306.02 of Title 21 of the Code of Federal Regulations. 

(f) Notwithstanding any other provis1on of law, both of the follow1ng shall apply: 

(1) All references to prescription in this code and the Health and Safety Code shall Include drug orders •ssued by 
naturopathic doctors. 

(2) The signature of a naturopathiC doctor on a drug order issued in accordance w1th this section shall be 
deemed to be the signature of a prescriber for purposes of th1s code and the Health and Safety Code. 
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Article 4. Physician and Surgeon Applications 

§1610. Applications and Refund of Fee. 

(a) All applications (Application for Osteopathic Physician's and Surgeon's Certificate.§ Q.M.g.,...:l

Rev.Oi/92) for a 12-Rysician and Surgeon CertAf~cate-shall be accompanied by the appropriate 
fees set forth in Section 1690. 

(b) An application shall be denied without prejudice and the applicant shall be refunded 
whatever fee is due as set forth by Section 1690 when an applicant's credentials are 
insufficient or the examination is not taken. 

(c) Applications shall be valid for one (1) year. 

(d) The processing times for original Physicians and Surgeons applications are set forth in 
Section 1691. 

(e) When an application is deemed complete and approved, the applicant's initial license fee 
and renewal shall be determined based on the applicant's birth month. as follows: 

(1) The initial licensing fee shall be prorated based on the number of months of licensure, 
for no less than three months and no more than twenty-four months: 

(2) Applicants with even-numbered birth months shall be billed for a license expiring in an 
even year, )applicants whose birth months are in February, ApriL June, August, October, 
December, shall renew every even-numbered year); 

(3) Applicants with odd-numbered birth months shall be billed for a license expiring in an 
odd year. (applicants whose birth months are in January, March, May, July, September, 
November, shall renew every odd-numbered year): 

(4) A prorated license fee shall be no less than $25 and no more than $400. The fee shall 
be prorated monthly based on a biennial fee of $400 for a two year license, renewable every 
other year in their birth month. 

NOTE: Authority cited: Osteopathic Act (Initiative Measure, Stats. 1923, p. xciii), Section 1; and 
Section 3600-1, Business and Professions Code. Reference: Sections 2099.5, ~4-aM 2455, 
and 2456.1. Business and Professions Code. 

HISTORY 

1. Repealer of chapter 16 (sections 1600-1697, not consecutive) and new chapter 16 
(sections 1600-1697, not consecutive and Appendix) filed 12-1 0-87; operative 1-9-88 
(Register 87, No. 52). For prior history, see Registers 81, No. 50; 81, No. 36; 81, No.9; 80, 
No. 40; 78, No. 15; 77, No. 21; and 63, No. 25. 



2. Amendment of subsections (b) and (d) filed 9-28-90; operative 10-28-90 (Register 90, No. 
45). 

3. Amendment of subsections (a), (b), and (f) filed 1-26-95; operative 1-26-95 pursuant to 
Government Code section 11343.4(d) (Register 95, No.4). 
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PREAMBLE 

Protection of the public is the highest priority for the Medical Board of California (Board) 
in exercising its licensing, regulatory, and disciplinary functions. The Board recognizes 
that principles of high-quality medical practice and California law dictate that the people 
of California have access to appropriate, safe and effective pain management. The 
application of up-to-date knowledge and treatment modalities can help to restore function 
and thus improve the quality of life for patients who suffer from pain, particularly chronic 
pain. 

In 1994, the Medical Board of California formally adopted a policy statement titled, 
"Prescribing Controlled Substances for Pain." This was used to provide guidance to 
physicians prescribing controlled substances. Several legislative changes since 1994 
necessitated revising these guidelines; most recently in 2007. 

In November 2011, the Centers for Disease Control and Prevention declared 
prescription drug abuse to be a nationwide epidemic. Drug overdose is now the leading 
cause of accidental deaths, exceeding deaths due to motor vehicle accidents. A 
majority of those overdose deaths involved prescription drugs. The diversion of opioid 
medications to non-medical uses has also contributed to the increased number of 
deaths, although the problem is not limited to the aberrant, drug-seeking patient. 
Injuries are occurring among general patient populations, with some groups at high risk, 
(e.g., those with depression). Consequently, the Board called for revision of the 
guidelines to provide additional direction to physicians who prescribe controlled 
substances for pain. 

These guidelines are intended to help physicians improve outcomes of patient care and 
to prevent overdose deaths due to opioid use. They particularly address the use of 
opioids in the long-term treatment of chronic pain. Opioid analgesics are widely 
accepted as appropriate and effective for alleviating moderate-to-severe acute pain, 
pain associated with cancer, and persistent end-of-life pain. 1 Although some of the 
recommendations cited in these guidelines might be appropriate for other types of pain, 
they are not meant for the treatment of patients in hospice or palliative care settings and 
are not in any way intended to limit treatment where improved function is not anticipated 
and pain relief is the primary goal. These guidelines underscore the extraordinary 
complexity in treating pain and how long-term opioid therapy should only be conducted 
in practice settings where careful evaluation, regular follow-up, and close supervision 
are ensured. Since opioids are only one of many options to mitigate pain, and because 
prescribing opioids carries a substantial level of risk, these guidelines offer several non
opioid treatment alternatives. These guidelines are not intended to mandate the 
standard of care. The Board recognizes that deviations from these guidelines will occur 
and may be appropriate depending upon the unique needs of individual patients. 
Medicine is practiced one patient at a time and each patient has individual needs and 
vulnerabilities. Physicians are encouraged to document their rationale for each 

1 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014). 
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prescribing decision. Physicians should understand that if one is ever the subject of a 
quality of care complaint, peer expert review will be sought by the Board. The expert 
reviewer must consider the totality of circumstances surrounding the physician's 
prescribing practice (e.g., issues relating to access of care, paucity of referral sources, 
etc.) Specifically, experts are instructed to "define the standard of care in terms of the 
level of skill, knowledge, and care in diagnosis and treatment ordinarily possessed and 
exercised by other reasonably careful and prudent physicians in the same or similar 
circumstances at the time in question."2 

In an effort to provide physicians with as many sources of information as possible, these 
guidelines link to numerous references relating to prescribing. Additionally, numerous 
appendices are attached. The Board recognizes that some of the links/appendices may 
not be consistent with either each other or the main text of the guidelines. The intent for 
including as many sources of information as practicable is so that physicians can 
consider varying perspectives to arrive at the best patient-appropriate treatment 
decision. The Board does not endorse one treatment option over another and 
encourages physicians to undertake independent research on this continuously evolving 
subject matter. 

UNDERSTANDING PAIN 

The diagnosis and treatment of pain is integral to the practice of medicine. In order to 
cautiously prescribe opioids, physicians must understand the relevant pharmacologic 
and clinical issues in the use of such analgesics, and carefully structure a treatment 
plan that reflects the particular benefits and risks of opioid use for each individual 
patient. Such an approach should be employed in the care of every patient who 
receives long-term opioid therapy. 

The California Medical Association 3 has defined and clarified key concepts relating to 
pain, excerpted below: 

Pain: The definition of pain proposed by the International Association for the Study of 
Pain is "an unpleasant sensory and emotional experience associated with actual or 
potential tissue damage, or described in terms of such damage." It has also been said 
that "Pain is what the patient says it is." Both definitions acknowledge the subjective 
nature of pain and are reminders that, with the rare exception of patients who 
intentionally deceive, a patient's self-report and pain behavior are likely the most reliable 
indicators of pain and pain severity. As a guide for clinical decision-making, however, 
both of these definitions are inadequate. In addition, it is important to remember that 
the subjectivity of pain, particularly when the cause is not apparent, can lead to the 
stigmatization of those with pain. 

2 Medical Board of California Expert Reviewer Guidelines (rev. January, 2013)
3 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014). 
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Acute and Chronic Pain: Traditionally, pain has been classified by its duration. In this 
perspective, "acute" pain is relatively short-duration, arises from obvious tissue injury, 
and usually fades with healing. "Chronic" pain, in contrast, has been variously defined 
as lasting longer than would be anticipated for the usual course of a given condition, or 
pain that lasts longer than arbitrary cut-off times, such as 3 or 6 months. Temporal pain 
labels, however, provide no information about the biological nature of the pain itself, 
which is often of critical importance. 

Nociceptive and Neuropathic Pain: A more useful nomenclature classifies pain on the 
basis of its patho-physiological process. Nociceptive pain is caused by the activation of 
nociceptors, and is generally, though not always, short-lived and is associated with the 
presence of an underlying medical condition. It is a "normal" process; a physiological 
response to an injurious stimulus. Nociceptive pain is a symptom. Neuropathic pain, on 
the other hand, results either from an injury to the nervous system or from inadequately
treated nociceptive pain. It is an abnormal response to a stimulus; a pathological 
process. It is a neuro-biological disease. Neuropathic pain is caused by abnormal 
neuronal firing in the absence of active tissue damage. It may be continuous or 
episodic and varies widely in how it is perceived. Neuropathic pain is complex and can 
be difficult to diagnose and to manage because available treatment options are limited. 

A key aspect of both nociceptive and neuropathic pain is the phenomenon of 
sensitization, which is a state of hyper-excitability in either peripheral nociceptors or 
neurons in the central nervous system. Sensitization may lead to either hyperalgia or 
allodynia. Sensitization may arise from intense, repeated or prolonged stimulation of 
nociceptors, or from the influence of compounds released by the body in response to 
tissue damage or inflammation. Importantly, many patients- particularly those with 
persistent pain --- present with "compound" pain that has both nociceptive and 
neuropathic components, a situation which complicates assessment and treatment. 

Differentiating between nociceptive and neuropathic pain is critical because the two 
respond differently to pain treatments. Neuropathic pain, for example, typically 
responds poorly to both opioid analgesics and non-steroidal anti-inflammatory drug 
(NSAID) agents. Other classes of medications, such as anti-epileptics, antidepressants 
or local anesthetics, may provide more effective relief for neuropathic pain. 

Cancer and Non-Cancer Pain: Pain associated with cancer is sometimes given a 
separate classification, although it is not distinct from a patho-physiological perspective. 
Cancer-related pain includes pain caused by the disease itself and/or painful diagnostic 
or therapeutic procedures [and the sequelae of those processes]. The treatment of 
cancer-related pain may be influenced by the life expectancy of the patient, by co
morbidities and by the fact that such pain may be of exceptional severity and duration. 
A focus of recent attention by the public, regulators, legislators, and physicians has 
been chronic pain that is not associated with cancer. A key feature of such pain, which 
may be caused by conditions such as musculoskeletal injury, lower back trauma and 
dysfunctional wound healing, is that the severity of pain may not correspond well to 
identifiable levels of tissue damage. 
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Tolerance, Dependence and Addiction: Related to the nomenclature of pain itself is 
continuing confusion not only among the public, but also in the medical community, 
about terms used to describe the effects of drugs on the brain and on behavior. To help 
clarify and standardize understanding, the American Society of Addiction Medicine 
(ASAM), the American Academy of Pain Medicine (AAPM) and the American Pain 
Society (APS) have recommended the following definitions: 

Tolerance: A state of adaptation in which exposure to a drug induces changes 
that result in a diminution of one or more of the drugs' effects over time. 

Physical Dependence: A state of adaptation that often includes tolerance and is 
manifested by a drug class-specific withdrawal syndrome that can be produced 
by abrupt cessation, rapid dose reduction, decreasing blood level of the drug 
and/or administration of an antagonist. 

Addiction: A primary, chronic, neurobiological disease, with genetic, 
psychosocial and environmental factors influencing its development and 
manifestations. It is characterized by behaviors that include one or more of the 
following: impaired control over drug use, compulsive use, continued use despite 
harm and craving. 

Pain as an Illness: Finally, it may be helpful to point out that pain can be regarded as 
an illness as well as a symptom or a disease. "Illness" defines the impact a disease has 
on an organism and is characterized by epiphenomena or co~morbidities with bio
psycho-social dimensions. Effective care of any illness, therefore, requires attention to 
all of these dimensions. Neuropathic pain, end-of-life pain and chronic pain should all 
be viewed as illnesses. 

SPECIAL PATIENT POPULATIONS 

All patients may experience pain. Below are treatment considerations for differing 
patient populations or scenarios. As previously addressed, these guidelines are 
intended to particularly address the use of opioids in the long-term treatment of chronic, 
non-cancer pain. However, since many of the recommendations cited in these 
guidelines might be appropriate for other types of pain, other scenarios are listed below 
to provide additional guidance in prescribing opioids, when appropriate. 

Acute Pain4 

Opioid medications should only be used for treatment of acute pain when the severity of 
the pain warrants that choice and after determining that other non-opioid pain 
medications or therapies likely will not provide adequate pain relief. When opioid 
medications are prescribed for treatment of acute pain, the number dispensed should 
be for a short duration and no more than the number of doses needed based on the 
usual duration of pain severe enough to require opioids for that condition. 

4 Utah Department of Health (Utah Clinical Guidelines on Prescribing Opioids for Treatment ofpain, 2009). 
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Long (and intermediate) duration-of-action opioids or extended-release/long-acting 
opioids (ER/LA) should not be used for treatment of acute pain, including post-operative 
pain, except in situations where monitoring and assessment for adverse effects can be 
conducted . Methadone is rarely, if ever, indicated for treatment of acute pain. The use 
of opioids should be re-evaluated carefully, including the potential for abuse, if 
persistence of pain suggests the need to continue opioids beyond the anticipated time 
period of acute pain treatment for that condition. 

It is important to emphasize that numerous (but not all) recommendations cited in 
these guidelines may not be relevant for the physician treating a patient for acute 
pain. For example, a physician treating a patient who presents to an emergency 
department or primary care physician with a medical condition manifested by objective 
signs (e.g., a fractured ulna or kidney stones discernible with imaging studies) would not 
necessarily need to undertake an opioid trial , perform a psychological assessment, 
utilize a pain management agreement, confer with the Prescription Drug Monitoring 
Program database, order a drug toxicology screen, etc. 

Emergency Departments 
Treating patients in an emergency department (ED) or urgent care clinic presents 
unique challenges in that, oftentimes, there is limited ability to procure adequate patient 
history and the primary physician is not available. Drug seeking patients may take 
advantage of this in order to secure controlled substances. 

The American College of Emergency Physicians (ACEP) Clinical Policy - Critical Issues 
in the Prescribing of Opioids for Adult Patients in the Emergency Department 
(Appendix 1) - identifies acute low back pain as a common presenting complaint in the 
ED. Opioids are frequently prescribed, expected or requested for such presentations. 
Consequently, ACEP clinical policy recommends: 

(1) For the patient being discharged from the ED with acute low back pain, the 
emergency physician should ascertain whether non-opioid analgesics and non
pharmacologic therapies will be adequate for initial pain management. 

(2) Given a lack of demonstrated evidence of superior efficacy of either opioid or 
non-opioid analgesics and the individual and community risks associated with 
opioid use, misuse, and abuse, opioids should be reserved for more severe pain 
or pain refractory to other analgesics rather than routinely prescribed . 

(3) If opioids are indicated, the prescription should be for the lowest practical dose 
for a limited duration (e.g., <1 week), and the prescriber should consider the 
patient's risk for opioid misuse, abuse, or diversion . 

For patients presenting to the ED with an acute exacerbation of non-cancer chronic 
pain , ACEP recommends the following: 

(1) Physicians should avoid the routine prescribing of outpatient opioids for a patient 
with an acute exacerbation of chronic non-cancer pain seen in the ED. 

(2) If opioids are prescribed on discharge, the prescription should be for the lowest 
practical dose for a limited duration (e.g., < 1 week), and the prescriber should 
consider the patient's risk for opioid misuse, abuse, or diversion. 
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(3) The physician should, if practicable, honor existing patient-physician pain 
contracts/treatment agreements and consider past prescription patterns from 
information sources such as prescription drug monitoring programs. 

ACEP recommends that the use of a state prescription monitoring program may help 
identify patients who are at high risk for prescription opioid diversion or doctor shopping. 

End-of-Life Pain' 
Pain management at the end of life seeks to improve or maintain a patient's overall 
quality of life in addition to relieving suffering. This focus is important because 
sometimes a patient may have priorities that compete with, or supersede, the relief of 
pain. For some patients, mental alertness sufficient to allow lucid interactions with loved 
ones may be more important than physical comfort. Optimal pain management, in such 
cases, may mean lower doses of an analgesic and the experience, by the patient, of 
higher levels of pain. 

Fear of inducing severe or even fatal respiratory depression may lead to the clinician6 

under-prescribing and reluctance by patients to take an opioid medication. Despite this 
fear, studies have revealed no correlation between opioid dose, timing of opioid 
administration and time of death in patients using opioids in the context of terminal 
illness. A consult with a specialist in palliative medicine in these situations may be 
advisable. 

Cancer Pain 
Pain is one of the most common symptoms of cancer, as well as being one of the most 
feared cancer symptoms. Opioid pain medications are the mainstay of cancer pain 
management, and are appropriate to consider for cancer patients with moderate to 
severe pain, regardless of the known or suspected pain mechanism. However, some 
cancer survivors with moderate-to-severe pain may additionally or alternatively benefit 
from the use of non-opioid treatments, and opioids may not be necessary. Other 
treatments such as surgeries, radiation therapy, and other procedures may provide 
sufficient pain relief so that opioids are not necessary. 

ERILA opioid formulations may lessen the inconvenience associated with the use of 
short-acting opioids. Patient-controlled analgesia using an ambulatory infusion device 
may provide optimal patient control and effective analgesia. The full range of adjuvant 
medications should be considered for patients with cancer pain, with the caveat that 
such patients are often on already complicated pharmacolo~ical regimens, which raises 
the risk of adverse reactions associated with polypharmacy. 

5 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014). 
6 The term "clinician" throughout the document means "physician." 
7 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014). 
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Older Adults 
With appropriate precautions opioid therapy for elderly patients can be efficacious. It is 
important to begin with lower starting doses, slower titration, longer dosing intervals, 
and more frequent monitoring. Tapering of benzodiazepines is important to reduce the 
potential for respiratory depression. 

For additional information, see Appendix 2. 

Pediatric Patients 
Extreme caution should be used in prescribing opioids for pediatric patients. A trial of 
opioid therapy may be considered with well-defined somatic or neuropathic pain 
conditions when non-opioid alternatives have failed or are unlikely to be effective for 
acute pain. Additionally, close monitoring and consultation should be undertaken. 

For additional information, see Appendix 3. 

Pregnant Women 
Clinicians should encourage minimal or no use of opioids during pregnancy unless the 
potential benefits clearly outweigh risks. Pregnant patients taking long-term opioid 
therapy shou ld be tapered to the lowest effective dose slowly enough to avoid 
withdrawal symptoms, and then therapy should be discontinued if possible. 

Additional information on the appropriate use of opioids for pregnant patients is 
available from the American Congress of Obstetricians and Gynecologists (ACOG) 
committee opinion titled Opioid Abuse, Dependence, and Addiction in Pregnancy. 

Patients Covered by Workers' Compensation8 

This population of patients presents its own unique circumstances. Injured workers are 
generally sent to an occupational medicine facility for treatment. Ideally, the injured 
worker recovers and returns to work in full capacity. If recovery or healing does not 
occur as expected, early triage and appropriate, timely treatment is essential to restore 
function and facilitate a return to work. 

The use of opioids in this population of patients can be problematic. Some evidence 
suggests that early treatment with opioids may actually delay recovery and a return to 
work. Conflicts of motivation may also exist in patients on workers' compensation, such 
as when a person may not want to return to an unsatisfying, difficult or hazardous job. 
Clinicians are advised to apply the same careful methods of assessment, creation of 
treatment plans and monitoring used for other pain patients but with the added 
consideration of the psycho-social dynamics inherent in the workers' compensation 
system. Injured workers should be afforded the full range of treatment options that are 
appropriate for the given condition causing the disability and impairment. 

8 California M eel ical Association (Prescribing Opioicls: Care amid Controversy, March 20 14). 
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For additional information on treating patients covered by Workers' Compensation 
please see State of California Division of Workers ' Compensation Guideline for the Use 
of Opioids to Treat Work-Related Injuries. 

Patients with History of Substance Use Disorder 
Use of opioids for patients with a history of substance use disorder is challenging 
because such patients are more vulnerable to drug misuse, abuse and addiction. In 
patients who are actively using illicit drugs, the potential benefits of opioid therapy are 
likely to be outweighed by potential risks, and such therapy should not be prescribed 
outside of highly controlled settings (such as an opioid treatment program with directly 
observed therapy). In other patients, the potential benefits of opioid therapy may 
outweigh potential risks. Although evidence is lacking on best methods for managing 
such patients, potential risks may be minimized by more frequent and intense 
monitoring compared with lower risk patients, authorization of limited prescription 
quantities and consultation or co-management with a specialist in addiction medicine. 
Clinicians should use the [Controlled Substance Utilization Review and Evaluation 
System (CURES)/Prescription Drug Monitoring Program (POMP)] CURES/POMP to 
identify patients who obtain drugs from multiple sources. 

If either the patient's medical history, self-report or scores on screening assessment 
tools such as the Opioid Risk Tool (Appendix 4) suggest an above-average risk of 
substance abuse, clinicians should consider the following steps in proceeding with a 
pain management strategy: 

• Exhaust all non-opioid pain management methodologies prior to considering 
opioid therapy; 

• Consult with a specialist in addiction medicine; 
• Create a written treatment plan and patient agreement and review carefully with 

the patient, obtaining their signed informed consent; 
• Closely monitor and assess pain, functioning and aberrant behaviors; 
• Regularly check with a POMP for compliance with prescribed amounts of opioids 

(using cross-state POMP systems whenever they are available); 
• While the patient is on long-term opioid therapy, implement urine drug testing , if 

possible; or 
• If misuse or abuse of opioid analgesics is suspected or confirmed , initiate a non

confrontational in-person meeting , use a non-judgmental approach to asking 
questions, present options for referral , opioid taper/discontinuation or switching to 
non-opioid treatments, and avoid "abandoning" the patient or abruptly stopping 
opioid prescriptions. 

Psychiatric Patients 
A higher risk for deleterious side effects exists for patients with psychiatric diagnoses 
who are receiving opioid treatment. Opioids should only be prescribed for well-defined 

"Califomia Medical Association (Prescribing Opioids: Care amid Controversy, March 20 14). 
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somatic or neuropathic pain conditions. Physicians should t itrate slowly, closely monitor 
the patient and seek consultation from the appropriate specialist. 

