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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2198 VERSION: AMENDED APRIL 18, 2006 

AUTHOR: HOUSTON SPONSOR: MEDICAL BOARD OF CALIFORNIA 

RECOMMENDED POSITION: NONE 

SUBJECT: HEALTH CARE: CONTROLLED SUBSTANCES AND DANGEROUS DRUGS 

Existing Law: 

Existing law establishes the California Intractable Pain Treatment Act and the Pain Patient's Bill 
of Rights. (B&P 2241.5 and H&S 124960) 

This Bill: 

1) Defines "addict" as a person whose actions are characterized by one or more of the 
following: 1) impaired control over drug use; 2) compulsive use; 3) continued use despite harm. 

(B&P 2241 and H&S 11156 Amended) 

2) Requires an "appropriate prior examination" instead of a good faith prior examination of a 
patient be conducted prior to prescribing, dispensing, or furnishing dangerous drugs or devices. 

(B&P 2242.1 Amended) 

Comment: 

1) Author's Intent. The author's intent is to update the law with regard to pain management. 

2) Background. In August 2005, the Medical Board of California (MBC) convened a taskforce 
to review California law regarding pain management. The review was conducted, in part, to 
respond to findings in two University of Wisconsin's Pain and Policy Studies Group (group) 
studies, "Achieving Balance in Federal and State Policy: a Guide to Evaluation" updated in 
2004, and "Achieving Balance in State Pain Policy, A Progress Report Card" also updated in 
2004. (Excerpts of the studies are attached.) The group gave California a grade of "c" on the 
group's report card. 

The taskforce met several times to discuss and draft proposed legislation to amend California's 
pain management laws. Board staff, as well as Josh Room (Deputy Attorney General), 
attended a taskforce meeting in January 2006, to provided comments on the legislative 
proposal. The initial proposal included draft language to amend B&P 4301 (e), Unprofessional 
Conduct. The amendment would have defined the phrase "clearly excessive" in the context of 
unprofessional conduct in furnishing excessive quantities of controlled substances. After some 
discussion, the taskforce dropped the proposal to amend B&P 4301 (e). 



The language in AB 2198 is the product of the taskforce meetings and, while the bill does not 
amend pharmacy law, there is concern that the definition of "clearly excessive" may leak over 
into B&P 4301. ' 

3) April 18 Amendments. The amendments on April 18th among other things, removed the 
definition of "clearly excessive" in B&P 725. This definition was of concern to the board 
because of the definition's potential to be applied to B&P 4301 during disciplinary proceedings. 
This application might have required the board to disprove a "medical or pharmacological basis" 
for excessive furnishing; this would be a new and substantial burden requiring additional expert 
testimony and proof from the board. 

3) Previous Legislation. SB 402 (Chapter 839, Statutes of 1997) established the Pain 
Patient's Bill of Rights and stated the legislative findings and declarations regarding the value of 
opiate drugs to persons suffering from severe chronic intractable pain. It, among other things, 
authorized a physician who refuses to prescribe opiate medication for a patient who requests 
the treatment for severe chronic intractable pain to inform the patient that there are physicians 
who specialize in the treatment of severe chronic intractable pain with methods that include the 
use of opiates, and authorized a physician who prescribes opiates to prescribe a dosage 
deemed medically necessary. 

SB 1802 (Chapter 1588, Statutes of 1990) established the California Intractable Pain Treatment 
Act that authorized a licensed physician to treat intractable pain with narcotic drugs without 
being subject to Medical Board discipline - subject to specified safeguards to assure that the 
treatment was medically and therapeutically appropriate. 

4) History. 

2006 
Apr. 19 Re-referred to Com. on HEALTH. 
Apr. 18 Read second time and amended. 
Apr. 17 From committee: Amend, do pass as amended, and re-refer to Com. On 

HEALTH. (Ayes 9. Noes 0.) (April 17). 
Mar. 30 Re-referred to Com. on B. & P., and then to Com. on HEALTH. 
Mar. 29 Re-referred to Com. on HEALTH. 
Mar. 28 From committee chair, with author's amendments: Amend, and re-refer to Com. 

on HEALTH. Read second time and amended. 
Mar. 20 Referred to Coms. on HEALTH and B. & P. 
Mar. 30 Re-referred to Com. on B. & P., and then to Com. on HEALTH. 
Mar. 29 Re-referred to Com. on HEALTH. 
Mar. 28 From committee chair, with author's amendments: Amend, and re-refer 

to Com. on HEALTH. Read second time and amended. 
Mar. 20 Referred to Coms. on HEALTH and B. & P.Feb. 23 
Feb. 22 Read first time. To print. 



AMENDED IN ASSEMBLY APRIL 18,2006 


AMENDED IN ASSEMBLY MARCH 28, 2006 


CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2198 

Introduced by Assembly Member Houston 

February 22,2006 

An act to mnend Sections 725, 2241, 2242, and 2242.1 of, and to 
repeal and add Section 2241.5 of, the Business and Professions Code, 
and to atnend Section 11156 of the Health and Safety Code, relating to 
healing arts. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