Patients Prescribed Benzodiazepines 
Patients taking benzodiazepines and opioids are at an increased risk for respiratory 
depression , particularly elderly patients. Physicians should consider a trial of 
benzodiazepine tapering in patients concomitantly using opioids or other respiratory 
depressant medications. If a trial of tapering is not indicated or is unsuccessful, opioids 
should be titrated more slowly and at lower doses. For additional information, see 
Benzodiazepines: How They Work and How to Withdraw. 

Patients Prescribed Methadone or Buprenorphine for Treatment of a Substance Use 
Disorder 
Patients prescribed methadone or buprenorphine for treatment of a substance use 
disorder may need relief from acute and/or chronic pain, beyond that provided by their 
maintenance medication. For more information on pain relief for persons on methadone 
or buprenorphine, see Acute Pain Management for Patients Receiving Maintenance 
Methadone or Buprenorphine Therapy. 

PATIENT EVALUATION AND RISK STRATIFICATION 

When considering long-term use of opioids for chronic, non-cancer pain , given the 
potential risks of opioid analgesics, careful and thorough patient assessment is critical. 
Risk stratification is one of the most important things a physician can do to mitigate 
potentially adverse consequences of opioid prescribing. The nature and extent of the 
clinical assessment depends on the type of pain and the context in which it occurs. This 
includes but is not limited to: 

• Completing a medical history and physical examination (Appendix 5). 
• Performing a psychological evaluation. 

o Psychological assessment should include risk of addictive disorders. 
Screening tools that can be considered for use include: 

• CAGE-AID (Appendix 6); 
• PHQ-9_(Appendix 7); 
• Opioid Risk Tool (ORT) (Appendix 4); and 
• SOAPP®-R (Appendix 8). 
• Note: Although the above-listed assessment tools are well

established with proven effectiveness, physicians must be aware 
that seasoned diverters know the right answers to these tools so 
they look "normal." 

• Establishing a diagnosis and medical necessity (review past medical records, 
laboratory studies, imaging studies, etc. and order new ones, if necessary or if 
previous studies are outdated) . Screening tools that can be considered for use 
include: 

o Pain Intensity and Interference (pain scale) (Appendix 9); and 
o Sheehan Disability Scale. 

• Exploring non-opioid therapeutic options. 
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Opioid medications may not be the appropriate first line of treatment for a 
patient with chronic pain. Other measures, such as non-opioid analgesics, non
steroidal anti-inflammatory drugs (NSAIDs), antidepressants, antiepileptic drugs, 
and non-pharmacologic therapies (e.g., physical therapy), should be tried and the 
outcomes of those therapies documented first. Opioid therapy should be 
considered only when other potentially safer and more effective therapies have 
proven inadequate. Resources that can be consulted include: 

o Therapeutic Options for Pain Management (Appendix 1 0); and 
o Non-Op1oid Pain Management Tool (Appendix 11 ). 

• Evaluating both potential benefits and potential risks of opioid therapy. 
• Being cognizant of aberrant or drug seeking behaviors. 
• As a universal precaution, undertaking urine drug testing . 
• Reviewing the CURES/POMP report for the patient. This allows a physician to 

check to see if a patient is receiving controlled substances from other prescribers 
in California (assuming the prescription is being filled at a California pharmacy). 

CONSULTATION 

The treating physician should seek a consultation with , or refer the patient to, a pain, 
psychiatry, or an addiction or mental health specialist as needed. For example, a patient 
who has a history of substance use disorder or a co-occurring mental health disorder 
may require specialized assessment and treatment, if available. 

Physicians who prescribe long-term opioid therapy should be familiar with treatment 
options for opioid addiction (including those available in licensed opioid treatment 
programs [OTPs]) and those offered by an appropriately credentialed and experienced 
physician through office-based opioid treatment [OBOT]), so as to make appropriate 
referrals when needed. 

TREATMENT PLAN AND OBJECTIVES 

When considering long-term use of opioids for chronic, non-cancer pain, the physician 
and the patient should develop treatment goals together. The goals of pain treatment 
include reasonably attainable improvement in pain and function; improvement in pain
associated symptoms such as sleep disturbance, depression, and anxiety; and 
avoidance of unnecessary or excessive use of medications. Pain relief is important, but 
it is difficult to measure objectively. Therefore, it cannot be the primary indicator to 
assess the success of the treatment. Effective pain relief improves functioning, 
whereas addiction decreases functionality. Effective means of achieving these goals 
vary widely, depending on the type and causes of the patient's pain, other concurrent 
issues, and the preferences of the physician and the patient. 

The treatment plan and goals should be established as early as possible in the 
treatment process and revisited regularly, so as to provide clear-cut, individualized 
objectives to guide the choice of therapies. The treatment plan should contain 
information supporting the selection of therapies, both pharmacologic (including 
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medications other than opioids) and non-pharmacologic. It also should specify 
measurable goals and objectives that will be used to evaluate treatment progress, such 
as relief of pain and improved physical and psychosocial function. 

The plan should document any further diagnostic evaluations, consultations or referrals, 
or additional therapies that have been considered. The treatment plan should also 
include an "exit strategy" for discontinuing opioid therapy in the event the tapering or 
termination of opioid therapy becomes necessary. 

PATIENT CONSENT 

When considering long-term use of opioids, or in other medically appropriate situations, 
the physician should discuss the risks and benefits of the treatment plan with the 
patient, with persons designated by the patient, or with the patient's conservator if the 
patient is without medical decision-making capacity. If opioids are prescribed, the 
patient (and possibly family members, if appropriate) should be counseled on safe ways 
to store and dispose of medications. For convenience, patient consent and a pain 
management agreement can be combined into one document. 

Patient consent typically addresses: 
• The potential risks and anticipated benefits of long-term opioid therapy. 
• Potential side effects (both short- and long-term) of the medication, such as 

nausea, opioid-induced constipation, decreased libido, sexual dysfunction, 
hypogonadism with secondary osteoporosis (Gegmann et al., 2008) and 
cognitive impairment. 

• The likelihood that some medications will cause tolerance and physical 
dependence to develop. 

• The risk of drug interactions and over-sedation. 
• The risk of respiratory depression. 
• The risk of impaired motor skills (affecting driving and other tasks). 
• The risk of opioid misuse, dependence, addiction, and overdose. 
• The limited evidence as to the benefit of long-term opioid therapy. 

PAIN MANAGEMENT AGREEMENT 

Use of a pain management agreement is recommended for patients: 
• On short-acting opioids at the time of third visit within two months; 
• On long-acting opioids; or 
• Expected to require more than three months of opioids. 

Pain management agreements typically outline the joint responsibilities of the physician 
and the patient and should include: 

• The physician's prescribing policies and expectations, including the number and 
frequency of prescription refills, as well as the physician's policy on early refills 
and replacement of lost or stolen medications. 
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• Specific reasons for which drug therapy may be changed or discontinued 
(including violation of the policies and agreements spelled out in the treatment 
agreement). 

• The patient's responsibility for safe medication use (e.g., by not using more 
medication than prescribed or using the opioid in combination with alcohol or 
other substances; storing medications in a secure location; and safe disposal of 
any unused medication to prevent misuse by other household members). 

• The patient's agreement to share information with family members and other 
close contacts on how to recognize and respond to an opiate overdose, including 
administering an opioid antagonist, such as naloxone, if necessary.(Appendix 12) 

• The patient's responsibility to obtain his or her prescribed opioids from only one 
physician or practice and one pharmacy. 

• The patient's agreement to periodic drug testing (blood, urine, hair, or saliva). 
• The physician's responsibility to be available or to have a covering physician 

available to care for unforeseen problems and to prescribe scheduled refills, if 
appropriate and in accordance with the patient's pain management agreement. 

Samples of pain management agreements: 
• Patient Pain Medication Agreement and Consent (Appendix 13) 
• Treatment Plan Using Prescription Opioids (Appendix 14) 

COUNSELING PATIENTS ON OVERDOSE RISK AND RESPONSE 

Empirical evidence has shown that lay persons can be trained to recognize the signs of 
an opiate overdose and to safely administer naloxone, an opiate antagonist. Programs 
that have trained lay persons in naloxone administration have reported more than 
10,000 overdose reversals. 10 

It is important to educate patients and family/caregivers about the danger signs of 
respiratory depression. Everyone in the household should know to summon medical 
help immediately if a person demonstrates any of the following signs while on opioids: 

• Snoring heavily and cannot be awakened. 
• Periods of ataxic (irregular) or other sleep-disordered breathing. 
• Having trouble breathing. 
• Exhibiting extreme drowsiness and slow breathing. 
• Having slow, shallow breathing with little chest movement or no breathing . 
• Having an increased or decreased heartbeat. 
• Feeling faint, very dizzy, confused or has heart palpitations. 
• Blue skin/lips. 
• Non-responsiveness to painful stimulation. 

1 °Centers for Disease Control and Prevention. Community -based opioid overdose prevention programs providing 
naloxone-United States, 20 I 0. Morbidity and mortality weekly report, February 17, 201 2 I 61 (06); I 01-105 
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Effective January 1, 2015, California pharmacists will be able to furnish an opioid 
overdose reversal drug in accordance with standardized procedures or protocols, 
naloxone, to family members of patients at risk for overdose, those who might be in 
contact with an individual at risk for overdose, or anyone who requests the drug without 
a prescription. 

SAMHSA's Opiate Overdose Toolkit and Prescribe to Prevent contain numerous 
documents relating to overdose prevention and management. 

INITIATING OPIOID TRIAL 

Safer alternative treatments should be considered before initiating opioid therapy for 
chronic pain . Opioid therapy should be presented to the patient as a therapeutic trial or 
test for a defined period of time (usually no more than 45 days) and with specific 
evaluation points. The Long-Term Chronic Opioid Therapy Discontinuation Rates from 
the TROUP Study11 reveals that "[o]ver half of persons receiving 90 days of continuous 
opioid therapy remain on opioids years later. Factors most strongly associated with 
continuation were intermittent prior opioid exposure, daily opioid dose~120 mg MED, 
and possible opioid misuse. Since high dose and opioid misuse have been shown to 
increase the risk of adverse outcomes, special caution is warranted when prescribing 
more than 90 days of opioid therapy in these patients." 

The physician should explain that progress will be carefully monitored for both benefit 
and harm in terms of the effects of opioids on the patient's level of pain , function, and 
quality of life, as well as to identify any adverse events or risks to safety. 

According to the California Medical Association: 12 

Oral administration , especially for the treatment of chronic pain, is generally 
preferred because it is convenient, flexible and associated with stable drug levels. 
Intravenous administration provides rapid pain relief and, along with rectal, 
sublingual and subcutaneous administration, may be useful in patients who cannot 
take medications by mouth. Continuous infusions produce consistent drug blood 
levels but are expensive, require frequent professional monitoring and may limit 
patient mobility. 

Transdermal administration is a convenient alternate means of continuous drug 
delivery that does not involve needles or pumps. Patient-controlled analgesia (PCA) 
allows patients to self-administer pain medications and may be useful if analgesia is 
required for 12 hours or more and mobility is not required. Intrathecal delivery of 
opioids is a viable option for patients with chronic pain who have not responded to 
other treatment options, or for whom the required doses result in unacceptable 
side-effects. Patients with intrathecal delivery systems typically require ongoing 
ambulatory monitoring and supportive care. 

11 Journal of General Internal M edicine art icle (December 20 I I , Volume 26, Issue 12, pp 1450- 1457). 
12 Cali fornia M edica l Association (Prescribing Opioids: Care amid Con troversy, M arch 201 4). 
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Patients on a steady dose of an opioid medication may experience pain that breaks 
through the analgesic effects of the steady-state drug. Paper or electronic pain 
diaries may help patients track these breakthrough episodes and spot correlations 
between the episodes and variables in their lives. A short-acting opioid is typically 
prescribed for treatment by patients with breakthrough pain. 

Continuation of opioid therapy after an appropriate trial should be based on 
outcomes such as: making progress toward functional goals; presence and nature 
of side effects; pain status; and a lack of evidence of medication misuse, abuse, or 
diversion. Patients with no, or modest, previous opioid exposure should be started 
at the lowest appropriate initial dosage of a short-acting opioid and titrated upward 
to decrease the risk of adverse effects. The selection of a starting dose and manner 
of titration are clinical decisions made on a case-by-case basis because of the 
many variables involved. Some patients, such as frail older persons or those with 
co-morbidities, may require an even more cautious therapy initiation. Short-acting 
opioids are usually safer for initial therapy since they have a shorter half-life and 
may be associated with a lower risk of overdose from drug accumulation. The 
general approach is to "start low and go slow." 

Since opioids are known in some circumstances to worsen pain (hyperalgesia), 
instances of ongoing pain may suggest opioid insensitivity (or an inadequate dose). 
Careful assessment must be undertaken. If hyperalgesia is suspected, a dose 
reduction, opioid rotation or tapering to cessation could be considered. 

Dosing Recommendations For Opioid NaiVe Patients 
There is a plethora of data available regarding recommended dosages for various 
analgesics. Because this is continuously evolving, physicians are encouraged to review 
the Food and Drug Administration's website and other relevant information sources. 

Morphine Equivalent Dose (MED) 
There are differing opinions among reputable experts and organizations as to what 
MED should trigger a consultation. The Board recommends that physicians proceed 
cautiously (yellow flag warning) once the MED reaches 80 mg/day. Referral to an 
appropriate specialist should be considered when higher doses are contemplated. 
There is no absolute safe ceiling dose of opioids, however, and caution and monitoring 
are appropriate for applications of these medications. 

The patient should be seen more frequently while the treatment plan is being initiated 
and the opioid dose adjusted. As the patient is stabilized in the treatment regimen, 
follow-up visits may be scheduled less frequently. 

ONGOING PATIENT ASSESSMENT 

When a trial of an opioid medication is successful and the physician and patient decide 
to continue opioid therapy, regular review and monitoring should be undertaken for the 
duration of treatment. 
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Continuation, modification or termination of opioid therapy for pain should be contingent 
on the physician's evaluation of (1) evidence of the patient's progress toward treatment 
objectives and (2) the absence of substantial risks or adverse events, such as overdose 
or diversion. A satisfactory response to treatment would be indicated by a reduced level 
of pain, increased level of function, and/or improved quality of life. Validated brief 
assessment tools that measure pain and function, such as the three-question "Pain. 
Enjoyment and General Activity" (PEG) scale or other validated assessment tools, may 
be helpful and time effective. 

Consider the 5-As method for chronic pain management assessment: 
Analgesia: the patient is experiencing a reduction in pain . 
Activity: the patient is demonstrating an improvement in level of function . 
Adverse: the patient is not experiencing side effects. 
Aberrance: the patient is complying with the pain management agreement and there 

are no signs of medication abuse or diversion. 
Affect: the patient's behavior and mood are appropriate. 

"Opioid rotation," the switching from one opioid to another in order to better balance 
analgesia and side effects, may be used if pain relief is inadequate, if side effects are 
bothersome or unacceptable, or if an alternative route of administration is suggested. 
Opioid rotation must be done with great care, particularly when converting from an 
immediate-release formulation to an extended-release/long-acting (ER/LA) product. 
Equianalgesic charts, conversion tables and calculators must be used cautiously with 
titration and appropriate monitoring. Patients may exhibit incomplete cross-tolerance to 
different types of opioids because of differences in the receptors or receptor sub-types 
to which different opioids bind, hence physicians may want to use initially lower-than
calculated doses of the switched-to opioid. 

COMPLIANCE MONITORING 

Physicians who prescribe opioids or other controlled substances for pain should ensure 
the provisions of a pain management agreement are being heeded. Strategies for 
monitoring compliance may include: 

CURES/POMP Report 
The CURES/POMP report can be useful in establishing whether or not an individual is 
receiving controlled substances from multiple prescribers. The CURES/POMP report 
should be requested frequently for patients who are being treated for pain as well as 
addiction . 

Drug Testing 
A patient's report of medication use is not always reliable; therefore, drug testing can be 
an important monitoring tool. 

Physicians need to be aware of the limitations of available tests (such as their limited 
sensitivity for many opioids) and take care to order tests appropriately. For example, 
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when a drug test is ordered, it is important to specify that it include the opioid being 
prescribed. Because of the complexities involved in interpreting drug test results, it is 
advisable to confirm significant or unexpected results with the laboratory toxicologist or 
a clinical pathologist. Urine toxicology tests can be compromised by variability and 
limitations in obtaining specimens, custody of specimens, laboratory methodologies and 
interpreting laboratory data. Laboratories vary in their testing methodologies, thresholds 
and standards. Results from drug screens may involve diverse drug classes and 
interpreting them requires clinical understanding well beyond opioids. 

"Variability may result from differences between laboratories. Some labs, for example, 
only report values above a certain preset threshold. So, a patient might have a 
measureable level of drug, but since it does not exceed the given threshold, it is 
reported as negative finding. This might lead the physician to suspect that a prescribed 
drug, which should be present at the time of testing, is absent." 13 

"Limitations to Urine Drug Testing (UDT): There is currently no way to tell from a urine 
drug test the exact amount of drug ingested or taken, when the last dose was taken, or 
the source of the drug. A recent systematic review of the use of drug treatment 
agreements and urine drug testing to discourage misuse when opioids are prescribed 
for chronic non-cancer pain, found weak, heterogeneous evidence that these strategies 
were associated with less misuse. Limited research did find that UDT was a valuable 
tool to detect use of non-prescribed drugs and confirm adherence to prescribe<;! 
medications beyond that identified by patient self-report or impression of the treating 
physician."14 "Consequently, additional testing, including quantitative blood levels of 
prescribed medications and other laboratory testing, may be deemed necessary to 
monitor and treat patients receiving chronic opioid treatment and is considered part of a 
medically necessary treatment and monitoring program."15 

It is important to be aware of cost barriers related to a patient's ability to pay for the 
testing. There are numerous Clinical Laboratory Improvement Amendments waived 
office drug testing kits which are inexpensive and which physicians may wish to 
consider for use for initial drug testing. However, unexpected results from office-based 
testing should be confirmed by the more-sensitive laboratory testing before the patient's 
plan of care is changed. 

Pill Counting 
Periodic pill counting can be a useful strategy to confirm medication adherence and to 
minimize diversion (selling, sharing or giving away medications). 

13 Responsible Opioid Prescribing, A Clinician's Guide, Second Edition, 2012, Scott Fishman, M.D.; Federation oF 
State Medical Boards (FSMll), FSMll Foundation, and University of Nebraska Medical Center. 
14 State Of California Division Of Workers' Compensation Guideline For The Use OfOpioids To Treat Work
Related Tnjuries (Forum Posting, Apri12014) Pmi D: Comparison Of Recommendations From Existing Opioid 
Guidelines. 
15 State OfCalifomia Division Of Workers' Compensation Guideline For The Usc OfOpioids To Treat Work
Related lnjuries (Forum Posting, April2014) Part B Recommendations. 
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The physician must decide whether or not to revise or augment a pain management 
agreement and/or treatment plan if the patient's progress is unsatisfactory. 
If it is suspected that a patient may be abusing or diverting prescribed medications, or 
using "street" drugs, a careful re-assessment of the treatment plan must be undertaken. 
A patient's failure to adhere to a pain management agreement is not necessarily proof 
of abuse or diversion. Failure to comply may be the consequence of inadequate pain 
relief, confusion regarding the prescription, a language barrier or economic concerns. A 
physician should arrange for an in-person meeting in order to have a non-judgmental 
conversation to clarify his or her concerns. If abuse is confirmed, minimally, 
consultation with an addiction medicine specialist or mental health specialist trained in 
substance abuse disorders and/or referral to a substance use disorder treatment 
program that provides medication-assisted therapy (MAT) should be immediately 
facilitated. Physicians who prescribe long-term opioid therapy should be knowledgeable 
in the diagnosis of substance use disorders and able to distinguish such disorders from 
physical dependence-which is expected in chronic therapy with opioids and many 
sedatives. 

Documented drug diversion or prescription forgery, obvious impairment, and abusive or 
assaultive behaviors usually require a firmer, immediate response. The degree to which 
the patient has breached the pain agreement and/or the presence of criminal activity 
should govern the physician's response. Although an immediate face-to-face meeting 
with the patient to re-evaluate the treatment plan may be appropriate, in some instances 
it may be necessary to taper opioid therapy and/or terminate the physician patient 
relationship. In situations where the patient has engaged in prescription forgery, 
prescription theft or assaultive behaviors directed towards physician or staff, the 
physician is strongly encouraged to contact the police/Drug Enforcement Agency 
(DEA). For other criminal behaviors, the physician is encouraged to contact legal 
counsel to determine whether it is appropriate to report to law enforcement. Failing to 
respond can place the patient and others at significant risk of adverse consequences, 
including accidental overdose, suicide attempts, arrests and incarceration, or even 
death. 

DISCONTINUING OPIOID THERAPY 

Discontinuing or tapering of opioid therapy may be required for many reasons and 
ideally, an "exit strategy" should be included in the treatment plan for all patients 
receiving opioids at the outset of treatment. Reasons may include: 

• Resolution or healing of the painful condition; 
• Intolerable side effects; 
• Failure to achieve anticipated pain relief or functional improvement (although 

ensure that this failure is not the result of inadequate treatment); 
• Evidence of non-medical or inappropriate use; 
• Failure to comply with monitoring, such as urine drug screening (although ensure 

that this failure is not the result of a cost issue); 
• Failure to comply with pain management agreement; 
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• Exhibition of drug-seeking behaviors (although ensure this behavior is not the 
result of inadequate treatment) or diversion, such as: 

o Selling prescription drugs; 
o Forging prescriptions; 
o Stealing or borrowing drugs; 
o Aggressive demand for opioids; 
o Injecting oral/topical opioids; 
o Unsanctioned use of opioids; 
o Unsanctioned dose escalation; 
o Concurrent use of illicit drugs; 
o Getting opioids from multiple prescribers and/or multiple pharmacies; or 
o Recurring emergency department visits for chronic pain management. 

If opioid therapy is discontinued, the patient who has become physically dependent 
should be provided with a safely-structured tapering regimen. Opioid withdrawal 
symptoms are uncomfortable, but are generally not life threatening. Opioids can be 
stopped abruptly when the risks outweigh the benefits. This is not true for 
benzodiazepine withdrawals, which can be life threatening. Withdrawal can be 
managed either by the prescribing physician or by referring the patient to an addiction 
specialist. "Approaches to weaning range from a slow 10% reduction per week to a 
more aggressive 25 to 50% reduction every few days. In general, a slower taper will 
produce fewer unpleasant symptoms of withdrawal." 16 For strategies on tapering and 
weaning , see Appendix 15. The termination of opioid therapy should not mark the end 
of treatment, which should continue with other modalities, either through direct care or 
referral to other health care specialists, as appropriate. 

If complete termination of care is necessary (as opposed to termination of a specific 
treatment modality), physicians should treat the patient until the patient has had a 
reasonable time to find an alternative source of care, and ensure that the patient has 
adequate medications, if appropriate, to avoid unnecessary risk from withdrawal 
symptoms. Physicians can be held accountable for patient abandonment if medical care 
is discontinued without adequate provision for subsequent care. If a patient is known to 
be abusing a medication, initiating a detoxification protocol may be appropriate. 
Consultation with an attorney and/or one's malpractice insurance carrier may be 
prudent in such cases. Physicians may want to also consult health plan contracts to 
ensure compliance. The Board also provides guidance on how to terminate/sever the 
patient relationship. 

If a patient is dismissed for not honoring treatment agreements, consider referral to 
addiction resources. This can also include a 12-step program. 

16 Ca lifornia Medica l Association (Prescribing Op ioids: Care amid Controversy, M arch 20 14). 
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MEDICAL RECORDS 

Every physician must maintain adequate and accurate medical records. The content of 
a patient's medical record may vary considerably, depending on numerous factors. For 
a physician treating a patient with opioids for chronic, non-cancer pain, an adequate 
medical record includes, but is not limited to, the documentation of: 

• the patient's medical history; 
• results of the physical examination and all laboratory tests ordered by the 

physician; 
• patient consent; 
• pain management agreement; 
• results of the risk assessment, including results of any screening instruments 

used; 
• description of the treatments provided, including all medications prescribed or 

administered (including the date, type, dose and quantity); 
• instructions to the patient, including discussions of risks and benefits with the 

patient and any significant others; 
• results of ongoing monitoring of patient progress (or lack of progress) in terms of 

pain management and functional improvement; 
• notes on evaluations by, and consultations with, specialists; 
• any other information used to support the initiation, continuation, revision, or 

termination of treatment and the steps taken in response to any aberrant 
medication use behaviors (these may include actual copies of, or references to, 
medical records of past hospitalizations or treatments by other providers); 

• authorization for release of information to other treatment providers as 
appropriate and/or legally required; and 

• results of CURES/POMP data searches. 

The medical record should include all prescription orders for opioid analgesics and other 
controlled substances, whether written, telephoned or electronic. In addition, written 
instructions for the use of all medications should be given to the patient and 
documented in the record. The name, telephone number, and address of the patient's 
pharmacy also should be recorded to facilitate contact as needed, if the pharmacy that 
the patient will use is known. Records should be up-to-date and maintained 
in an accessible manner so as to be readily available for review. 

Good records demonstrate that a service was provided to the patient and establish that 
the service provided was medically necessary. Even if the outcome is less than optimal, 
thorough records protect the physician as well as the patient. 

SUPERVISING ALLIED HEALTH PROFESSIONALS 

PhySicians who supervise physician assistants or nurse practitioners who prescribe 
opioids should be aware of the specific regulations and requirements governing them 
and those whom they supervise. 
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COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS 

California laws: 
• California laws regarding controlled substances 
• Guide to the Laws Governing the Practice of Medicine 

Federal laws: 
• Title 21 United States Code (USC) Controlled Substances Act 

Other information: 
• Pharmacist corresponding responsibilities 
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Clinical Policy 

ABSTRACT 
This clinical policy deals with critical issues in prescribing 

of opioids for adult patients treated in the emergency 
department (ED). This guideline is the result of the efforts of 
the American College of Emergency Physicians, in 
consultation with the Centers for Disease Control and 
Prevention, and the Food and Drug Administration. The 
critical questions addressed in this clinical policy arc: (l) In 
the adult ED patient with noncanccr pain for whom opioid 
prescriptions are considered, what is the utility of state 
prescription drug monitoring programs in identifYing 
patients who arc at high risk for opioid abuse? (2) In the 
adult ED patient with acute low back pain, are prescriptions 
for opioids more effective during the acute phase than other 
medications? (3) In the adult ED patient for whom opioid 
prescription is considered appropriate for treatment of 
new-onset acute pain, are short-acting schedule IT opioids 
more effective than short-acting schedule III opioids? (4) In 
the adult ED patient with an acute exacerbation of 
noncancer chronic pain, do the benelits of prescribing 
opioids on discharge f1·om the ED outweigh the potential 
harms? 

INTRODUCTION 
Pain is a major symptom of many patients presenting ro the 

emergency department (ED), with up to 12% of ED visits being 
related to painful conditions. 1 Pain management has received 
increased emphasis in the past decade, including The Joint 
Commission's ±Ocus on patient analgesi} and increasing 
institutional emphasis placed on patient satisEtction surveys 
covering pain management. Much literature, including the most 
recent Institute ofMcdicin~ report on this topic, has stressed 
that h~alth care providers have not done as well as possible in 
the area of pain management." A possible unintended 
consequence of these effOrts is the increase in prescription drag 
abuse, especially opioid abuse, the fastest-growing drug abuse 
problem in the United Srates.1 

!vJ part of this issue, there has been a startling increase in 
unintentional drug overdoses and related deaths since the late 
1990s. '·6 Reponed overdose deaths involving opioid analgesics 
increased from 4,030 in 1999 to 11,800 in 2008?·8 Data from 
2008 reveal that dmg overdoses were the second leading cause 
of injury death in the United States, after motor vehicle 
crashesY Currently, deaths from opioid analgesics are 
significantly greater in number than those fi·om cocaine and 
heroin combined.8 

The efforts of clinicians to improve their treatment of pain, 
along with pharmaceutical industry marketing, have been 
£1ctors in contrihuting ro a significant increase in the sale and 
distribution of opioids in the United States. For example, the 
sales of opioid analgesics to hospitals, pharmacies, and 
practitioners quadrupled between 1999 and 2010.8 Drug sales 
and distribution data of opioids show an increase from 180 mg 
morphine equivalents per person in the United States in I997 
to 7IO mg per person in 20 I 0.8

' 
10 This is the equivalent of7.I 
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kg of opioid medication per 10,000 population, or enough to 
supply cvc1y American adult with 5 mg of hydrocodone evety 4 
hours for a month.8 

The dilemma of treating pain appropriately while avoiding 
adverse events is further complicated by insufficient data 
wpporting the long-term use of opioids in the treatment of 
chronic noncancer pain. Although selective u.1e of opioids in the 
treatment of acute pain is traditionally accepted, the treatment 
of chronic noncancer pain is more compl<e.x. Many attthors have 
begun to question the routine long-term use of opioids for the 
treatment of cluonic noncancer pain. ll-l 

3 Multiple practice 
19guidelines have been developed to address this issue. 14

-

Howevu, most recommendations in this area arc of a consensus 
nature, being based on experiential or low-quality evidence. 

Data from 2009 show that there were more than 201.9 
mi11ion opioid prescriptions dispensed in the United States 
during that year?0 ft is difficult to obtain reliable data 
concerning the degree to whidt this is an emergency medicine 
issue, bm during 2009, in the IO- to I9-year-old and 20- ro 
29-year-old patient groups, emergency. medicine ranked third 
among all specialties in terms of number of opioid prescriptions, 
writing approximately I2% of the total prescriptions in each age 
group. In the 30- to 39-year-old group, eme1·gency medicine 
ranked founh. 40 Although these data do not deal with total 
doses dispensed by specialty, it is commonly postulated that the 
population served in EDs as a whole is at high risk for opioid 
abusc.21 

The significant increase in opioid-related deaths has raised 
the concern of many. :;.r,.R This problem has also been obsnved 
in the pediatric population.22

' 
20 Action at the national level 

includes the recent proposal from the Food and Drug 
Administration for the establishment of physician education 
programs for the p1·escrihing of long-acting and extended-release 
opioids as part of their national opioid risk evaluarion and 
mitigation strategy (the REMS program).25 State eHOrrs to 

address this issue have included the development of statewide 
opioid prescribing guidelines, such as those developed by th~ 
Utah l)eparrment ofHealth 17 and statewide ED opioid 
prescribing guidelines, such as those developed in Washington 
State by the Washington chapter of the American College of 
Emergency Physicians (ACEP) working with other state 
organizations. 16 Some individual EDs and emergency physician 
groups have also promulgated opioid prescribing guidelines. 
.Some of these policies also deal with the necessity of patient 
education abont the safe use and proper disposal of opioid 
medications. Early data indicate that, in some cases, these 
guidelines may decrease prescription opioid owrdosc. 26 

Anecdotal experience sugb>eSts that public policies such as these 
may change patient perceptions of appropriate prescribing and 
mitigate complaints arising from more stringmt prescribing 
practices. ACEP ha.~ approved related policy starements about 
optimizing the treatment of pain in patients with acute 
presentations and the implementation of electronic prescription 

78 drug monitoring programs. 47· · 
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Clinical Policy 

This clinical policy addresses several issues believed to be 
important in the prescribing of opioids by emergency 
physicians for allult patients treated and released from the 
ED for whom opioids may be an appropriate treatment 
modality. Although relieving pain and reducing suffering are 
primary emergency physician responsibilities, there is a 
concurrent duty to limit the personal and societal harm that 
can result hom prescription drug misuse and abuse. Because 
long-acting or extended-release opioids are not indicated for 
the treatment of acute pain, the aim of this clinical policy is 
to provide evidence-based recommendations for prescribing 

short-acting opioids for adult ED patients with painful acute 
or chronic conditions while attempting to adllrcss the 
increasing frequency of adverse events, abuse, and overdose 
of prescribed opioid analgesics. 

METHODOLOGY 
This clinical policy was created after careful review and 

critical analysis of the mediealliterature. The critical questions 
were formulated in the PICO (patiem, intervention, 

comparison, outcome)29 fOrmat to strengthen the clarity and 
scientific rigor of the questions. Searches of MEDLINE, 
MEDLINE InPwcess, and the Cochrane Libmry were 
performed. All searches were limited to English-Lmguage 
sources, human studies, adults, and years 2000 to 2011. Specific 

key word.~/phra.~es and years used in the searches are identified 
under each critical question. In addition, relevant articles from 
the bibliographies of included studies and more recent anicles 
identified by committee members were included. 

·I"his policy is a product of the ACEP clinical policy 
development process, including expen review, and is based on 
the literature; when literawre wa.~ not available, consensus of 
panel members was used. Expert review comments were 
received from emergency physicians, toxicologists, pain and 
addiction medicine specialists, pharmacologists, occupational 
medicine specialists, and individual members of the American 
Academy ofCiiniC<ll Toxicology, American Academy of llamily 
Physicians, American Academy of Pain Medicine, American 
Chronic Pain Association, American College of Occupational 
and Environmental Medicine, An1erican College oF Osteopathic 
Emergency Physicians, American College of Physicians, 
American Pain Society, American Society of Health-System 
Pharmacists, American Society oflntcrvcntional Pain 
Physicians, Emergency Medicine Resident's Association, and 

Emergency Nurses Association. Their responses were used to 
further refine and enhance this policy; however, their responses 
do not imply endorsement of this clinical policy. Clinical 
policies are scheduled for revision every 3 years; however, 
interim reviews are conducted when technology or the practice 
environment changes significantly. The Centers fOr Disea.~e 
Control and Prevention was the Funding source for rhis clinical 
policy. 

All articles used in the formulation of rhis clinical policy were 
graded by at least 2 subcommittee members For quality and 

strength of evidence. The articles were classified into 3 classes of 
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evidence on the basis of the design of the study, with design 1 
representing the strongest evidence and design 3 representing 

the weakest evidence fOr therapeutic, diagnostic, and prognostic 

studies, respectively (Appendix A). Articles were then graded on 

dimensions related to the study's methodological features: 

blinded versus nonblinded outcome assessment, blinded or 

randomized allocation, direct or indirect outcome measures 

(reliability and validity), biases (eg, selection, detection, 

transfer), external validity (ie, generalizability), and suflicient 

sample size. Articles received a final grade (Class [, TI, III) on the 

basis of a predetermined formula, taking into account the design 

and study quality (Appendix B). Anicles with Ga""al flaws or that 

were nor relevant to the critical question were given an "X" 
g1""ade and were not used in fOrmulating recommendations for 

this policy. Evidence grading was done with respect to the 

specific data being extracted and the specific critical question 

being reviewed. Thus, the level of evidence for any one study 

may have varied according to the question, and it is possible for 

a single article to receive dillerent levels of grading as different 

critical questiOilS were answered. Question-specific level of 

evidence grading may be fOund in the Evidentiary Table 

included at the end of rhis policy. Evidence grading sheets may 

be viewed at http:! /www.acep.org/clinicalpolicies/?pg= l. 
Clinical findings and strength of recommendations about 

patient management were then made according to the Following 

criteria: 

Level A recommendations. Generally accepted principles for 

patient managcmelllthat reflect a high degree of clinical 
cerl""airuy (ic, based on strength of evidence Class I or 

ovcrwhel ming evidence fi·om strength of evidence Class II 
studies that directly address all of the issues). 

Level B recommendntiom·. Recommendations for patient 

management that may identifY a particular strategy or range of 

management strategies that reflect moderate clinical certainty 

(ie, based on strength of evidence Class II studies that directly 

address the issue, decision analysis that directly addresses rhe 

issue, or strong consensus of strength of evidence Cla.~s Ill 
studies). 

Level C recommendatio11s. Other strategies fOr patient 

management that are based on Class Ill studies, or in the 

absence oF any adequate published literature, based on panel 

consensus. 
There arc cenain circumstances in which the 

recommendations stemming from a body of evidence should 

not be rated as highly as the individual studies on which they 

are based. flactors such as heterogeneity of results, uncertainty 

about effect magnitude and consequences, and publication bia.~, 

among others, might lead to such a downgrading of 

recommendations. 

This policy is not intended to he a complete manual on the 

evaluation and management of adult .ED patients with painful 

conditions where prescriptions for opioid~ are being considered, 

but rather is a focused examination of critical issues that have 
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Clinical Policy 

particular relevance to the current practice of emergency 
medicine. 

The goal of the ACEP Opioid Guideline Panel is to 

provide an evidence-based recommendation when the 
medical literature provides enough quality information to 

answer a critical question. When the medical literature docs 
not contain enough quality information to answer a critical 
question, the members of the- ACEP Opioid Guideline Pane-l 
believe that it is equally important to alert emergency 
physicians to this fact. 

Recommendations ufl:ered in this policy arc not intended to 

represent the only management options that the emergency 
physician should consider. ACEP clearly recognizes the 
importance of the individual physician's judgmcnr. Rather, this 
guideline define-s for the physician those strategies for which 
medical literature exists to provide support for answers to the 
critical questions addressed in this policy. 

Scope ofApplicatirm. This guideline is intended for 
physicians working in hospital-ba.,ed EDs. 

Inclusion Cl'iteria. This guideline is intended for adult 
patients presenting to the ED with acute noncancer pain or an 
acute exacerbation of chronic noncancer pain. 

Exclusion Criteria. This guideline is not intended to 
address the long-term care of patients with cancer or chronic 
noncancer pam. 

CRfflCAL QUESTIONS 
1. In the adult ED patient with noncancer paill for whom 
opioid prescriptions are considered, what is the utility of 
state prescription drug monitoring programs in identifying 
patie•lts who are at high risk for opioid abuse? 

Recommendations 

Level A recommendtttions. None specified. 
Level B recommendations. None specified. 
Level C reconnnendatfons. The usc of a state prescription 

monitoring program may help identify patietHS who arc at high 
risk for prescription opioiJ diversion or doctor shopping. 

Key words/phrases for literature searches: opioiJ, d.rug 
prescriptions, drug monitoring, drug utilization review, 
substance abuse detection, dmg-seeking behavior, drug and 
narcotic control, substance-related d.isorJcrs, physician's practice 
pattel"lls, program evaluation, emergency service, and variations 
and combinations of the key words/phrases with exclusion of 
cancer. 

Emergency physicians lllUSt balance oligoanalgesia 
(undertreannent or ineiTcctual treatment of pain) with conce-rns 
about drug diversion* and doctor shopping.no.JJ Therefore, the-

*Drug diversion: The divorsion of drugs for nonmedical use through 
routos that do not involve the direct prescription of the drug by a 
provider. Diverted drugs might be providod by family or friends, 
purchasod on the street market, or obtained through fraudulent 
prescription. Epidemiologic data suggest that most oplolds used 
nonmedlcally are obtained through these means. 
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development of mechanisms to address these issues is justified. 
The cxpandcJ usc of prescription drug monitoring programs to 
curb prescription opioid misuse was recommended in the 2011 
Prescription Drug Abuse Prevention Plan rdeased by the White 
House Office of National Dmg Control Policy.31 Prescription 
drug monitoring programs are state-based monitoring programs 
fur certain controlled substances that are prescribed by licensed 
practitioners and dispensed by pharmacies. Although existing in 
various forms for more than 3 decades, the first efCort to 
standardize prescription drug monitoring practice was the 
passage in 2005 of the National All Schedules Prescription 
Elecrronic Reporting Act (NASPER). Unfortunately, this 
federal legislative mandate that intended to harmonize 
prescription drug monitoring programs across the various stares 
has yet to be fully funded. 

Prescription drug monitoring programs ideally serve multiple 
fi.mctions, including identifYing patients who engage in doctor 
shopping, and patients, pruviJers, or pharmacies who engage in 
diversion of controlled substances and providing information 
about prescribing trends for surveillance and evaluation 
purposes. Such information may serve ro benefit the patients, 
the health care system, epidemiologists, pulicymakers, regulatory 
agencies, and law enfOrcement. 35 Cenain large health care 
systems, particularly dosed prescribing systems such as the 
Veterans Administration and health maintenance organizations, 
maintain databases that allow prescribers to view recent 
prescriptions of enrolled clients or patients. Forty-One states 
have operational prescription drug monitoring programs of 
various complexity and capability, with an additional? states 
having prescription drug monitoring program legislation in 
place but with programs that arc not yet operational. .\ 6 Most 
states allow health care providers and pharmacists to access the 
programs for patients under their c.1rc. Other groups such as law 
enforcement and regulatory boards may also have access. One 
program trad{.'i only schedule ll drug prescriptions, wherea.'i 
most track drug prescriptions of schedule TT to IV or Il to V 
drugs. 

Despite prescription drug monitoring programs providing an 
intuitive perception of benefit Cor the medical community, there 
arc limited data to indicate any benefit of these programs fur 
improving patient outcomes or reducing the misuse of 
prescription drugs.9 In part, this relates to the limited 
optimization of and standru:dization between the prugrarns and 
the lack of a mechanism to allow interstate communication . .\5 

tDoctor shopping: The practice of obtaining prescriptions for 
controlled substances from multiple providers, which is regarded 
as a possible indication of abuse or diversion. There is no rigorous 
definition, and various uuthors have defined It in different ways, 
from 2 or more prescribers within 30 days, greater than 4 during 1 
year, and greater than 5 during 1 yearY0 -J 2 It has also been 
defined as the amount of drug obtained through doctor shopping 
compared with the amount intended to be prescribed.33 The use ef 
"pill mills," in which a prescriber provides ready access to 
prescriptions or pills, can be considered a form of doctor shopping. 
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One study has demonstrated that compared with states without 
a prescription monitoring program, those with such a program 
had a slower rate of increa.~e in opioid misuse,38 

In an attempL to qumuil}r the efiCct of a prescription drug 
monitoring program, Baehren et al.19 conducted a prospective 
study (Class III) of 18 providers who cared for a convenience 
sample of adult patients with pain in a single Ohio ED. After 
the clinical assessment of a patient, the researchers queried the 
providers about 3 patient-specific issues: (1) the likelihood of 
qttcrying the state's prescription drug monitoring program, 
dled Ohio Automated Rx Reporting System; (2) the likelihood 
of providing an opioid prescription at discharge; and (3) ifyes, 

which opiuid and what quantity. They were then provided with 
a printout of the patient data from the prescription drug 
monitoring program and asked to r~assess the same questions. 
Of the 179 patients with complete data, infinmation from the 
Ohio Automated Rx Reporting System altered prescribing 
practice in 74 ofl79 (41%). The majority (61%) of these 
patients received fewer or no opioids, wherea.~ 39% received 
more. The change in management was attributed to the number 
of previous prescriptions, 30 of71[ (I[ 1 %); number of previous 
prescribers, 23 of74 (31 %); number ofpharmacies used, 19 of 
74 (26%); and number of addresses listed, I2 of74 (16%). A 
limitation of this study was that 4 prescribers accounted fur 
almost two thirds of the total patient encounters. In this study, 
knowledge of the info1mation provided by a prescription drug 
monitoring program had an important impact on the 
prescription practices for controlled substances in an ED, 
although the actual eHect of prescription drug monitoring 
program data on patient outcomes in this study is unknown. 

Although not specifically evaluating the benefit of 
pr~scription drug monitoring programs on identifYing high-risk 
patients, I-Iall et al,J 7

. in a Class III study, reviewed 
characteristics of decedents who died of prescription drugs in 
West Virginia and reported that opioid analgesics accounted for 
93% of deaths. Cross-referencing the medical examiner's 
detailed analysis of rhe c;luse of dearh with the West Virginia 
prescription monitoring program, the authors determined the 
prescription history of the drug associated with each £1tality. 
l'atients who had received controlled drugs from 5 or more 
prescribers in the year before death were defined as engaging in 
"doctor shopping," whereas those whose death was nor 
associated with a valid prescription were considered to have 
obtained their drugs through "diversion." Of the 295 d<."aths 
that were reviewed, the mean age of patient~ who died was 39 
years, and 92% were between ages 18 and 54 years. Diversion 
was associated with 186 (63%) of the fatalities, and doctor 
shopping was associated with 63 (21%) of the fatalities. Of the 
295 total decedents, 279 (95%) had at least 1 indicator of 
substance abuse, and these differed according to whether the 
drug was obtained duottgh diversion or doctor shopping. 
Deaths involving diversion were associated with a histOly of 
whstance ahnse (82.3% versm 71.6%; odds ratio [0R]1.8; 
95% confidence intctval [CI] 1.0 to 3.4), nonmedical route of 
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pharmaceutical administration (26.3% versus 15.6%; OR 1.9; 
95% CI 1.0 to 3.8), and a contributory illicit drug (19Ao/o 
vers1.1.s I 0.1 o/o; OR 2.1; 95% Cl 1.0 to 4.9). Patients with 
evidence of doctor shopping were significantly more likely to 
have had a previous overdose (30.2% versus 13.4%; OR 2.8; 
95% CI 1.4 to 5.6) and significantly less likely to have used 
contributOJy alcohol (7.9% versus 19.8%; OR 0.3; 95% Cl 0.1 
to 0.9). J-1ew patients (8.1 %) were involved in both doctor 
shopping and diversion. The study sugge~ts that the 
information provided by a prescription drug monitoring 
program, with correct interpretation and action ba.~ed on that 
knowledge, might have prevented some inappropriate 
prescribing and poor outcomes in this patient population. 

In another Class III study, Pradcl ct al33 monitored 
prescribing trends for buprcnorphinc in a select area of ~ranee, 
using a prescription drug database during a multiple-year 
period. During this time, a prescription drug monitoring 
program was implemented, allowing a before-after comparison 
of the buprenorphine prescribing pattern f(Jr more than 2,600 
patients. The doctor shopping drug quant.iLy, which was defined 
as the total drug quantity received by the patient minus the 
quantity prescribed by an individual provider, increased from 
631 gin the first 6 months of2000 to a peak of 1,151 gin the 
first 6 months of2004, equivalent to 143,750 days of treatment 
at 8 mg/day. The doctor shopping ratio, determined as the ratio 
of the quanrity delive1·ed to rhe quantity prescribed, increased 
steadily from early 2000 (14.9% of the grams of drug 
prescribed) to a peale value in the first Gmonths of 2004 
(21.7%). After implementation of the prescription drug 
monitoring program in early 2001[, this value dcct·eascd rapidly, 
in Iewcr than 2 years reaching the value observed in 2000. The 
points of inflection of the doctor shopping curves (quantity and 
ratio) coincided with the implementation of the prescription 
drug monitoring program, suggesting an immediate benefit of 
this program. The prescribed quantity did not change after the 
implementation, indicating that access to treatment may not 
have changed. Eighty percent ufth.e total doctor shopping 
quantity ofbuprcnorphinc was obtained by approximately 200 
(8%) ofrhe total patients. However, it is difficult to make any 
inferences about the effect of a decrease in doctor shopping, 
given the Fractional amount of total prescribing accounted f(Jr 
by thiH practice.:>.l The authors suggested that the doubling in 
the street price ofbuprenorphine after the prescription drug 
monitoring program implementation was an indicator of 
Huccess. 

An observational sLUdy of opioid-related deaths by Paulo7,zi et 
ai37 highlights some important considerations in the aHsessment 
of the effectiveness of prescription drug monitoring programs. 
The authors assessed the mortality rate from 1999 to 2005 frolll 
schedule !I and III prescription opioids in the United States and 
compared states that had prescription drug monitoring 
programs with those that did not. They fllfther divided states 
with prescription drug monitoring programs into those that 
proactively informed prescribers, generally by mail, of potential 
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misuse and those that did not. This study found no difference 
in the mortality rates over rime for states with and without a 
presCI'iption drug monitoring program, nor did states with 
proactive prescription di'Ug monitoring programs perform better 
than those wirh programs that were not proactive. There was a 
nonsignificant!y lower rate of consumption of schedule II 
opioids and a significantly higher rate of consumption of 
hydrocodone (schedule III) in states that had a prescription 
drug monitoring program. A major limitation of this study is 
that the variability in the prescription drug monitoring program 
structure, including the ability of health care providers to access 
the database, was not considered. Current applicability is 
somewhat limited by substantial changes in the manner in 
whidt prescription drug monitoring programs fimction since 
the study was conducted, including the extent of physician 
access and the definition of patient inclusion criteria. Because of 
the practical limitation of the delay in informing the 
prescriber of a patient's potential drug misuse, the proactive 
notification aspect of these programs would have minimal 
effect on emergency medical practice in states that cannot 
provide prescription drug monitoring program data in real 
time. 

In conclusion, there are no studies that directly evaluate the 
effect of real-time, voluntaty access to a pl·esCI'iption drug 
monitoring program on prescribing practices of emergency 
physicians. In addition, the broader effect of such access on 
diversion, abu.~e, doctor shopping, mortality, and the possibility 
of pain undcrtreanncnt remains undefined. Prescription drug 
monitoring: programs have many limitations in their current 
fOrmat, including complex acce.1s issues, limitations on access 
permission, thresholds for patient listing, timeliness, interstate 
communication, and whether the data are presented to the 
physician automatically or require physician effort to retrieve. 
Furthermore, the recent addition of prescription drug 
monitoring: programs in several states and continuing changes in 
the structure or fimction of existing pmgrams limit the direct 
application of even recently published research. Legislation 
designed to improve prescription drug monitoring program 
operation (eg, NASPER) has stalled or remained underfunded, 
and concerns over patient confidentiality have often trumped 
public health concerns. Until an interstate, frequently updated, 
multiple-drug-schedule, easily accessible, widely used 
prescription drug monitoring system is implemented, the 
likelihood of success is limited.35 

2. In the adult ED patient with acute low back pain, are 
prescriptions for opioids more effective (luring the acute 
phase than other medications( 

Reco1nmendations 

Level A recommendations. None specified. 
Level B recommendations. None specified. 
Level C recommendations. (1) Por the patient being 

discharged from the ED with acute low back pain, the 
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emergency physician should ascertain whether nonopioid 
analgesics and non pharmacologic therapies will be adequate for 
initial pain management. 

(2) Given a lack of demonstrated evidence of superior efficacy 
of either opioid or nonopioid analgesics and the individual and 
community risks associated with opioid use, misuse, and abuse, 
opioids should be reserved for more severe pain or pain 
rcfractOJy to other analgesics rather than routinely prescribed. 

(3) If opioids are indicated, the prescription should be for the 
lowest practiG!I dose for a limited duration (cg, <1 week), and 
the prescriber should consider the patient's risk for opioid 
misuse, abuse, or diversion. 

Key words/phrases for literature seardtes: acute low back 
pain, opioid, and variations and combinations of the key 
words/phrases. 

Acute low back pain is a common ED presenting complaint. 
Opioids are frequently prescribed, expected, or requested for 

41such presentations.'10
· In a recent study, it was estimated that 

low back pain-related disorders result in approximately 2.6 
million annual ED visits in the United States. Of medications 
either administered in the ED or prescribed at discharge, the 
most frequently used da.1ses were opioids (61.7%; 95% CI 
59.2% to 64.2%), nonsteroidal anti-inflammatory drugs 
(NSAIDs) (49.6%; 95% CI 46.7% to 52.3%), and muscle 
relaxants (42.8%; 95% CI 40.2% to 45.4%).41 The opioid 
analgesics most commonly prescribed for low back pain, 
hydrocodonc and oxycodonc products, arc also those most 
prevalent in a Government Accountability Office study of 
frequently abused drugs.12 I .ow bade pain as a prcscming 
coiUplaint was also obserwd in a recent study to be associated 
with patients at higher risk ±Or opioid abuseY Low back pain, 
although a common acute presentation, is also often persistent 
and recurrent, with 33% of patients continuing to complain of 
moderate-intensity pain and 15% of severe pain at 1 year from 
initial presentation. Symptoms recur in 50% to 80% ofpeople 
within the firstyear.~ 1 In one smdy, 19% reported opioid use at a 
3-montlt follow-up.40 Emergency physicians, as a specialty, are 
among the higher prescribers ofopioid pain relievers for patients 
aged 10 to 40 years.20 Recent data show simultaneous inCl'eases in 
overall opioid sale.~ rates and prescription opioid-related deaths and 
addiction rates and suggest that widespread use ofopioid.s has 
adverse consequences LOr patients and conummities.8 

There is a paucity ofliteratme that addresses the use of 
opioids after ED discharge for acute low back pain versus the 
usc ofNSAIDs or the combination ofNSAIDs and muscle 
relaxants. Two meta-analyses published in the last 5 years 
identified relatively few valid studies that address the use of 
opioids for low bade pain.1 >.1G 

In a Class III 2008 Cochl'<l.ne review, NSAIDs were 
compared with opioicls and muscle relaxallls for the treatment 
oflow hack pain."6 Three studies were reviewed that compared 
opioids (2 of which arc no longer in usc) with NSAIDs for 
treatment of acute low hack pain, including 1 stndy considered 
by the Cochrane reviewers to be of h.igher quality.47 None of 

Volume 6o, NO.4 : October 2012 

Appendices: Guidelines for Prescribing Controlled Substances for Pain Page A6 

https://quality.47
https://Cochl'<l.ne
https://years.20
https://follow-up.40
https://drugs.12
https://45.4%).41
https://limited.35


Clinical Policy 

the individual studies found statistically significant differences in 
pain relief. A Class III revi.:w by Mcintosh and Hall45 of clinical 
evidence for treatment of acute low back pain similarly found 
no evidence for superiority of opioids over other therapies and 
no direct information to demonstrate that opioids were better 
than no active th.:rapy; however, the author~ concluded that the 
opioid-rclatcd studies were too small to detect any clinically 
important differences. 

A Class III Cochrane review ofNSAJD treatment for acute 
low back pain evaluated 65 studies (including more than 11,000 
patients) of mixed methodological quality that cotnpared 
various NSAIDs with placebo, other drugs, other therapies, and 
other NSA!Ds.46 The review authors concluded that NSA1Ds 
arc slightly effective for short-term symptomatic relief in 
patients with acute and chronic low back pain without sciatica 
(pain and tingling radiating down the leg). In patients with 
acute sciatica, no difference in dlect between NSA1Ds and 
placebo was found hut moderate efficacy was found for opioids. 
The systematic review also reported tlmt NSAIDs are no more 
effective than other drugs (acetaminophtn, opioills, and muscle 
relaxants). Placebo and acetaminophen had fewer adverse effects 
than NSAIDs, and NSATDS had fewer adverse effects than 
muscle relaxants or opioids. 

A 2003 Cochrane review of muscle relaxanrs for low back 
pain (Class X because it did not address the role of opioids) 
found that muscle relaxants were effective for short-term 
symptomatic relief in pati.:nts with acute and chronic low hade 
pain.48 However, muscle relaxants were associated with a high 
incidence of adverse dl:ects. This study cited suong evidence in 
4 trials involving a total of29!1 people that oral 
nonbenzodiazcpinc muscle relaxants are more effective than 
placebo in patients with acute low back pain for short-term pain 
relief, global efficacy, and improvement ofphysical outcomes. 

Although no superiority has been demonstrated for opioids 
over othet· therapies for treatment of acute low back paih, 
groups have recommended against use of opioids as first-line 
therapy for treatment of rhis problcm.49

·
50 A guideline ±Or 

diagnosis and treatment oflow hack pain endorsed by rhc 
American College of Physicians and the American Pain Society 
recommends opioids only for severe, disabling pain that is nor 
controlled or not likely to be controlled with acetaminophen or 

NSAIDs.49 In their 2007 guidelines, the American College of 
Occupational and Environmental Medicine stated that routine 
use of opioids for acute, suhacme, or chronic low back pain is 
not recommended. 50 

Several observational non-EO studies also suggest caution 
with regard to opioid prescribing for hack pain . .Franklin er al, 51 

in a retrospective study (Class X because of the non-ED patient 
population), found that workers with acute low hack injmy and 
worker's compensation claims who were treated with 
prescription opioids within 6 weeks of acute injury for more 
than 7 days had a significantly higher risk fUr long-term 
disability. In a subsequent Class 111 population-based 
prospective study o[ opioid usc among injured Washington 
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State workers with low hack pain, Franklin et al52 observed a 
strong association between the amount of prescribed opioids 
received early after inj111y and long-term usc ofprescription 
opioids. A retrospective study of98 workers with acute low back 
pain and subsequem disability claims by Malmmd et a!'q found 
that patients whose treatment of new work-related low back 
pain involved opioid usc for 7 days or more were more likely to 
have long-term disability (relative risk2.58; 95% CI 1.22 to 
5.47); however, the direct applicability of this study (Class X) 
was limited because most patients were not seen in the EO. In 
another study that addressed associations oflong-term outcome 
with opioid therapy for nonspecific low bade pain, Voli nn et 
al51 found that the odds of chronic work loss were 11 to 14 
times greater ±Or claimants treated with schedule II ("strong") 
opioids compared with those nor treated with opioid.s at all. 
They fUrther observed that the strong associations between 
schedule I! use and long-term disability suggest that for mosr 
workers, opioid therapy did not arrest the cycle of work loss and 
pain. Although this study was also graded as Class X because of 
the population selected and failure to directly address acute or 

immediate benefit, the results highlight porential problems of 
treating acute low hack pain with opioids. "~ Unfortunately, 
causation cannot be directly inferred from rhesc studies because 
of possible cot1founding. 

In summary, although opioids currently offer the most potent 
form of pain relief, there is essentially no published evidence 
that the prescription of opioid analgesics for acute low back pain 
provides bcndit over other available medications or vice versa. 
Several observational studi.:s suggest associations of both 
prescription of "strong" opioids or longer prescription duration 
(greater than 7 days) and early opioid prescribing with worsened 
functional outcomes. Additionally, as noted, the overall 
increased rate of opioid sales has been strongly associated with 
adverse eH:ect~ in the community (overdose, addiction, aberrant 
use, and death). 8 Therefore, it can be recommended that 
opioids not be routinely prescribed for acnte low back pain bnt 
reserved for select ED patients wirh more sever(" pain (eg, 
sciatica) or pain refracto1y to other drug and treatment 
modalities. Prescriptions for opioids should always be provided 
for limited amounts and for a limitcll period. Extra caution 
(such as use of prescription drug monitoring programs and 
seeking of collateral patient infOrmation such as patient visit 
history) may be indicated for patients identified as possibly 
having an increased risk for substance dependence or abuse. 

3. In the adult ED patient for whom opioid prescription is 
considered appropriate for treatment of new-onset acute 
pain, arc short-acting schedule II opioids more effective 
than short-acting schedule III opioi<ls? 

Recommendations 

Level A t•ecotmnendations. None specified. 
Level B reconnnendntirms. For the short-term relief of acme 

musculoskeletal pain, emergency physicians may prescribe 
shon-acting opioids such as oxycodone or hydrocodone 
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products while considering the benefits and risks for the 
individual patient. 

Level C 1'ecommendatiom. Resccarch evidence to support 
superior pain relief for short-acting schedule II over schedule Ill 
opioids is inadequate, 

Key words/phrases for literature searches: opioids, schedule II 
narcotics, schedule III narcotics, acute pain, acute disease, 
emet·gency service, and variations and combinations of the key 
words/phrases. 

Schedules II and III are classifications established by the 
Comprehensive Drug Abuse Prevention and Control Act of 
1970 and determined by the Drug Enforcement 
Administration. Among other criteria, classification decisions 
for specific drugs arc based on judgments about the potential for 
their abuse. Schedule II opioids include morphine (eg, MS 
Contin), o.xymorphone (eg, Opana), oxycodone (eg, 
Roxicodonc) and oxycodone combination products (eg, 
Percocer, l'ercodan), as well as hydromorphonc (cg, Dilaudid) 
and fentanyl (eg, Duragesic parch, Acriq). Schedule HI opioids 
include combination products, such as hydrocodune (15 mg or 
less) combined with acetaminophen (eg, Vicodin, Lortab) or 
ibuprofen (eg, Vicoprofi:n), as well as some of the codeine 
combination products."5 .Schedule classifications for opioids 
may change over time in response to a number of factors, 
including their perceived risk of abuse. Calls to reclassifY 
hydrocodone combination products (eg, Vicodin, Lonab) from 
schedule III to schedule II have increased in recent years in 
response to increasing levels of abuse of these substances. 

These recommendations address only new-onset acute pain. 
Long-acting or extended-released schedule II pwducts such as 
o.xycodone ER (O.xyConcin), methadone, fentanyl patches, or 
morphine extended-release (MS Cantin) are indicated for 
chronic pain and should not be used fi1r acute pain. 56 Long
acting and extended-release opioids arc for usc in opioid
tolerant patients only and are not intended for use a.~ an "as
needed" analgesic. Tn addition, the immediate-release oral 
transmuco.oal fiJrmulations of fentanyl are indicated only for 
brC'akthrough pain relief in cancer patients who are already taking 
snstained-rdea~e medications and are opioid tolerant. These 
formulations should not be used for acute new-onset pain. 

As pan of rhe decision to prescribe opioids for new onset of 
acute pain, the care provider can select between shon-acting 
schedule II or ITl agents (Table). In general, cquianalgcsic doses 
of' opioids are equally efficacious in relieving pain. Therefore, a 
priori, there is no reason to consider an equianalgesic dose of a 
short-acting schedule II opioid more effective in providing pain 
relief than a short-acting schedule Ill opioid. However, some 

studies have compared schedule II and III opioids combined 
with nonopioid analgesics with one another. Two prospective 
randomized controlled trials have compared the eHicacy of 
short-acting oxycodone, a schedule II drug, with hydrocodone 
combination products (schedule IIl) and fUund them to he 

cqual. 57
•
58 In 2005, Marco et al07 compared single dmes of 
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Table. Short-acting oral opioid formulations. Dose and interval 
are recommended starting dosing ranges. 

Medication Initial Dose/Interval Schedule 

Codelne/APAP 30·60 mg* PO Q4·6h PRN Ill 
Codeine 30·60 mg PO Q4·6h PRN II 
Hydrocodone/APAP 5-15 mg* PO Q4-6h PRN Ill 
Hydromorphone 2-4 mg PO Q4-6h PRN II 
Morphine 15-30 mg PO Q4-6h PRN II 
OxycodonejAPAP 5-15 mg* PO Q4·6h PRN 
Oxycodone 5-15 mg PO Q4-6h PRN 
Oxymorphone 10-20 mg PO Q4-6h PRN 

APAP, acetaminophen; h, hour; mg, milligram; PO, by mouth; PRN, as needed; 
Q, evety. 
*Listed doso is of ttm opioid cornpollBilt. Note that the acetaminophen compo
nent is 11ow limited to 325 mg or less per pill. 

oxycodone 5 mg with hydrocodone 5 rng (both combined 
with 325 mg acetaminophen). In this single-site Class II 
srudy of (,7 adolescent and adult subjects with acute 
fractures, no differences in analgesic efficacy were observed at 
30 or 60 minutes. Constipation rates were higher for 
hydrocodone. In a 2002 Class I study, Palangio et al58 

compared oxycodone 5 mg combined with acetaminophen 
325 mg (schedule II) with hydl'Ocodone 7.5 mg combined 
with ibuprofen 200 mg (schedule TTI) in a prospective, 
multicenter, multidose, randomized controlled trial of 147 
adults with acute or recurrent low back pain. During an 8-
day study period, no differences were found in pain relief: 
doses taken, global evaluations of eflicacy, health statlls, or. 
pain interference with work. As noted above, cquianalgesic 
doses of opioids have similat· efficacy in the treatment of 
acute pain, no matter their Drug Enforcement 
Administration classification. Givm rhis understanding, it 
was not unexpected that 2 randomized contwlled trials 
comparing schedule II with III agents found no differences 
in analgesic efficacy. 

4. In the adult ED patient with an acute exacerbation of 
noncancer chronic pain, do the benefits of prescribing 
opioids on discharge &om the ED outweigh the potential 
harms? 

Recommendations 

Level A recommendations. None specified. 
Level B recommendations. None specified. 
Level C recommendation.~. (1) Physicians should avoid 

the routine prescribing of outpatient opioids for a patient 
with an acute exacerbation of chronic noncancer pain seen in 
the ED. 

(2) If' opioids are prescribed on discharge, the prescription 
should be For the lowest practical dose for a limited duration 
c~g, < 1 week), and the prescriber should consider the patient's 
risk for opioid misuse, abuse, or diversion. 

(3) The clinician should, if practicable, honor existing 
patient-physician pain contracts/treatment agreements and 
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consickr past prescription patterns from information sources 
such as prescription drug monitoring programs. 

Key words/phrases for literature searches: opioid, patient 
discharge, pain, emergency service, and val"iations and 
combinations of the key words/phrases with exclusion of cancer. 

Patients with chronic noncancer pain, either already taking 
opioids or not, commonly present to the ED for neatment of 
acute exacerbation of their pain. There have been no studies 
that evaluate the efficacy or potential harms of prescribing 
opioid~ specifically for these patients on discharge from rhe ED. 
Thus, given the paucity of evidence, this critical. question cannot 
be definitively answered. Despite the biological plausibility that 
treating any acute exacerbation ofpain with parenteral or oral 
opioids should decrease pain intensity, no studies were found to 

support this hypothesis. 
Only 2 randomized controlled trials were identified that 

addressed the use ofshort-acting opioids for the treatment of 
brealnhrough pain in patients taking opioids fOr chronic noncanccr 

. , "- I I . . , b ·' ._, 596npam; transmucosa.t tcnrany was t lC mtcrvcntton rur om U"la.ts. ' 
Because of methodological problems, valid estimates for efficacy of 
the intervention could not be lktermined, but adveJ:se event rates 
among both treated populations were common and simibr (r;mgc 
63% to 65%) (Class no. 

A systematic J:eview of nonrandomized studies by Dcvulder et 
al61 examined the effect of rescue medications on overall 
analgesic efficacy and adverse events. They examined 48 studies 
of patients treated with long-acting opioids fOr chronic 
noncancer pain and compared the analgesic efficacy and adveJ:se 
events among those that allowed short-acting opioid rescue 
medications for hrealcthrough pain with those that did not allow 
such rescue medications. Although graded Class X because of 
lack of randomized studies and the limitation of harms studied 
to adverse effects only, no significant difference in rhe analgesic 
efficacy between the rescue and nonrcscue swdies was found. 
There was also no difh:rence between these 2 groups in the 
incidence of nausea, const"lpation, or somnolence. Kalso et al,6?. 

in a Class III systematic review, found char RO% of patients 
receiving opioids for chronic noncancer pain had at least 1 
adverse event, including nausea (32%), constipation (41 %), and 
somnolence (29%). 

Studies of the use of opioids for chronic pain indicate that 
adverse effects of these drugs arc common. Several studies 
assessed the adverse effects wirh the use of tramadol with 
acetaminophen in the treatment of patients with chronic low 
back pain. G."l-G'; All of the studies had high dropout rates and 

reponed adverse event rates of nausea, dizziness, and 
somnolence between 8% am\17%. Allan et al, 66 in a 
nonblinded Class Ill study comparing transdermal fentanyl 
versus oralrnorphinc, found a constipation rate of 48% in the 
morphine-treated patients compared with a rate of 31% in the 
fentanyl-treated patients. Constipation was also the major 
adverse efFi:ct in a Class III sltldy by Hale ct al67 comparing 
oxymorphone extended release, oxycodone controlled release, 
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and placebo. Furlan et al, 68 in a Class II meta-analysis of 41 
randomized studies or opioid usc in the treatment of chronic 
noncancer pain, round that constipation and nausea were the 
only significant adverse effects. Holmes et al,69 however, in a 
Class III Stully, assessed an opioid screening instrument, the 
Pain Medication Questionnaire, in chronic noncancer pain 
patients and found that those patients with a higher score were 
more likely to have a substance abuse problem or request cady 
refills of their opioid prescription. In a retrospective Class III 
cohort study, Jensen et al70 conducted a 10-year follow-up on 
patients discharged from a pain clinic and found that chronic 
opioid treatment may put patients at risk for chronic 
depression. Unfortunately, near-universal shortcomings of 
these studies include the exclusion of patients with a histo1y 
of substance abuse, other significant medical problems, or 
psychiatric disease, and lack of follow-up to detect long-term 
effects such as aberrant drug-related behaviors, addiction, or 
overdose. Therefore, studies such as these can be 
confounded, making the ability to draw conclusions about 
causality difficult. 

Questions of opioid effectiveness involve the assessment of 
reduction in pain and improvement in function for the patient, 
potential patient adverse effects, and the potential harm to the 
community (eg, opioid diversion and abuse) from the drugs 
prescribed. Hall et al, ~2 in a Class III retrospective analysis of 
295 unintentional prescription overdose deaths, found that 
93% were due to opioids, 63% represented pharmaceutical drug 
diversion, 21% of the patients had engaged in doctor shopping, 
and 95% of the patients had a histmy of substance abuse. 
Although no studies have addressed the eCfccts related to dose 
and duration of presuihed opioids in rhis specific patient 
population, 2 general studies have shown a correlation hetwten 
high daily opioid dose and overdose death.n72 

Patient assessment tools such as the Screener and Opioid 
Assessment fOr Patients with Pain (SOAPP), Opioid Risk Tool 
(ORT), Diagnosis, Intractability, Risk, and EfFicacy (DIRE), 
and others to assess the risk ofprescription opioid misuse and 
abuse have yet to be fttl!y validated in the EO in terms of 
sensitivity, specificity, and mility.73 Many, however, believe that 
usc of these tools, as imperfect as they are, represents a 
beginning in the ability to bener quantifY potential risks related 
to opioid prescribing for outpatients. 

Many patients undergoing treatment for chronic noncancer 
pain have pain contracrsftreatmtllt agreements wirlt their 
primaty care providers. These should be honored if possible in 
treating any acute exacerbation of theil" pain.7.i,/S /i:s discussed 
in critical question I, use of presuiption drug monitoring 
programs may also assist the emergency physician in making 
appropriate clinical decisions about the use of outpatient opioid 
prescriptions for these patients. 

FUTURE RESEARCH 
Provider pain management practices related to opioids arc 

higb.ly variable. In part, this variability rcilects the lack of 
evidence to guide many of these therapeutic decisions.76 
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Although there is high-quality research assessing the treatment 
of acute pain with opioid analgesics during the ED encounter, 
there is a paucity of smdies assessing the benefits of prescribing 
opioids for discharged RD patients with acute pain and chronic 
noncancer pain, especially in comparison to other analgesic 
drugs and pain treatment modalities. Therefore, clinical 
decisions and practice recommendations musr rely on practice 
experience and consensus rather than research evidence. 

ED populations typically include patients with unrnct 
substance abuse treatment needs and psychiatric comorbidities, 
and many of these patients present with acure pain.77 In almost 
all pain studies, these patients arc excluded, leaving clinicians 
with little evidence-based guidance for their pain management. 

There are also significant research gaps in clearly understanding 
the long-term harms of opioids, including drug abuse and 
addiction, aberrant drug-related behaviors, and diversion. As 
mentioned above, further research am\ validation is needed on 

ED patient abuse and addiction-related assessment tools. 
Additional studies to characterize individual patient-related risks 
for opioid abuse arc also greatly needed. 

Although there has been recent widespread adoption of 
prescription monitoring programs, rhere remains a dearth of 
evidence about the eiTectiveness of these programs in altering 
physician prescribing patterns or diminishing the adverse effects 
of opioids in the community. For research in this area to 
advance, further refinemenr of prescribing metrics (quantity, 
duration, and fl:equency) and public health mea.~ures is required. 
Comparison of the fUnctionality and efl:t~ctiveness of the various 
state prescription drug monitoring program models may 
provide additional insight into developing best practices that 
could be adopted nationally, including the sharing of data 
between states. Important distinctions among the states, such as 
immediate online prescriber access to the prescriplion 
monitoring program, should be examined for their· relative 
contributions. However, this type of analysis must consider 
baseline variability among states for prescription opioid misuse 
(versus heroin or methadone, for example) and other state

specific issues (such as prescription-writing regulations). 
With respect to the treatment of acute low back pain in the 

ED, there is a need for quality studies cumpafing the 
effectiveness of the more commonly prescribed opiuids 
(hydrocodone and uxycudone congeners and other 
semisynthetic opioids) and nunopiuid therapies, with attention 
to confounding variables such as depression or ot!wr 
psychopathology. Purthcr study is ncnlcd to validate or refUte 
the reported associations of early or potent opioid prescribing 
with increased rates of disability. 51 Given the frequency of acute 
low back pain as an ED presentation and its association with 
perceived drug-seeking behavior,78 and with apparem higher 
risk fur misuse,43 more attention needs to be paid to 
liiscriminatory histofical or physical kctors that may be 
predictive of drug-seeking or abuse to allow better matching of 
treatment modality for individual patients. 

508 Annals of Emergency Medicine 

future studies should include additional multiple-dose 
analgesic protocols to better understand the postdischargc 
experience of patients with acute pain and what would 
constitute optimum patient IUllow-up provisions. [ IWCstigators 
should include clinically relevant study periods (days to weeks), 
which vary by diagnosis; thus, trials should be stratified by 
specific presenting complaints, pain site, discharge diagnosis, 
and classification of pain type, ie, nociceptive, neuropathic, and 
visceral pain. In addition to measuring pain and adverse effects, 
functional outcomes, such as return to work or pain-related 
quality-of-life measures, should be included.79 Straightforward 
observational studies are needed to determine the relative 
duration of different acute pain presentations, thus informing 
decisions to prescribe an appropriate number of upioid doses 
per prescription. Cunem prescribing practice often involves a 
"one size firs all" pan·ern that is encouragNI by electronic 
prescribing software. Prescribing practices that ignore variable 
durations of acute pain syndromes will predictably result in 
undenreatment for some patients and ovcrtrcatrnent for others. 
The latter increases the likelihood that unused opioids will be 
diverted imo nonmedicalnse in communities at risk 

Additional research should include evalnation ol the 
appropriateness of patient satisfaction as a quality metric as 
related to patient expectations uf opioids and rhe prevalence of 
providers reporting pressure through low patient satiskction 
scores or administrative complaints to provide opioids when the 
providers believe these drugs are not medically indicated. This 
issue may gain increased importance with the institution of the 
Hospital Consumer Assessment ofi-Iealthcare Providers and 
SyHems (HCAHPS) survey, which may tic some reimbursement 
to patient satisfi1ctiun scores. Additional work is needed to 
investigate what constitutes an appropriate educational 
curriculum in both medical school and residency for physician 
education concerning safe, appropriate, and judicious use of 
opioids. 

Research addressing the treatment of chronic nuncancer 
pain would be enhancell by the usc of accepted case 
definitions, standardized definitions of adverse events, and 
validated pain measurements. Case definitions should use a 
similar definition of chronic, nociceptive (111usculoskeletal or 
visceral) versus neuropathic pain, or pain by disease type 
(headache, low back pain, etc). Research reporting also 
requires more refined descriptions of opioid potency and 
routes of administration. 

Although opioids represent a treatment modality that has 
long been used in patient care, it is deru: hy the paucity of 
definitive answers ro the questions posed in this document and 
the significant number of future research issues that nuK.h work 
remains to be done to clarify the best usc of opioids in the care 
of patients. 
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impact the specific aspect ofdisease rtddressed in the critical 
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controlled release vs placebo in dose; use of 
patients with chronic low back breakthrough pain 
pain who were taking a stable medications; 
dose of opioids categorical pain 

intensity, pain 
intensity, global 
assessment, adverse 
events 

" 
~ 

" " " 

J 
"-

~ 
n: 
'~ 
~ 

Results 

Opioids were 
superior to 
placebo at 
reducing VAS 
for pain 
compared with 
placebo, 
oxymorphone 
(-Z7). 
oxycodone 
(-36); 
oxymorpbone 
was 
comparable to 
oxycodonein 
pain efficacy 
and adverse 
effects; 
sedation and 
constipation 
were more 
common with 
opioids (35% 
vs 29% vs 
11%) 

Limitations/Comments Class 

Only 22 of75 patients III 
in the placebo group 
completed the study; 
included only patients 
receiving stable opioids 
and then randomized to 
opioids or placebo; 
baseline characteristics 
between groups not 
specified; 
pharmaceutical-
sponsored research 

Q 

[ 
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Year Design Intervention(s )/Test(s )fl\!Iodality Outcome Results Limitations/Comments Class 

i~
:0 
CD 
U> 

b' 
~ 

0 

~ 
' " § 

Franklin et 
a152 

2009 Prospective 
cohort; 
Washington 
State workers 
with back 
injury; n=1,883 

Prospective cohort ofworkers 
with back injuries interviewed at 
18 days (medial) and 1 y after 
injury; phannacy data obtained 
from computerized records; 
analyzed for demographic and 

Measure/Criterion 
Standard 
Injury severity, 
pain, function, and 
quantities of 
opioids used 

For long-term users 
total number of 
medications 
increased 
significantly (P=.OI) 
from the first to the 

Addressed progression 
to long-term use 
according to initial 
treatment and 
continuation of same 

lil 

"U covariates fourth quarter; after 
~ 

CD adjustment for 
U> 

" "·0" s· 

baseline pain, 
function, and injury 
severity, the 

co strongest predictor of 
() longer-term opioid 
0 
~ " 0 

prescriptions was 
total number of 
medications in the 

(j) 
"-
(/) 
c 

first quarter; receipt 
of~l 0 mgfday 
medicine in first 

0" 
U> 
~ 

Ol 

" CD " 

quarter more than 
tripled the odds of 
receiving opioids 
long tenn, and 

U> receipt of~40 
b' mgfday medicine in 
~ 

~II 
,. 
0 

•' 
"' 

first quarter had 6-
fold odds of 
receiving long-term 
opioids; amount of 

"' ' " 
prescribed opioid 
received early after 

~I 
g 
~ 

~ 
~ 
0 

injury predicts long-
term use --- 0 

[ 
" ~- 0 

~ ~ 
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Study Year Design Intervention(s)/Test(s)/Modality Outcome 

Measure/Criterion 
Results Limitations/Comments Class 

~,. 
<D 

"' 

0, 
§· 
0 

Marco et 
al57 

2005 Single site; 
prospective; 

Single dose of oxycodone 5 
mg/acetaminophen 325 mg 

Standard 
Primary outcomes 
were numeric pain 

88 subjects evaluated, 73 
enrolled, 67 completed ED 

Small sample size 
powered to address 

II 

0' 
~ 

double blind; 
randomized 

schedule II vs hydrocodone 5 
mg/acetaminophen 325 mg 

scores (0-lO) at 30 
and 60min 

study period, 35 to 
oxycodone, 32 to 

acute pain during the 
first 30 to 60 min in the 

-u controlled schedule III hydrocodone; ED; study also assessed 
~ 

<D 
() "' 

trial; 
concealment 

no baseline differences, no 
differences in outcomes at 

adverse effects during a 
longer period of time; 

~ 

0':;· 
method 
descnbed; ED 

30 min: -0.6 (95% CI -1.8 
to 0.5); 60 min -0.5 (95% 

excluded history of 
alcohol or opioid or 

(Q patients with CI -2.0 to 1.0); adverse other substance abuse; 
0 
0 
=>-

fractures effects higher for 
constipation with 

limited time period 

~ 

0 
hydrocodone (21 % :}s 0%; 

1I {95% CI 3% to 39% 
ro 
"-
(/) 
c: 

Palangio 
et af8 

2002 Prospective 
multicenter 
(18 sites), 

Hydrocodone 7.5 mg!ibuprofen 
200 mg (schedule III) vs 
oxycodone 5 rug/acetaminophen 

Primary outcome 
was mean daily 
pain relief score at 

147 subjects enrolled (75 
hydrocodone/ibuprofen, 72 
oxycodone/acetaminophen), 

Excluded drug or 
alcohol abuse, 
concealment methods 

I 

0" 

"'-"' 
randomized 
controlled 

325 mg {schedule II) endpoint (day 8 or 
day of 

adults with acute or 
recurrent low back pain 

described 

=> 
() 
<D 

trial, 
sequential 

discontinuation), 
study period up to 8 

requiring opioids, 85% 
completed smdy in both 

"' 0' 
assignment by 
computer-

days, intention-to-
treat analysis 

groups, mean days to 
endpoint 6.5 vs 6.9 days, no 

~ 

-u 
~II ;: 

" 

generated 
randomization 
schedule 

baseline differences, no 
differences in pain relief, 
number of pills, global 

3 
" 

evaluations, SF-36, pain 

f; interference with work, 

;?II
(Q 

' 0 

~ 

adverse events 

<D 
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Evidentiarv Table continued). 
Study Year Design 

Portenoy 2007 Randomized, 
et a159 double blind, 

placebo 
controlled 

Simpson 2007 Randomized, 
et al60 double blind, 

placebo 
controlled 

Kalso et 2004 Systematic 
al62 review 

Intervention(s)!fest(s)/Modality 

Fentanyl buccal tablet for 
breakthrough pain in chronic low 
back pain patients 

Fentanyl buccal tablet for 
breakthrough pain in chronic pain 
patients 

Randomized trials in chronic 
non cancer pain comparing potent 
opioids >v1th placebo 

Outcome 
Measure/Criterion 
Standard 
Pain before 
treatment and for 2 
h after treatment 

Pain before 
treatment and for 2 
h after treatment 

Pain intensity 
outcomes 

Results 

Fentanyl buccal tablet 
effective for breakthrough 
pain in chronic low back 
pain; adverse effects in 
65%; 34% during double-
blind phase 
Fentanyl buccal tablet 
effective for breald:hrough 
pain; adverse effects in 
63%; 22% dropout 
15 randomized trials were 
included; 11 studies 
compared oral opioids for 
4 wk; pain intensity 
decrease was 30% 
compared with placebo; 
only 44% were taking 
opioids by mo 7 to 24; 
80% ofpatients 
experienced at least 1 
adverse event: 
constipation (41 %), 
nausea (32%), 
somnolence (29%) 

Limitations/Comments 

Severe selection bias in 
initial screening; 
industry sponsored 

Severe selection bias in 
initial screening; 
industry sponsored 

4-wk duration on 
average; differing 
causes ofpain; open 
label in many ofthe 
studies; limited power 
calculations; 
concealment not 
maintained in some 
studies 

Class 

lli 
foe 

adverse 
effects 

III 
foe 

adverse 
effects 

III 

Q 

[ 
0 

&; 
.Q 

0 



>
"' "' :J " 
£"
0. 

"' 
Gl 
c 
0: 

":J 

" "' <3' 
~ 

"U 
ro 
() "' "·rr 
:J 

"' (l 
0 
:J 

a ~ 

0. " 
(j) 
c 
rr 

it 
:J 

2 
"' <3' 
~ 

"U 
~. 
:J 

"U 

"' "' " 
~ 

~ 
N 
N 

~ .., " 
~ 

w 
i 

0 

~ 

r 

f 
F 
~ 
~ 

c 

~ 
~ 

' 

JC.V~UII:'llli<U f .1. a.OJI<O '-UHUUU<OU • 

Study Year Design Intervention(s)/Test(s)/Modality 

Furlan et 2006 Meta- Study included randomized trials 
a!'' analysis of any opioid for chronic 

noncancer pain (defmed as pain 
for longer than 6 mo) vs placebo 
or some other nonopioid 
treatment 

Outcome 
Measure/Criterion 
Standard 
41 randomized 
studies Vfith 6,019 
patients evaluated 
for effectiveness 
and adverse effects; 
most (80%) had 
nociceptive pain 

Results 

81% ofthe studies 
were believed to be of 
high quality, dropout 
rates were 33% in the 
opioid group and 38% 
in the placebo group; 
opioids improved pain 
and functional 
outcomes compared 
with placebo in 
nociceptive and 
neuropathic pain; 
strong opioids were 
superior to naproxen 
and nortriptyline for 
pain relief; weak 
opioids were not 
superior; constipation 
and nausea were the 
only significant 
adverse effects 
observed 

[ 
a. 
(: 
.\i 

Limitations/ Class 
Comments 

Average II 
duration ofthe 
study was 5 wk 
(range 1-16 wk); 
adequate random 
patient 
assignment in 
only 17 o£41 
trials; 90% of 
trials were 
pharmaceutical-
sponsored 
research 
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Year Design Intervention(s)/Test(s)/Modality 

2006 Prospective Convenience sample ofpatients 
cohort who were new at a pain clinic; 

Pain Medication Questionnaire 
was administered; patients were 
treated with interdisciplinary 
treatment and/or medications 
alone, depending on the results of 
an initial evaluation 

Outcome 
Measure/Criterion 
Standard 
Beck Depression 
Inventory; 
Confidential Pain 
questionnaire; SF-
36; Million VAS; 
Oswestry Disability 
Questionnaire; 
Physician Risk 
Assessment; VAS 

Results 

271 patients, 
divided into 
low-, 
medium-, and 
high-score 
pain 
medication 
questionnall-e; 
high-score 
group was 
more likely to 
have a known 
substance use 
problem (OR 
2.6), request 
early refills 
(OR 3.2), or 
drop out of 
treatment (OR 
2.3) 

Limitations/Comments Class 

Only 26% of patients 
completed the full 
treatment program; 
heterogeneous types of 
pain diagnosis; 
differing treatment 
plans 
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Intervention(s)/Test(s)/Modality 

Patients who were treated and 
discharged from a pain clinic 10 y 
ago; medical records were 
abstracted and questionnaires 
were sent to willing participants 

Outcome 
Measure/Criterion 
Standard 
Demographics, 
health care 
utilization, 
SF-36; Hospital 
Anxiety and 
Depression Scale; 
Coping Strategy 
Questionnaire; 
CAGE* test 

Results 

160 patients; 
60% of 
patients were 
still taking 
long-acting 
opioids; 
dose escalation 
was unusual; 
chronic users 
had lower 
health-related 
quality of life 
and higher 
occurrence of 
depression 

Q 
[ 
~ 

~ 

Limitations/Comments Class 

160 of279 possible III 
patients participated; 
no control group 

COX-2, cyclooxygenase-2; ED, emergency department; h, hour; mg, milligram; min, minute; mo, month; NSAID, nonsteroidal anti-inflammatory drug; "' 0' OR, odds ratio; SF-36, Short-Form Health Survey; VAS, visual analog scale; vs, versus; wk, week; y, year. 
~ 

*CAGE (Cutting down, Annoyed, Guilty, Eye-opener) test is a method of screening for alcoholism. 
<~II t 
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Clinical Policy 

Appendix A. Literature classification schema.* 

DesignjCiass 
1Therapy Diagnosis' Prognosis~ 

1 Randomized, controlled trial or Prospective cohort using a criterion Population prospective cohort 
meta-analysis of randomized trials standard or meta-analysis of or meta-analysis of 

prospective studies prospective studies 

2 Nonrandomlzed trial Retrospective observational Retrospective cohort 
Case control 

3 Case series Case series Case series 
Case report Case report Case report 
Other (eg, consensus, review) Other (eg, consensus, review) Other {eg, consensus, review) 

*Some designs (eg. surveys) will not fit this sahemn and s~ould be assessed Individually. 
toojectlve Is to measure therapeutic efficacy comparing interventions. 
roojecllve Is to determine t11e sensitivity and specrfrcity of diagnostic tests. 
§Objective Is to predict outcome, Including mortality and morbidity. 

Appendix B. Approach to downgrading strength of evidence. 

Design/Class 

Downgrading 1 2 3 

None II Ill 
1 level II Ill X 
2 levels Ill X X 
Fatally flawed X X X 

Volume 6o, NO.1 October 2012. Annals of Emergency Medicine 525 
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Appendix 2 - Older Adults 

Older Adults17 

The prevalence of pain among older adults has been estimated between 25% and 50%. 
The prevalence of pain in nursing homes is even higher. Unfortunately, managing pain 
in older adults is challenging due to: underreporting of symptoms; presence of multiple 
medical conditions; polypharmacy; declines in liver and kidney function ; problems with 
communication, mobility and safety; and cognitive and functional decline in general. 

Acetaminophen is considered the drug of choice for mild-to-moderate pain in older 
adults because it lacks the gastrointestinal, bleeding , renal toxicities, and cognitive 
side-effects that have been observed with NSAIDs in older adults (although 
acetaminophen may pose a risk of liver damage). Opioids must be used with particular 
caution and clinicians should "start low, go slow" with initial doses and subsequent 
titration. Clinicians should consult the American Geriatrics Society Updated Beers 
Criteria for Potentially Inappropriate Medication Use in Older Adults for further 
information on the many medications that may not be recommended. 

The various challenges of pain management in older adults, only sketched here, 
suggest that early referral and/or consultation with geriatric specialists or pain 
specialists may be advisable. 

17 Cali fornia Medicall\ssociation (Prescribing Opio ids: Care am id Controversy, March 20 14). 
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Appendix 3 - Pediatric Patients 

Pediatric Patients18 

Children of all ages deserve compassionate and effective pain treatment In fact, due to 
their more robust inflammatory response and immature central inhibitory 
influences, infants and young children actually may experience greater pain sensations 
and pain-related distress than adults. Effective pain management in the pediatric 
population is critical since children and adolescents experience a variety of acute and 
chronic pain conditions associated with common childhood illnesses and injuries, as 
well as some painful chronic diseases that typically emerge in childhood such as 
sickle cell anemia and cystic fibrosis. 

The same basic principles of appropriate pain management for adults apply to children 
and teens, which means that opioids have a place in the treatment armamentarium. 
Developmental differences, however, can make opioid dosing challenging, especially in 
the first several months of life. In the first week of a newborn's life, for example, the 
elimination half-life of morphine is more than twice as long as that in older children and 
adults, as a result of delayed clearance. For older children, dosing 
must be adjusted for body weight 

Although a thorough discussion of this topic is not possible in this document, the 
following are summary recommendations for pain management in children and 
teens from the American Pain Society and the American Academy of Pediatrics: 

• Provide a calm environment for procedures that reduce distress-producing 
stimulation; 

• Use age-appropriate pain assessment tools and techniques; 
• Anticipate predictable painful experiences, intervene and monitor accordingly; 
• Use a multimodal approach (pharmacologic, cognitive, behavioral and 

physical) to pain management and use a multidisciplinary approach when 
possible; 

• Involve families and tailor interventions to the individual child; and 
• Advocate for the effective use of pain medication for children to ensure 

compassionate and competent management of their pain. 

18 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014). 
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Appendix 4- Opioid Risk Tool (ORT) 

~~-------------------
Patient Name---------------------

OPIOID RISK TOOL 

Mort. .................. "'·-"-..... 
I. Fo.mily History ofSubsl.ance Abuse Aloohol I 3 

rtlegal Drugs 2 3 
Pn!Seription Drugs 4 4 

2. Personal History of Substance Abuse Aloohol 3 3 
Illegal Drugs 4 4 
Prescription Drugs 5 5 

3. Age(Mark box if 16 - 45) 

4. History ofPreadolesoent Serual Abuse 3 0 

5. Psychological Disease A~ntion Defietl 
Disorder ( 2 2 
Obsessive Compulsive 
Disorder 
Bipolar 
Scluzophrenia 

Depression I I 

TOTAL I I 

Total Srore RJsk Category Low Risk 0 - 3 Moderate Risk 4 - 7 High Risk ?:...8 
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Appendix 5- Patient Evaluation and Risk Stratification 

Patient Evaluation and Risk Stratification 19 

The medical record should document the presence of one or more recognized medical 
indications for prescribing an opioid analgesic and reflect an appropriately detailed 
patient evaluation. Such an evaluation should be completed before a decision is made 
as to whether to prescribe an opioid analgesic. 

The nature and extent of the evaluation depends on the type of pain and the context in 
which it occurs. For example, meaningful assessment of chronic pain, including pain 
related to cancer or non-cancer origins, usually demands a more detailed evaluation 
than an assessment of acute pain. Assessment of the patient's pain typically would 
include the nature and intensity of the pain, past and current treatments for the pain, 
any underlying or co-occurring disorders and conditions, and the effect of the pain on 
the patient's physical and psychological functioning. 

For every patient, the initial work-up should include a systems review and relevant 
physical examination, as well as laboratory investigations as indicated. Such 
investigations help the physician address not only the nature and intensity of the pain, 
but also its secondary manifestations, such as its effects on the patient's sleep, mood, 
work, relationships, valued recreational activities, and alcohol and drug use. 

Social and vocational assessment is useful in identifying supports and obstacles to 
treatment and rehabilitation; for example: Does the patient have good social supports, 
housing, and meaningful work? Is the home environment stressful or nurturing?. 

Assessment of the patient's personal and family history of alcohol or drug abuse and 
relative risk for medication misuse or abuse also should be part of the initial evaluation, 
and ideally should be completed prior to a decision as to whether to prescribe opioid 
analgesics. This can be done through a careful clinical interview, which also should 
inquire into any history of physical, emotional or sexual abuse, because those are risk 
factors for substance misuse. Use of a validated screening tool (such as the Screener 
and Opioid Assessment for Patients with Pain [SOAPP-R] or the Opioid Risk Tool 
[ORT]), or other validated screening tools, can save time in collecting and evaluating the 
information and determining the patient's level of risk. 

All patients should be screened for depression and other mental health disorders, as 
part of risk evaluation. Patients with untreated depression and other mental health 
problems are at increased risk for misuse or abuse of controlled medications, including 
addiction, as well as overdose. 

19 Federation of State Medical Boards- Model Policy on lhc Use ofOpioid Analgesics in the Treatment of Chronic 
Pain, July 2013. 
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Patients who have a history of substance use disorder (including alcohol) are at 
elevated risk for failure of opioid analgesic therapy to achieve the goals of improved 
comfort and function, and also are at high risk for experiencing harm from this therapy, 
since exposure to addictive substances often is a powerful trigger of relapse. Therefore, 
treatment of a patient who has a history of substance use disorder should, if possible, 
involve consultation with an addiction specialist before opioid therapy is initiated (and 
follow-up as needed). Patients who have an active substance use disorder should not 
receive opioid therapy until they are established in a treatment/recovery program or 
alternatives are established such as co-management with an addiction professional. 
Physicians who treat patients with chronic pain should be encouraged to also be 
knowledgeable about the treatment of addiction, including the role of replacement 
agonists such as methadone and buprenorphine. For some physicians, there may be 
advantages to becoming eligible to treat addiction using office-based buprenorphine 
treatment. 

Information provided by the patient is a necessary but insufficient part of the evaluation 
process. Reports of previous evaluations and treatments should be confirmed by 
obtaining records from other providers, if possible. Patients have occasionally provided 
fraudulent records, so if there is any reason to question the truthfulness of a patient's 
report, it is best to request records directly from the other providers. 

If possible, the patient evaluation should include information from family members 
and/or significant others. Where available, the state prescription drug monitoring 
program (POMP) should be consulted to determine whether the patient is receiving 
prescriptions from any other physicians, and the results obtained from the POMP should 
be documented in the patient record. 

In dealing with a patient who is taking opioids prescribed by another physician
particularly a patient on high doses-the evaluation and risk stratification assume even 
greater importance. With all patients, the physician's decision as to whether to prescribe 
opioid analgesics should reflect the totality of the information collected, as well as the 
physician's own knowledge and comfort level in prescribing such medications and the 
resources for patient support that are available in the community. 
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Appendix 6- CAGE-AID 

CAGE-AID Questionnaire 

CAGE-AID Qu~stioonair~ 

PallentName ____________ DateofVwt -------

Wbtn thmkmg about drug use. mclude Ukgal drug use and the use ofprescription drug other 
than prescribed. 

Oucstipps; ITS NO 

I. Have you ~er felt that you ought to cut down on your dnnkmg 
or drug use? 

r r 

2 Ha~ people an.noyed you by criticizing your drinking or drug use? L 

3. Have you ever felt bad or guilty about your drinl:ing or drug use? r r 

4 Ha\-oe you ever had a drink or used drugs first thing in the morning 
tg 1tcpdy your prn·rJ or tg get rid of a hqpc.oycr? 

SroriDc 
Regard one or more postllve responses to the CAGE-AID as a poSlbve screen 

Ps~·chomttric Proptrtits 
The CAGE-AID exh.ibtt~ Stu.sithi~· sptcifidr,· 

079 .One or more Yts responses on 
Two or more Y ts rtsponses 0.70 0.85 

(Brown 1995) 

Appendices: Guidelines for Prescribing Controlled Substances for Pain Page A33 



 

Appendix 7 - PHQ-9 Nine Symptom Checklist 

PHQ-9 - Nine Symptom Checklist 

Pa1ient Name Date 

1. Over the last 2 weeks, how often have you been bothered by any ofthe following 
problems? Read each item carefully, :md circle your response. 

a. Little interest or pleasure in doing things 
Not It 1U Swerat days Mont than hltf the days 

b. Feeling down, depressed, or hopeless 
Not 1tau Sw•••days Mont than hltf the daya 

c. Trouble falling asleep. mying asleep, or s leeping too much 
Not at all 

d Feeling tired o r having little energy 
Not at all Sw•••da)'l Mont than 1\111 the days 

e. Poor appetite orovereating 
Not at all Several days More than hltfthe daya 

f. Feeling bad about you~l t: feel ing that you arc a failure, or feeling that you have 
let you~lf or your family down 
Not at 111 SeveraJ days More than half the daya Hearty w.-y bf 

g. Trouble concentrnting on things such as reading the newspaper or watching 
television 
Not at aiJ Swerat days More than half the days Nearly wry bf 

h. Moving o r speaking so slowly that otber people could have noticed Or being so 
fidgety o r restless that you have been moving around a lot more than usual 
Not It all Sw•••days More than 1\111 the days NMI'Iy ev.-y bf 

i. Thinking that you would be betteroff dead or that you want to hurt yourselfin 
someway 
Not at al.l Sev•lldays More than half the daya 

2. If you checked offany problem on this q uestionnaire so far, how diffiCult have these 
problems made it for you to do your work, take care ofthings at home, o r get along 
with other people? 

Not Difficult 1tAI Somewhat Dlfta~l v.y Dltfteult Extrenwlly Dlftlc:ult 
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PHQ-9 - Scoring Tally Sheet 

Pali~nt ame 

J. Over ttl~ last 2 weeks, how ort~n hn ~ you ~~n bothft"~d by a ny of the 
foOowing proMems? Read each item carefuD y, and c lrcl~ your rHpome. 

NCI s.. .. ...,..., Neilly 
elM Ntltwdl'll MIYdw 

0 1 2 3 

a. Little intcn:;sr or plea.N"e in doing thin~ 

b. Fa:ling down, dqresx:d, or bopeless 

e. Trouble &!ling a.sleep, staying asleep, o-
s lccping too ITI.Ich 

d . Fa:ling ti:n:d or bJI\•ing little CllCilY 

c. Poor appctJtc: o- O\'CI"catina 

( . Fa:IUIJ bad abou yowxlf, ixlmg thai you an: 
a fail~n, or fcdmg tblt you have let younclf 
or your f:amily down 

I · Trouble cona:ntnlmg on thinasiUdl as 
reading the nc:wsp..,a or watduna; televiSIOn 

b . Mo\-ing or speaking ao slowly d.t other 
people muld bave noticc:d. Or being ao rldgc:ty 
or restlas tblt )'OU ba\•c bc:cn m OYing around a 
Iot more than U!lual 

'· Thinking that )'OU woold be better oft' dead or 
1bat )'0u Wlllll to b1rt yourse I ( in 110 me way 

Totals 

2. If you che·cked off any problem on this qu estionnaire so fa r, how difficult 
hav~ these problems made it for you to do your work. take care of things at 
hom~, or~~ along with other people? 

Somewhat llflcUt 
0 2 3 
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How to Score PHQ-9 

Sco.ring M~tbod 
For Diagnosis 

Scoring M~tbod 
For Planning 
And Monkor1ng 
lreatment 

Maj or Depressh-e Synd rome h suggt-~tw i f: 
• Ofthe 9i1ens_S orrrore:n cudcd as at least "MOIC tt&:.l half the days" 

• Either item Ia or lb is positive, that is., at least "More than half 
the days" 

Minor Depressin Syndro me is suggested if: 
• Of the 9 items, b, c, or d are circled as at least "More !han half the 

days" 

• Eicher item Ia or lb is positive, that is., at least "More than lmlf 
the days" 

Question One 
• To score the first question , ta fl y c:1ch response by lhe number 

value ofeacb response: 

Not at all•O 

Several days • 1 

More than h.alf the days • 2 
Nearly every day • 3 

• Add the numbers together to total the sa>re. 

• Interpret tbe score by using the guide listed bclow: 

Score Acdoa 

S:4 Tbe ICOn: sugasts the pariall may not ncc:d ck:pression 
treall'l'lenl 

> S-14 Ph~dan U'iCS clinicaljudiJllCJII about treatment , b111ed on 
p• iCJl t's dllllltion of S)mptorm and flS'Ic.tional i"1l8innent 

~IS WIIT811ts treallnenl for dq:~rassion, \Ding antidcpr=~ant, 
p!)~hothcmpy a:nd/tt a aJmbination oftTeatmc:nt 

Q uestion Two 
In qua;tion two tbc pat ient rcspomcs can be one offour. not 

difficult at aU, somewhat difficult, very diffiCult , extremely difficult 

1be l:m two responses suggest that the patten(s functionality is 

impairoo. After treatment begins, the functional status is a~in 

measured to see ifthe patient is unproving. 
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Appendix 8 - SOAPP®-R 

Screener and Optotd Assessment for 
Pattents wrth Pa1n- Revtsed (SOAPP -R) 

The Screener and Opioid Assessment b Patients with Pan- RevJSed (SOA~-R) is a 
tool for clinicians to help detenni\e how much monrtoring a patient on long-term opioid 
therapy might require. This is an updated and revised version of SOAPP V.1 released in 
2003. 

Physicians remain reluctant to prescribe opioid medication becau 
addiction, misuse, and other aberrant medication-related beha · 
and cenwre concerns. Despite recent findings suggesting ttl 
successfully remain on long-term opioid therapy without signlicanlhlihlllllr!m 
often express a lad! of confidence in their ability to disti UISh patien 
problems on long-term opioid therapy from those ng more monit 

• 

• 

• 

• 

• 

C20141nftexxion. Inc. Pemusseongranted solely for use in pubbh«< format by ~illldual 
~ in ci mcal pntdlce. No oChti uses or ellenttions ~ ~«! or penJ"II1Ied by 
oopynght holdef". Permissions questions: P~mEOUR,.liOOOn com TM ~-R was 
deoweloped Wl1tt a grant from the Nationallnstdlns d Heehh and an educa1JOnal QIWlt from Endo 
Pharm~ls. 

Pain .erg 
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The following are aome questions given to patients who are on or being considered for 
medication for their pain. Please answer each question as honestly as possible. There 
are no right or wrong answers. 

I 
5 i ~ 

I J ! ~ i 
3 

1. How often do you have mood swings? 
0 

2. How often have you felt a need for high~~' 
of medication to treat your pain? <) <1 0 

3. How often have you felt mpa 
<} () 0

doctors? 
4. How often have you felt that 

overwhelming that you can, h 0 0 

5. 
() 0 () 0 

6. 
0 0 0 

7. 
0 0 0 0 0 

0 0 

taken more pain medication 
pposedto? 0 (J 0 

alone? 0 0 

11. How often have you felt a craving for 
medication? :") 0 () 0 

12. How often have others expressed concern over 
') ()0 0 0 

ur use of medication? 

02.014 lnllexxion. Inc.. Pennission granted solely fof use in pubished format by r.dJvidual 
pmctitioners in cmical prradioe. No Olhet uses ot alterations are aUihorized Of per!!litted by 
oop>flght holder. Permissions questions: PainEDUIAinflexxion.oom. The SOAP~-R was 
developed with a grant from the National Institutes al Health and an educational grant from Endo 
Pharmaceuticals. 

Pain .Otg 
"'" ••J Vt"''-' ., .. 111'- "" t ¥ "' ' I "" V lo lt l. ''1'- .. 
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.. I 0 

I I• I 

I 

J 
> 

J 
S' 

II) 0 
0 1 2 3 4 

13. How often have ttny of yotw close fnends had a 
problem with alcohol or drugs? 0 0 

0 

0 

0 

0 

18 How often, in yotw lifetime, h 
protllems or been anested? 0 0 

19 How often have 
meemg? 0 0 

0 0 0 

0 0 

0 0 

0 0 

24. How often have you been treated fOf an alcohol 
Of drug problem ? 0 0 

Please indude any edditionol infonnation you wish about the above answers 
Thonlc you 

02014 lnftexxion.. Inc. Pemussian granted ~for use .n publsNd format by ~MdUo'll 
pniCtitloner5 in cinical pr.ICiioe. No oth@r uses or alteratiOns ~ a~Mtonzed or ~ by 
~~ holc»r. Pennissians ques1ions; Pa.,EDUAinl'lelOOOn com The SOAPpe~ w~ 
dewq,.d wi1h a ~from ltle ~tionallnstl~es d Heahh and an ~bonal QfW\1 from Endo 
Pharmaoewcals. 

Pain 
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Sconng Instructions for the SOAPP -R 

AI 24 questions contained in the SO~-R have been empiricaly identified a 
predicbng aberrant medication-related beturmr six months after initial testing. 

To score the SOAPP, add the ratngs of all the quesbons A score of 18 or higher is 
considered positive. 

Sum of QtJe4ltJons 

> or = 18 
< 18 

What d~ the Cutoff Sco~ Mean? 
For any screening test, the results depend on what 
is good at detecting patients at-risk will necessarihl"ll,__ 
not really at risk. A score that is good at iden~··l{ltJ~SG,.r tpw 
number of patients at lisle.. A screening m...jUjji_..,..llvo! 
to minimize the chances of missing high · 
truly at low risk may stil get a score al:lcNe 
statistics that describe how effective 0~ 
values suggest that the SOAPP-R is t 
better 11t identifying who is .t high risk Ul\•cntJ~IO. 
~of 18 or higher wil ide ·ty 81% 
The Negative Predictive V. a 
peopte who have a negative :ll.ljiAf'll!'olliiiiW'• 

likeMlood ratio suggests that a score (at a cutoff of 18) is 2.5 tines 
(2.53 bmes) as lik to come IS actually at high risk (note that. of5 
these statistics, th ratio is affected by prevalence rates). All this implies 
that by using a cut wil re that the provider is least likely to miss 
someone is rea ver, one should remember that a low SOAPP-
R the nt is likely at low-rislt, while a high SOAPP-R score wil 
cont e of false positives (about 30%), at the same time retaining a 
large · ·ves. This could be improved, so that a positive acore has 

low-hJIIIIL..IIIII\It'tat~vt)ut only at the risk of missing more of tho6e who actually do 

Sptoficity ~ Negnw Posmve tWgatiw 
Pr.cl~ PredlctJye Ule:liilood Ukeihood 
v.ru. Value Ratio Ratio 

Score 17 or aboYe .83 .eo .58 .88 2 .38 .28 
Score 18 or •boYe .81 .68 .ril .87 2.53 .:N 
Score 1g or aboYe .n .75 .C2 .se 3.03 .31 

02014 lnflexxion. Inc. PermiSSIOn granted solety forUM 1n pubUhed format by Mlvidual 
ptectibooers in diNcal practice. No ether uses or alteRtion.s are a!Ahonud or ~ by 
copyright holder. Pennis.5ion.5 questiom: PainEDUAtniii!JOOOn C?OT: The SOAPpe-R was 
dew~ witt1 a grllnt from the National lnstitules d Heoallh and an educa~ grant from Endo 
~Is 

Pain 
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How doPS the SOAPP-R help determine appropriate trNtment? 
The SOAPP-R should only be one step in the assessment process to detennine which 
patients are higtHisk for opioid misuse. The following discussion examines the 
assessment and treatment options for chronic pain patients who are at risk (high risk or 
medium risk) and those who are likely not at risk. 

Who is at a high risk for opioid misuse? (SOAPP-R score"' 22 or greater-) 
Patients in this category are judged to be at a high risk foro · misuse. These 

patients have indicated a history of behaviors or beliefs that are .ht place them at 
a higher risk for opioid misuse. Some examples of these beha fs include a 
current or recent history of alcohol or drug abuse, being di"tt'J*'I'IM~frrllm .*"'l 

physician' care because of hislhef behavior, and regular noncom 
orders. These patients may hove misused other~·on medica-
is a good idea to review the SOAPP-R questions • e patient. espettl~~ 
the patient endorsed. This wiU help flesh out the ·cture, so 
in the best position to design an effective, 'M>rka tre t plan . 

• 

• 

• 

• Nor~ tlwuar.gmnvlnz7!Kc. Cli1tician.s should aJ:sq romp~111 SQ..I.PPscorw with 
otJNr ctilua:rl dtltD .rudt as ll1'iM SQW1IS 111111psyc~a:rl ~YilmnoJu. 

02014 tnftexxion, Inc. Pem1ission granted solely for use in publ:shed format by individual 
practitioners in clinical ~ No O!her uses or alterations 8J1! a!Ahorized or pefl!litted by 
copyright holder. Pennissions questions: PainEDUftinfteXJCion.oom. The SOAPpe-R was 
d~loped with a grant from the N.ationallnstihA.es d HeGith and an educational gran! from Endo 
Pharmaoeuticats.. 

Pain .org 
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Who 1$ et • moderate risk for opioid mt:suse? (SOAPP-R score .. 10 to 21') 
Patients in this categay are judged to be at a medun or moderate risk for opioid 

misuse. These patients have indicated a history of behaviors or beliefs that are thought 
to place them at some risk for misuse. Some examples of these behaviors or beliefs are 
family history of drug abuse, history of psychological issues such as depression or 
anxiety, a strong belief that medications are the only treatments that wil reduce pain and 
a history of noncompliance with other pc-eseription medications. It 121 a good Idea to 
review the SOAPP-R items the patient endorsed with the patient l 

Some of these patients are probably best treated by con 
interventions in which they can learn to increase their pain-co 
depression and anxiety, and have roore frequent monitoring of1ftiiNxmtMIW:e. 
may need to be closely monitored until proven reliable by not ru 
medications earty and having appropriate urine drug 

sly, the SOAPP-R is not a lie detector. The provider should be 
alert to lncoos' cle$ in the patient report or a collateral report. Any sense that the 
patient's story •doesn, add up• should lead the provider to take a more cautious 
approach unbl experience suggests that the person is reRable. 

Patients in this category wouJd be ~kely to have no VIOlations of the opioid 
treatment agreement. These patients are least likely to develop a substance abuse 
diaorder. Additionally, they may not require special monitoring or concomitant 
peychologtcal treatment 

02014 lnllo:x10n. Inc. Pemussion granted sole-ly for use .n pubhhed format by tndNiduel 
P'~ in dinic.al pBCIIice. No~ uses or 8lterations ar. auhonud or~ by 
~ holder. Permissions questions: Pa~nEOUftnfteXXJOn oom The so,.;ppe-R was 
dewklped Wl1h a grant from lhe Nationat lnstitW!.S d He.ahh end .,.. educabonal grw~t from E.ndo 
Ptwm~ 

Pain .OO'g 
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Addlbonallreatment considefations for patients '" thiS categoty: 
• Review of SOAPP-R questions is not necessary, unless the proVIder IS aware of 

tneooslStencies or oCher anomaly in patient hiStOfY/reporl 
• Frequent urine screems are not ndicated. 
• Less worry is needed about the type of opioid to be prescriled and the frequency of 

cinic visits. 
• Etricacy of opioid therapy should be re-assessed every lix months, and ume 

toxicology aaeens and \¢ate of the opioid therapy agreement d be 
recommended annually. 

• Norw tire•- ,_,.a1~ Cli71iritms drould also alfrrP'
otiNrclilliUIJ dtrll1 ~II$ url'Jw UJWIU tmd~v:Jto/Oflcol "'Dfllllt1(111J 

C2014 lnllflxion.. Inc. PennisSIDO granted sole-ly for use •n publshed format by ~vidu;al 
ptaCtibon«s in dimcal pBdice. No Cldle:r uses or alterauons are aW1onud or ~ by 
~~holder. PermiSsions questions: PainEDUftinftpxxiOn com The SOAPpe-R was 
dewtoped With a grant from th@ National lnsbtutes c:l He.-llth and an eO.IcatJonal grant from Etldo 
Phatmaoewcals 

Pain 
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Appendix 9 -Pain Intensity and Interference (pain scale) 

Pain Intensity and Interference (pain scale)20 

Pam mtens1ty and mterference 

In the last~. on aver.ge. how would you ralllt your pllin? Use a scale from 0 to 10, 
wnere 0 Ul •no paon• and 10 is "pam as bad as cou6d be"? (n>.t ia, ,.our u.MI,.;. 11t ,.,_.you 
..,.. ,, ,.n.J 

N o P;aln llS bad as 
pMn could be 

0 2 3 4 i5 7 8 g 10 

In the last .._.u., how much has p;Wn ~with your dilly aeciVI'-? Use a sca!a 
from 0 to 10 . ..._ 0 tS •no int«f«ence" and 10 ~ •unable to canyon any aeciV!tMts"? 

No U~ to c.ry o n 
In~,.,_ M>Y acdvit»s 

o , 2 3 4 i5 e 1 e v 10 

lnWrpntbllioft o f the Two'-G~ Ctoronic P;aln ScM. - This 1wo otem ,...._of the Graded CtwtJniC 
p.., Sclole is lnRnd«t tor btwf and ~ assesst11«1t ol pllin MYWJiy on pnmaty care -t!JOCIS.. BaH<I an pnor 
~. the on~ olsoorws on tt.M itltms Is as~· 

1-3 7-10 

A.hboucb ~ mtm.sUy md pun-n.btad ~ wnh actn-m.s _..luch!Y c:ornbtad aDd tlllld to du.Dp 
tos.d>er, at as IWC'om.._,c&.d d!.tt chanp O\'U time b. trllek..d for pliiD u:.t.nuty aDd pam-~~ 
Wlih acm.~ ~ wbeo U5inc tbe:se two rtuns. 

For an &.Ddn...tual ~ a nductiou m p:oiu mt.ns>.ty md IDliPf'O''om.11 m pu.D-Rbt..d mtvf..-_. with 
acllVlbe!l of two poLDU u co:nsidl!n!d a>o<ientR bnt ~ 'Ppificaul LmPfO"'UDI!!Dt 

Smubr palD ntmp h2.."e bMu 11111.dely wed io the BnafPuo luvomlol'y, the Mulbdnt,.uuwul Pam ln"\'ellio.ty, 
md the PDil s.,~nty Scde oftbe SF-12. 

Tbtre u u:te.ouva ~ ou tbe ...mbility, "~ty a:ad re!lpOIUi\"UUIU!! to chaoc• oftbe:la paiD W"\'enty 
l'lltmp, which is~ iD the followioc ~. 

Von Korl'r M. Ctoronic Pain Asses~ in Epodemoologoo and tw.tlh s..vloH Resaan:lh. Ernpuical Bases and 
N- Olred.oons. Handbook of Pain Assessment: Third EdU>n O.nnis C Turtl and Ronald ~. Editors. 
Gwtford f>Nss. New VO<tL. In pt'@SS 

20 Interagency Guideline on Opioid Dosing for Chronic Non-cancer Pain: An educational aid to improve care and 
safety with opioid therapy (Wash ington State Agency Medica l Directors' Group) 
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Appendix 10 - Therapeutic Options for Pain Management 

Therapeutic Options for Pain Management" 

In treating pain, clinicians can avail themselves of five basic modalities of pain
management tools: 

1. Cognitive-behavioral approaches 
2. Rehabilitative approaches 
3. Complementary and alternative therapies 
4. lnterventional approaches 
5. Pharmacotherapy 

Not all of these options are necessary or appropriate for every patient, but clinical 
guidelines suggest that all options should be considered every time a health care 
provider decides to treat a patient with chronic pain. These options can be used alone 
or in combinations to maximize pain control and functional gains. Only one of these 
options involves medications and opioids are only one of many types of medications 
with potential analgesic utility. Which options are used in a given patient depends on 
factors such as the type of pain, the duration and severity of pain, patient preferences, 
co-occurring disease states or illnesses, patient life expectancy, cost and the local 
availability of the treatment option. 

Cognitive-behavioral Approaches 

The brain plays a vitally important role in pain perception and in recovery from injury, 
illness or other conditions involving pain. Psychological therapies of all kinds, therefore, 
may be a key element in pain management. At the most basic level, such therapy 
involves patient education about disease states, treatment options or interventions, and 
methods of assessing and managing pain. Cognitive therapy techniques may help 
patients monitor and evaluate negative or inaccurate thoughts and beliefs about their 
pain. For example, some patients engage in an exaggeration of their condition called 
"catastrophizing" or they may have an overly passive attitude toward their recovery 
which leads them to inappropriately expect a physician to "fix" their pain with little or no 
work or responsibility on their part. Another way to frame this is to assess whether a 
patient has an internal or external "locus of control" relative to their pain. Someone with 
an external locus of control attributes the cause/relief of pain to external causes and 
they expect that the relief comes from someone else. Someone with an internal locus of 
control believes that they are responsible for their own well being; they own the 
experience of pain and recognize they have the ability and obligation to undertake 
remediation, with the help of others. 

Some chronic pain patients have a strong external locus of control, and successful 
management of their pain hinges, in part, on the use of cognitive or other types of 

21 California Medical Association (Prescribing Opioids: Care amid Controversy March 20 14) 
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therapy to shift the locus from external to internal. Individual, group or family 
psychotherapy may be extremely helpful for addressing this and other psychological 
issues, depending on the specific needs of a patient. 

In general, psychological interventions may be best suited for patients who express 
interest in such approaches, who feel anxious or fearful about their condition, or whose 
personal relationships are suffering as a result of chronic or recurrent pain. 
Unfortunately, the use of psychological approaches to pain management can be 
hampered by such barriers as provider time constraints, unsupportive provider 
reimbursement policies, lack of access to skilled and trained providers, or a lack of 
awareness on the part of patients and/or physicians about the utility of such approaches 
for improving pain relief and overall function. 

Rehabilitative Approaches 

In addition to relieving pain, a range of rehabilitative therapies can improve physical 
function, alter physiological responses to pain and help reduce fear and anxiety. 
Treatments used in physical rehabilitation include exercises to improve strength, 
endurance, and flexibility; gait and posture training; stretching; and education about 
ergonomics and body mechanics. Exercise programs that incorporate Tai Chi, 
swimming, yoga or core-training may also be useful. Other noninvasive physical 
treatments for pain include thermotherapy (application of heat), cryotherapy (application 
of cold), counter-irritation and electroanalgesia (e.g., transcutaneous electrical 
stimulation). Other types of rehabilitative therapies, such as occupational and social 
therapies, may be valuable for selected patients. 

Complementary and Alternative Therapies 

Complementary and alternative therapies (CAT) of various types are used by many 
patients in pain, both at home and in comprehensive pain clinics, hospitals or other 
facilities.27 These therapies seek to reduce pain, induce relaxation and enhance a 
sense of control over the pain or the underlying disease. Meditation, acupuncture, 
relaxation, imagery, biofeedback and hypnosis are some of the therapies shown to be 
potentially helpful to some patients. CAT therapies can be combined with other pain 
treatment modalities and generally have few, if any, risks or attendant adverse effects. 
Such therapies can be an important and effective component of an integrated program 
of pain management. 

lnterventional Approaches 

Although beyond the scope of this paper, a wide range of surgical and other 
interventional approaches to pain management exist, including trigger point injections, 
epidural injections, facet blocks, spinal cord stimulators, laminectomy, spinal fusion, 
deep brain implants and neuro-augmentative or neuroablative surgeries. Many of these 
approaches involve some significant risks, which must be weighed carefully against the 
potential benefits of the therapy. 
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Pharmacotherapy 

Many types of medications can be used to alleviate pain, some that act directly on pain 
signals or receptors, and others that contribute indirectly to either reduce pain or 
improve function. For patients with persistent pain, medications may be used 
concurrently in an effort to target various aspects of the pain experience. 

NSA/Os and Acetaminophen 

Non-steroidal anti-inflammatory drugs (NSAIDs), which include aspirin and other 
salicylic acid derivatives, and acetaminophen, are categorized as non-opioid pain 
relievers. They are used in the management of both acute and chronic pain such as that 
arising from injury, arthritis, dental procedures, swelling or surgical procedures. 
Although they are weaker analgesics than opioids, acetaminophen and NSAIDs do not 
produce tolerance, physical dependence or addiction. Acetaminophen and NSAIDs are 
also frequently added to an opioid regimen for their opioid-sparing effect. Since non
opioids and opioids relieve pain via different mechanisms, combination therapy can 
provide improved relief with fewer side effects. 

These agents are not without risk, however. Adverse effects of NSAIDs as a class 
include gastrointestinal problems (e.g., stomach upset, ulcers, perforation, bleeding, 
liver dysfunction), bleeding (i.e., antiplatelet effects), kidney dysfunction, hypersensitivity 
reactions and cardiovascular concerns, particularly in the elderly. The threshold dose for 
acetaminophen liver toxicity has not been established, although the FDA recommends 
that the total adult daily dose should not exceed 4,000 mg in patients without liver 
disease (although the ceiling may be lower for older adults). 

In 2009, the FDA required manufacturers of products containing acetaminophen to 
revise their product labeling to include warnings of the risk of severe liver damage 
associated with its use. In 2014, new FDA rules went into effect that set a maximum 
limit of 325 mg of acetaminophen in prescription combination products (e.g. Vicodin and 
Percocet) in an attempt to limit liver damage and other ill effects from the use of these 
products. Of note, aspirin (> 325 mg/d), ibuprofen, ketoprofen, naproxen and other non
cyclooxygenase-selective NSAIDs, are listed as "potentially inappropriate medications" 
for use in older adults in the American Geriatrics Society 2012 Beers Criteria because of 
the range of adverse effects they can have at higher doses. 

Nonetheless, with careful monitoring, and in selected patients, NSAIDs and 
acetaminophen can be safe and effective for long-term management of persistent pain. 

Opioids 

Opioids can be effective pain relievers because, at a molecular level, they resemble 
compounds, such as endorphins, which are produced naturally in the human central 
nervous system. Opioid analgesics work by binding to one or more of the three major 
types of opioid receptors in the brain and body: mu, kappa and delta receptors. The 
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most common opioid pain medications are called "mu agonists" because they bind to 
and activate mu opioid receptors. The binding of mu agonist opioids to receptors in 
various body regions results in both therapeutic effects (such as pain relief) and side 
effects (such as constipation). 

Physical tolerance develops for some effects of opioids, but not others. For example, 
tolerance develops to respiratory suppressant effects within 5-7 days of continuous use, 
whereas tolerance to constipating effects is unlikely to occur. Tolerance to analgesia 
may develop early, requiring an escalation of dose, but tolerance may lessen once an 
effective dose is identified and administered regularly, as long as the associated 
pathology or condition remains stable. 

Opioids, as a class, comprise many spec'1fic agents available in a wide range of 
formulations and routes of administration. Short-acting, orally-administered opioids 
typically have rapid onset of action (1 0-60 minutes) and a relatively short duration of 
action (2-4 hours). They are typically used for acute or intermittent pain, or breakthrough 
pain that occurs against a background of persistent low-level pain. Extended
release/long-acting (ER/LA) opioids have a relatively slow onset of action (typically 
between 30 and 90 minutes) and a relatively long duration of action (4 to 72 hours). The 
FDA states that such drugs are "indicated for the management of pain severe enough to 
require daily, around-the-clock, long-term opioid treatment and for which alternative 
treatment options are inadequate." 

These agents achieve their extended activity in various ways. Some have intrinsic 
pharmacokinetic properties that make their effects more enduring than short-acting 
opioids, while others are modified to slow their absorption or to slow the release of the 
active ingredient. A given patient might be appropriate for ER/LA therapy only, short
acting only or a combination of an ER/LA opioid with a short-acting opioid. Note that 
patients may respond in very different ways to any given medication or combination of 
medications. One size does not fit all, and treatment is best optimized by titrating a 
given regimen on an individual basis. Combination products that join an opioid with a 
non-opioid analgesic entail the risk of increasing adverse effects from the non-opioid co
analgesic as doses are escalated, even if an increase of the opioid dose is appropriate. 

In response to concerns about opioid misuse and abuse, abuse-deterrent and tamper
resistant opioid formulations have been developed. One class of deterrent formulation 
incorporates an opioid antagonist into a separate compartment within a capsule; 
crushing the capsule releases the antagonist and neutralizes the opioid effect. Another 
strategy is to modify the physical structure of 
tablets or incorporate compounds that make it difficult or impossible to liquefy, 
concentrate, or otherwise transform the tablets. Although abuse-deterrent opioid 
formulations do not prevent users from simply consuming too much of a medication, 
they may help reduce the public health burden of prescription opioid abuse. 

Patients who receive opioids on a long-term basis to treat pain are considered to be 
receiving long-term opioid analgesic therapy, which is differentiated from opioid use by 
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patients who have an established opioid use disorder who use an opioid (e.g. 
methadone) as part of their treatment program. 

Potential Adverse Effects of Opioids 

Although opioid analgesics (of all formulations) may provide effective relief from 
moderate-to-severe pain, they also entail the following significant risks: 

• Overdose 
• Misuse and diversion 
·Addiction 
• Physical dependence and tolerance 
• Potentially grave interactions with other medications or substances 
• Death 

At the heart of much of the current controversy over the use of opioid analgesics for 
chronic pain are beliefs about the degree to which these pain medications are 
potentially addicting. Unfortunately, it is difficult to quantify the degree of addictive risk 
associated with opioid analgesics, either for an individual patient or the population of 
pain patients in general. 

In this context, it is critical to differentiate addiction from tolerance and physical 
dependence which are common physiological responses to a wide range of medications 
and even to widely-consumed non-prescription drugs (e.g. caffeine). Physical 
dependence and tolerance alone are not synonymous with addiction. Addiction is a 
complex disease state that severely impairs health and overall 
functioning. Opioid analgesics may, indeed, be addicting, but they share this potential 
with a wide range of other drugs such as sedatives, alcohol, tobacco, stimulants and 
anti-anxiety medications. 

Rigorous, long-term studies of both the potential effectiveness and potential addictive 
risks of opioid analgesics for patients who do not have co-existing substance-use 
disorders have not been conducted. The few surveys conducted in community practice 
settings estimate rates of prescription opioid abuse of between 4% to 26%. A 2011 
study of a random sample of 705 patients undergoing long-term opioid therapy for non
cancer pain found a lifetime prevalence rate of opioid-use disorder of 35%.41 The 
variability in results reflect differences in opioid treatment duration, the short-term nature 
of most studies and disparate study populations and measures used to assess abuse or 
addiction. Although precise quantification of the risks of abuse and addiction among 
patients prescribed opioids is not currently possible, the risks are large enough to 
underscore the importance of stratifying patients by risk and providing proper monitoring 
and screening when using opioid analgesic therapy. 

Particular caution should be exercised when prescribing opioids to patients with 
conditions that may be complicated by adverse effects from opioids, including chronic 
obstructive pulmonary disease (COPD), congestive heart failure, sleep apnea, current 
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or past alcohol or substance misuse, mental illness, advanced age or patients with a 
history of kidney or liver dysfunction. 

In addition, opioids generally should not be combined with other respiratory 
depressants, such as alcohol or sedative-hypnotics (benzodiazepines or barbiturates) 
unless these agents have been demonstrated to provide important clinical benefits, 
since unexpected opioid fatalities can occur in these combination situations at relatively 
low opioid doses. 

In addition to the potential risks just described, opioids may induce a wide range of side 
effects including respiratory depression, sedation, mental clouding or confusion, 
hypogonadism, nausea, vomiting, constipation, itching and urinary retention. With the 
exception of constipation and hypogonadism, many of these side effects tend to 
diminish with time. Constipation requires prophylaxis that is prescribed at the time of 
treatment initiation and modified as needed in response to frequent monitoring. With the 
exception of constipation, uncomfortable or unpleasant side effects may potentially be 
reduced by switching to another opioid or route of administration (such side effects may 
also be alleviated with adjunctive medications). Although constipation is rarely a limiting 
side effect, other side effects may be intolerable. Because it is impossible to predict 
which side effects a patient may experience, it is appropriate to inquire about them on a 
regular basis. 

Patients should be fully informed about the risk of respiratory depression with opioids, 
signs of respiratory depression and about steps to take in an emergency. Patients and 
their caregivers should be counseled to immediately call 911 or an emergency service if 
they observe any of these warning signs. 

As of January 2014, a California physician may issue standing orders for the distribution 
of an opioid antagonist to a person at risk of an opioid-related overdose or to a family 
member, friend, or other person in a position to assist a person at risk of an opioid
related overdose. A physician may also issue a standing order for the administration of 
an opioid antagonist to a person at risk of an opioid-related overdose to a family 
member, friend, or other person in a position to assist a person experiencing or 
reasonably suspected of experiencing an opioid overdose. 

The potential of adverse effects and the lack of data about the addictive risks posed by 
opioids do not mean these medications should not be used. Common clinical 
experience and extensive literature document that some patients benefit from the use of 
opioids on a short or long term basis. Existing guidelines from many sources, including 
physician specialty societies (American Academy of Pain Medicine, The American Pain 
Society), various states (Washington, Colorado, Utah), other countries (Canada) and 
federal agencies (Department of Defense, Veterans Administration), reflect this potential 
clinical utility. 

Recommendations from authoritative consensus documents have been summarized in 
concise, user-friendly formats such as: Responsible Opiate Prescribing: A Clinician's 
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Guide for the Federation of State Medical Boards; the 2013 Washington State Labor 
and Industries Guideline for Prescribing Opioids to Treat Pain in Injured Workers; and 
the Agency Medical Directors' Group 2010 Opioid Dosing Guideline for Chronic Non
Cancer Pain. 

Methadone 

Particular care must be taken when prescribing methadone. Although known primarily 
as a drug used to help patients recovering from heroin addiction, methadone can be an 
effective opioid treatment for some pain conditions. Methadone is a focus of current 
debate because it is frequently involved in unintentional overdose deaths. These 
deaths have escalated as methadone has increasingly been used to treat chronic pain. 

Methadone must be prescribed even more cautiously than other opioids and with full 
knowledge of its highly variable pharmacokinetics and pharmacodynamics. Of critical 
importance is the fact that methadone's analgesic half-life is much shorter than its 
elimination half-life. This can lead to an accumulation of the drug in the body. In 
addition, methadone is metabolized by a different group of liver enzymes than most 
other opioids, which can lead to unexpected drug interactions. 

When rotating from another opioid to methadone, extreme caution must be used when 
referring to equianalgesic conversion tables. Consensus recommendations suggest a 
75 to 90% decrement in the equianalgesic dose from conventional conversion tables 
when a switch is made from another opioid to methadone. 

Because the risk of overdose is particularly acute with methadone, patients should be 
educated about these risks and counseled to use methadone exactly as prescribed. 
They should also be warned about the dangers of mixing unauthorized substances, 
especially alcohol and other sedatives, with their medication. This should be explicitly 
stated in any controlled substance agreement that the patient receives, reads and signs 
before the initiation of treatment[ ... ]. 

Although uncommon, potentially lethal cardiac arrhythmias can be induced by 
methadone. The cardiac health of patients who are candidates for methadone should be 
assessed, with particular attention paid to a history of heart disease or arrhythmias. An 
initial ECG may be advisable prior to starting methadone, particularly if a patient has a 
specific cardiac disease or cardiac risk factors or is taking agents that may interact with 
methadone. In addition, it is important that an ECG be repeated periodically, because 
QT interval prolongation has been demonstrated to be a function of methadone blood 
levels and/or in response to a variety of other medications. 

Adjuvant Pain Medications 

Although opioid medications are powerful pain relievers, in the treatment of neuropathic 
pain and some other centralized pain disorders such as fibromyalgia, they are of limited 
effectiveness and are not preferred. Other 
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classes of medications, however, may provide relief for pain types or conditions that do 
not respond well to opioids. Some of these adjuvant medications exert a direct 
analgesic effect mediated by non-opioid receptors centrally or peripherally. Others have 
no direct analgesic qualities but may provide pain relief indirectly via central or 
peripheral affects. 

Commonly-used non-opioid adjuvant analgesics include antiepileptic drugs (AEDs), 
tricyclic antidepressants (TCAs) and local anesthetics (LAs). AEDs, such as gabapentin 
and pregabalin, are used to treat neuropathic pain, especially shooting, stabbing or 
knife-like pain from peripheral nerve syndromes.TCAs and some newer types of 
antidepressants may be valuable in treating a variety of types of chronic and 
neuropathic pain, including post-herpetic neuralgia and diabetic neuropathy. LAs are 
used to manage both acute and chronic pain. Topical application provides localized 
analgesia for painful procedures or conditions with minimal systemic absorption or side 
effects. Topical Las are also used to treat neuropathic pain. Epidural blocks with LAs, 
with or without opioids, play an important role in managing postoperative and obstetrical 
pain. 
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Appendix 12 Suggested Language on Naloxone for Pain Management 
Agreement 

• l understand that "overdose" is a risk of opioid therapy which can lead to death. I 
understand and can recognize the signs and symptoms of overdose including respiratory 
depression. 

• I understand that I will be prescribed naloxone because overdose is a risk of opioid 
therapy. I understand that naloxone is a drug that can reverse opioid overdose. I 
understand when and how to use naloxone. 
o I understand it is strongly encouraged to share information about naloxone with my 

family and friends. 
o I understand it is strongly encouraged to teach family and friends how to respond to 

an overdose. 
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This agreement is Important for you: 
• You will have a safe and controlled pain treatmeut plnn. 
• Your medtci1Jes ltave a ltigh potential for abuse. Tltey catl be dattgerous ifused;, 

the wrong way. You need to understand the risks tlwt come f rom use ofpaitt medicines. 

Please read and make sure you understand each statement here. Here are rules about refills 

and health risks. Here are also reasons for stopping )'our pain control treatment. 

I WILL: 
0 I will only g.. I my pun m~dne from thh dink dunng scbt'dulcd appotnlmenu 
0 I will t.a.h my pam mtdJCJ.De the way that my htalthcare provider haJ oR!crcd. 
0 I will bt' honnt with all my healthar. pf'IJ\'\dcn ifI am !Wng 1tNct drugJ. 
0 I wtll ~ hooe.t about aD the mcd!CUk I uu. Thb mdudn mt'dldnr from 11om and hnba.l mcdJCJ.Dn.. 
0 I wtll be hoonl about my full health history. 
0 I wtllttU my hnlthan provldt-r If I go to an emerscncy room for any rcuoru. 
0 If I get pun mfehdnt from an emergmcy room. I willlcll my btalthCllff proVIde~ 
0 wtll caU thu olfice if I am prncnbed any ni!W mcdlane. 
0 will caU thu oflice iii Navt" a reaction to any mcdldne. 
0 wiU tell all other htalthcare providers th11 I have a pain mcdlcallon a~cmtnl 
0 will tell the emergency room people Llw I baYe a pam medication agree.mrnL 
0 will uke drug lcsu and other lesU when I am IO&d to do so. 
0 will go to office vbiu wbm I am told 10 do so. 
0 will go to phyllcal therapy when I am told to do 10. 

0 will go to COUJISC'ting wbm I am told to do so. 
0 will follow diri.'Ctlons for alltrc.umcnl 
0 wtU ahow up on lime for all appoin tmcnu. 
0 w\U make an llpp<>ln tmcnt for re6Da before I run 0111 ofmedicine. 
0 will tcll my health provider lf I will be out of town so that I can gct my refill.J. 
0 will gct past health records from other offices when ne«<cd. 
0 will deliver th.- reconls by hand if needed I will do lhiJ within one month of~ng asked. 

wiU pay for lh.ne records If neOO«l 
0 will give pumiuion to rJua cllnic to u1lt about my lrntmcnt wtth phumaC1ea, docton. nurst'S, and olh(!rs 

'lObo are helping me. 
0 I will give permullon to any beallhcare provider to get tnformation from lhla cllnk about my btalth and my pili! 

treetmenl 
0 I wtlluke ~-sponJJbthty ifI 0\-~rdoK mysdf accidmully Of on purpose. 
0 I will tdl my hnlthcare provider if I plan to bt'come pngnanL 
0 I wtll tdl my bealthcare provider if I am pregnant while lam talung pun mcd.acanc. 
0 I wtll only uke lhu medJCinc lhr way I wu IO&d to tale d . 

• CONTINUED ON NEXT PAGE 
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I WllLNOT: 
0 I will not shan or scll. or tndc any of my ml.'dlcine 
0 I wiD not drink alcohol or tau rtreet drugs while I am taking pain medtdne. 
0 I know lhat I cannot CliO the ofll« to bavil! my mOOJcinc n!filled ovu lhe phone. 
0 I will not go to the mlfl8'!11Cf room or other doctors for mOR pain medidne or other drugJ-
0 I know lhat when I drive a~ I mwt be fully Aim. lltnow that wh~ I we machinu, I must al10 b~ fully alert. 

P~n medidn~ can mab: me leu al«t. When Iam taldng pain m~dnea.l need to be sure lhatl am aim. 
I need to be sure that it is u.fe for me to drivlla Cllr or we a machine. 

0 I will not stand in high pltces or do anything to hurt othen after I have tmn pain medldne. 
0 I will notlnve my medicine where it Cllll be stolen or where others can ub it. 
0 ! will not I.e~ my medicine where children Cllll 6nd iL 
0 I will not sud&nly Jtop tuing my medicine. I know thatlf I do thia, I can have withdrawals. 

WHEN USJNG A PHARMACY, I Will: 
0 I will we the same pharmacy for aD my medicines. This is the pharmacy that I have picked:----------
0 I will not ask for early reftlls or more pa.in ml!didne. evtn lf I lose my IIU!didne. 

I KNOW mAT 
0 Pain management may include other treatment. Some trealment may not include medicine. 
0 Pain rrwdidne will probably DDt se-t rid ofall ofmy pain. Pain medicine can roduce my pain so that I an do more and have 

abl!tterUfe. 
0 ~n ofmy treatment b to redllcr my need for pain medicine. 
0 Ifthe pain medicines wC)f\. I wl.ll continue to use them. lf the pain medicine does nol help me, it will be stopped. 

0 My medicines will not be replaced ifany of these things happen; Medicine is lost. Medicine gru WI!L 
Medidne ia deatnJY1?d 

0 Ifmy medidnr b stolen, I might be able to get more ~ne if I get a report from the pollee about the medicine being 
.no len. 

0 Any of my healtbc:are providers can find out from the California Prescription Drug Monitoring Program about any other 
medicines I get from any other plwmacy in Calilornia. This iJi caUed a CURES report. 

0 My healtha.rc provider may contact the drug enforament agency, if I try to get other doctors to gfw me pain medidne. 
0 Healthcare p roviden may oontact the drug enforcement ~ncy If I am not honest about how I tab P'ain m«<.idne. 
0 My doctor and my clinic will help with any investigation If I am su.sp«too ofprescription drug abuse. 
0 I may be sent somewhere else fDf" drug abuse or addktion help ifI need IL 
0 Pain medldne can be addlcth·e. Thu means that my body may ne«< more and more pain medidnl' or that II can be hard 

for me to atop taldng this medlcine. 
0 If I suddenly stop using the medicine, I can get withdnwals. 
0 If I use too much pain medidnl', I can end up with health problems. I could dl.e. 
0 IfI mix medicines, Icould also end up with heahb pr®lenu. Icould die. 
0 Here are some thmgs that could go wrong ifI use too much medldnr or mix mroJclnc:£ 
Overdose Addiction Con.sUp.auon Vomiting Sleepineas 
Slowu r~<Be:xes Nausea DUTaculty with u.rtruUon Confusion Itching 
Problems with se.x Dry mouth Depreukln Troubll' breathing Doob 

CAUSE FOR DISMISSAl FROM THIS CU NIC 
0 I know thatlhe pain medicines may be &loppro if I break any part of this contracL 
My signature lx>low means that I h11ve rNd this contract. I am ligning this to u:y that [ und.erstand all oftbia contract. 

~tNWme ______________ DoctorN~e _________________ 

Doctor Signature________Patimt Signature------

Date _________________ 

:!] 
tl<'o«rN. ~\.tlflotl('lli IIV f VoEl.. .. ",......... - ~ ~ .......~ ' 
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Appendix 14- Suggested Treatment Plan Using Prescription Opioids 

Treatment Plan Using PresoripUon Oplolds 

Ptd:lent name: 

THE PURPOSE OF ntlS AOREEMENT IS TO STRUCTURE OUR PlAN TO WORK TOGETHER 
TO TREAT YOUR CHRONIC PAIN. ntlS WILL PROTECT YOUR ACCESS TO CONTHOt.LED 

SUBSTANCES AND OUR ASIUTY TO PRESCRIB( THEM TO YOU. 

I (pa~ lftdenttand the following (Initial each}: 

__ Opioida have been pr-=riMid to me on a trial baais. One of the goal a of this 1n1atment is to improve my abilty 
to perform various function&, inc:Umg return to WOitL If aignificant demon!;trable improY91TMW11 r. my fU'liCtionsl 
cape.bilitiea does not ,_,. from this trial of trealment. my prwcriber may d«emWl8 to end the tnal. 

Goal fo( inproved fu1ctlon: ----------------------

__ Opioids an being prwcribed to make my pain tolefable but may not cauae it to diaappear entnly If that goal is 
not reached. my pnyaician mey end the trial. 

Goal fofl8duclionofpain: -----------------------

__ Drowsi,_ and slowed reflSKae can be a temporwy aide effect ol opioids, eepecially duing do6age adji.Et· 

menta. If I am experieocing drowsin&Mwhie talcing opoidB. I agree not to drive a vehicle nor perlonn other 

tasks thet could inYOive danger to myself ar othenl.. 

__ Using opicida to treat chronic per. will result r. the ~lcpmant of a phyaicaJ dependence on this medication. 

and suddeo decreasea ar cfJIICOOtinuation of the medication wiU lead t.o aymptonw of opio4d withdrawal These 
&ylllltoma can include: runny noaa, ya.vning. large pupils. goose bumps, abdominal per. and~. disr-
1'-. vomiting, ~ilability. aches and flu- like symptoms. I understand that opioid withdrawal is uncomfortable but 
not physically life ttnatening. 

__ There il a email risk lhst opioid addiction can occur. Aknost ahvays. this occurs in patients with a peraonal ar 
family history of otta- drug oraloohol abuse. If it appe8f1l thai I may be developing addiction, my physician may 
determine to end the trial. 

Conti.nued on other am. 
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I -ar- to the folowtng Ofttial eech): 

__I agree not to take mont medication than ~bed and not to take doees men hquently than ~bed. 

__I agn~e to keep the prwcribed medication in a 88fa and 88CI.A place. and that loat. d~Mlagad , C1l &tokln 

medication wil not be raptaced. 

__ I agraa not to ehare. &ell. or in arty way prov;c:te my medication to arty other penon. 

__I agn~e to obtain prescription medication from one deaignated icen8ed phatmaci&t. I ~ that my 
doc1or may check the lJtBh Coniroled SubsiBnoe Oatabaae BIIIITY time to check my c~. 

__ I agn~e not to aeek or obtain ANY mood-modifying medication. including pain t8lieveR or tra:nq.liR&nl from AHY 
other prnacriber wihoul finrt diacuaaing lhia wih my p1 D8CIila. If a aftuation eri6eB in which I have no alternative 

but to obtain my neoeti88l)' preea1Xioo from another presa iber, Iwil advise that preecnber of this ag~ent I 
wil then imnediatety .:tviee my p1eectbel that I obtained a pre&Cription from another preiiCriM. 

__ I agn~e to refrain from tha uae of AU. other mood-modifying drugs, including alcohol.. unless ag~ to by 
my preecribef: The moclenlte use of niootine and caffeine are an exception to this 19Stricbon. 

__ I agn~e to subrM to random \Mine, blood or saliva testing. at my pr98(riler's raque&t. to wrify compiance wih 
this. and to be aeen by an addiction apeciaist if requested. 

__ I agme to attend end participate fUty in any other _,enta of pain treatment programs which may be 
mcommended by the preecriber at any tne. 

I undentltnd that AHY dlmation from the llbowe ~ent may be grounds for the prwcriber to atop 

~lng oploid tt-apy .t"""time. 
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Appendix 15- Suggested Strategies for Tapering and Weaning 

Strategies for Tapering & Weaning 

Strategies for tapering· 
From a me<fjC3J standpoint. weaning from opioicls can be done wfefy by 
slcNify tapering the opioid dose and taking into aooaunt the followi~ issues: 
• A decrease by 10'111 at the ooginal dose per week IS usually wei to&ernted 

with minimal physiological adverse elfeocts. Some patients can be tapered 
more rapidly wihout problems (011er 6 to 8 -'<5). 

• If opioid abstinence synctome is encountered. it is r~ me<ic3Jiy serious 
atlt1ough sytl1ltDms may be IMlpleasant. 

• SympklmS of an abstinence syndromt!, such as nausea. cianflea, musde 
pain and myodonus can be managed with clonidine 0. 1 - 0.2 mg orally 
1iNefY 6 ho\n or clonicine transdermal patd1 0.1mg/24hrs (Cetapn!S TTS-
1"") -'dy during the taper 'lllhile monitoring for often significant 
hypotenSion and a.ntlchofinergic side e1fects.. In some pa1ienls it may be 
necessary to slow the tape-timeline to monthly. ~than we81y 
dosage adjustments, 

• Sympeoms of mid Of)ioid Withdrawal may persist for six months after 
opioids have been discontinued. 

• Consider using adjuvant agents. such as antidepressants to manage 
irritability. sJeep distJJ!ba:noe or anliepieptics for neuropathic pain. 

• Do not ~at wilhdnJwal symptoms with opioids or benzodiazepllli!S after 
cisoontinuing opioids.. 

• Referral for oounseling or other support during this period is 
recommende<l if there are significant behavioral issues. 

• Referral to a pain specialist or chemical dependency oel'llef" sh<Md be 
made for complicated withdr-al symptoms. 

Recognizing and managing behavioral issues during opioid weaning: 
Opioid tapers can be done safely and do not pose significant health risks 

to the patient. In contrast. extremely chalenging behavioral issues may 
emerge during an opioid taper. 

Behavioral challenges frequently arise in the setting ol a ~who rs 
tapering the opioid dose and a patient who places great value on the opioid 
he/she is reoeiving . ln this set~Wlg. some patients will use a wide range ol 
interpersonal strategies to derail the opioid lapfu. These may incl.lde: 

• Guih provocation ("You are mdllfen!flt to my sllfering") 

• Threats ol various IUncls 
• Exagger.ttlon ol ther aduLJI suitering in order to cfrsrupt the progress of a 

scheduled taper 
There are no fool-proof methods for preventing behavionll issues d~ng 

an opioid laper, but strategies implemented at the beginrW1g of the opioid 
therapy are most likely to prevent later behavioral problems if an opioid taper 
becomes necessary. 

Appendices: Guidelines for Prescribing Controlled Substances for Pain Page A67 
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Health Information Pnvacy 

(HIPAA GUidelines) 

FAQ's 

PD:\IP Registration 
Vers•on 1 0 0 72 

Ut z.JIIon Rev w nd 

q 5u r1er 21JI'i 

California Prescription Drug Monitoring Program (POMP) 

The Callforma Presr:nphon Drug MO<l•tollnq Progr.un (POMP) CURES 1s commolled to assostmg on the reduchon 
of pharmaceutocat drug d•vers•on w•thout ~flec!lng loJ~•11111atc med•c.JI practiCe and pat•ent care 

The CURES system Is des•gned to ldent•ly ,Jnd de>ter dfii<J ,11lus11 a11d doversoon through accurate and rap1c1 
trac~ong of Schedule II through IV o:onlrollerl ~ullstanre& IllS a v;1luable onveshgat•vtJ. preventive and 
educational tool for law enforcemE'nt regulatory board5 educatoonal researchers and the 11eatthcare communoty 

The Department of Jusloce POMP system allows pre-regosmred users mclutling licensed h.:>althcare prescnbers 
pharmacists authoroLoc:J to dospense controlled substances law enforcement, and regulatory boards to access 
lomely pat•ent prescnpt•on hostory onforn1dt•on to bolter odontofy and prevent the abuse of prescropt•on drugs The 
role o f t11e POMP entrusts 111,11 wclllnfonnod prescribers and pharrnac1sts can and w oll use their professional 
expertise to evaluiltE' thelf patients Cc11C <111d dss o ~ l lhOS!.' pdtoonts who may be abus111g controlled substances 

In order to obtain access to the POMP System you l11l1St S\lbmot il Hl!)tstnotoon lorm electronocally Please be sure 
to comple te the correct form 

• BNE Admon 
• BNE Analyst 
• DOJ lnvesllgator 

Please note that CURES applicant~ must complete thelf reg•StrdtOOn prooess by subnl•thng an onhne regrstrai!Ofl 
Addo11011ally they must subn11l a notanzed apphcatJOO loon (ilvaol.1bte to prmt unmed•ately after submllt111g the 
0<1hne registra!lon). alOng w•lh the vahdaling documents listed at the top of each apphcat•on form Havmg the 
followong documents ava•table w•ll bo helpful to completn1g the reg•strat10<1 apphcatoon U S Government-ossued 
ID Drug Enforcement Achll1111Stratoon (DEA) Rogostra11011, Sidle Professoonallocense (1 a Physocoan 
Pharmacist Velennanan. Physoc1an Ass•stant, Reg•~terttd Nurs~ . etc ) Tl1e applocal!on must be submotted to the 
Bureau of Cromondl ldentofocatoon & lnvesllgallve SefVIce~IPOMP. P 0 Bo~ 16044 7, Sacramento, CA 95816. or 
electronically u1 I he form of PDF atk1chmonts to pmp@doJ ca gov 

1 or l 4/ 13/ 20 15 3:32 PM 
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Version 1.0.0.22 

PD\IP Registration: Practitioner 
Application Instructions 

To subm1tth1s apphcat1on complete the followmg steps 

Step 1: QQ.mQ_I~t~_the on-hne application form then click the 'Submit' button 

Step 2: Upon successful submiSSIOn of this form. you w111 see a confirmation page w1th add1t1onal1nstruchons 

for completing the reg1strat1on process 

Important Notes 

lnd1cates Requ1red F1elds 

Your E-Ma11 Address w111 be used for communicating accountmformation and system not1ficat1ons It 1s therefore 
very Important thatlhis be an E-Mail Address that only you have access to and IS not access1ble by others If 
th1s cond1tlon IS not met your registrat1on will be denied 

For .J~s,slanr;e ~onla tl t11c Help Desk alt9 16) 227-31!•13 orpmp remstrallon;a1dol ca.gov 

Applicant Information : 

Last Name • First Name • Date of Birth mm/dd/yyyy 

E-Mail Address Re-Enter E-mail Address Contact Phone • 

State Medical License# NPI# 

Specialty Other Specialty 

-- Select One -

l Degree Other Degree 

Select One -

I of4 4/ 13/20 15 3:3 1 PM 
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- Address Information--------------------

First Address 

Business Name • Street Address 

Phone# • City • State • Zip • 

Select a State 

County • 

DEA# 

Please check all options that apply to this location • 

Business Location Home Location Listed on DEA Certificate 

Second Address 

Business Name Street Address 

Phone# City State Zip 

Select a State 

County 

DEA# 

Please check al l options that apply to this location 

Business Location Home Location Listed on DEA Certificate 

.-Account Information 

Would you like to receive Notifications/Alerts?: 

No Yes 

Must create your own individual answers and not answers that are agency sanctioned 

Question • Answer • 

In what city or town was your first job? 

Question Answer • 

In what city or town was your first job? 

Question • Answer • 

In what city or town was your first job? 

Question • Answer • 

In what city or town was your first job? 

Question ' Answer • 

In what city or town was your first job? 

-

2 of4 4/ lJ/2015 3:3 1PM 
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Application Validation 

fhc CAPTCHA feature requires Ill at \UU enter both words eJo'acUy as they,1ppe<1r 

separated by a sp,l<;c If )()u c;mnot read both words stonplychck the refresh buuon. 

whod1 looks like two ~rrow~ on il corrJe 1\e:<lto the CAPTCHAwords and )()U woll be 

prompted wolll two new word$ 

Type the text 

Privacy &Terms 

Application Certification 

The Ca l iforni a Prescription Drug Monitoring Program ' s (POMP ) 
miss i on is t o reduce pharmaceutical drug diversion wh i le 
promoting legitimate medi cal pr act i ce and pa tient care . POMP 
accumul ates Schedule II th rough IV con t rolled subs t ance 

user Agreements prescription and dispensat i on i nf o r mation f or f acil i tat ing 

I certify the facts stated above are true to the best of my knowledge. 

I accept the terms and conditions of the User Agreements. 

I CERTIFY/AGREE TO THE ABOVE • 

For assostance. con tact the Help Desk at (9 16) 227-3843 or ll!I1D regtstratooo@dot.ca go¥ 

Submit Reset 
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Cal iforn ia Business and Professions Code- BPC Section 2064.2. http: / /www.ocla w.org/rcsea rch/code/ca/B PC/2064 .2./contc nt. htm l 

You are here: ( alltC.m11a I 1\u,tn~o:,, and Profi:-;::.toth CoJc_- BPC I ARTICL [ .\. I tccn'e ReqUired and Exemptions (1050. -
2079.J I ...,cctu)n 2064.2 

D fJ C o 

Section 2064.2. (Added by Stats. 1989, Ch. 425, Sec. 1.) 
Cite as: Cal. Bus. & Prof. Code §2064.2. 

No medica l school or clinical training program shall deny access to electi ve clcrkshi ps or prcccptorships in any medical 
school or clinical training program in this state solely on the basis that a student is enrolled in an osteopathic medical school. 

Any violation oft his sect ion or Sect ion 2064.1 may be enjoined in an action brought in the name of the people of the State 
of California by the district attorney of the county in which the violat ion occurs, upon receipt of a complain t by an aggrieved 
student. 

Search this site: 
Search Cr gl 

Custom Search 

OCLAW ORG - Caltforma Legal Reference 
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Osteopathic Medical Board 

Future Agenda Items 

A(lenda Item Requestor 
Federation State Medical Board 

(Liaison Attendance) 
Stt:ategic Plan 





Osteopathic Medical Board 

Future Meeting Dates 

Date Place Time 
DCA-HQ2 (Hearing Room) 

September 17, 2015 1747 North Market Blvd. 10:00 a.m.- 5:00p.m. 
(Tentative) Sacramento, CA 95834 

*Please note that all meetings should be held in the best interest ofthe Board. Meetings 
in resorts or vacation areas should not be made. Using Conference areas that do not 
require contracts and or payment is the best option for the Board. No overnight travel. 
{(an employee chooses a mode (~ftran.\portation which is more costly than another 
mode, a Cost Comparison form must be completed. Reimbursement by the State will be 
made at the lesser ofthe two costs. Taxi Service should be usedfor trips within but not 
over a 1 0-mile radius. Receipts are requiredfor taxi expenses of$10.00 and over. Tips 
are not reimbursable. 

https://of$10.00

	Structure Bookmarks
	ASSEMBLY BILL No.611 
	:J 




Accessibility Report


		Filename: 

		20150507_materials.pdf




		Report created by: 

		

		Organization: 

		




[Enter personal and organization information through the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.


		Needs manual check: 2

		Passed manually: 0

		Failed manually: 0

		Skipped: 0

		Passed: 30

		Failed: 0




Detailed Report


		Document



		Rule Name		Status		Description

		Accessibility permission flag		Passed		Accessibility permission flag must be set

		Image-only PDF		Passed		Document is not image-only PDF

		Tagged PDF		Passed		Document is tagged PDF

		Logical Reading Order		Needs manual check		Document structure provides a logical reading order

		Primary language		Passed		Text language is specified

		Title		Passed		Document title is showing in title bar

		Bookmarks		Passed		Bookmarks are present in large documents

		Color contrast		Needs manual check		Document has appropriate color contrast

		Page Content



		Rule Name		Status		Description

		Tagged content		Passed		All page content is tagged

		Tagged annotations		Passed		All annotations are tagged

		Tab order		Passed		Tab order is consistent with structure order

		Character encoding		Passed		Reliable character encoding is provided

		Tagged multimedia		Passed		All multimedia objects are tagged

		Screen flicker		Passed		Page will not cause screen flicker

		Scripts		Passed		No inaccessible scripts

		Timed responses		Passed		Page does not require timed responses

		Navigation links		Passed		Navigation links are not repetitive

		Forms



		Rule Name		Status		Description

		Tagged form fields		Passed		All form fields are tagged

		Field descriptions		Passed		All form fields have description

		Alternate Text



		Rule Name		Status		Description

		Figures alternate text		Passed		Figures require alternate text

		Nested alternate text		Passed		Alternate text that will never be read

		Associated with content		Passed		Alternate text must be associated with some content

		Hides annotation		Passed		Alternate text should not hide annotation

		Other elements alternate text		Passed		Other elements that require alternate text

		Tables



		Rule Name		Status		Description

		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot

		TH and TD		Passed		TH and TD must be children of TR

		Headers		Passed		Tables should have headers

		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column

		Summary		Passed		Tables must have a summary

		Lists



		Rule Name		Status		Description

		List items		Passed		LI must be a child of L

		Lbl and LBody		Passed		Lbl and LBody must be children of LI

		Headings



		Rule Name		Status		Description

		Appropriate nesting		Passed		Appropriate nesting






Back to Top


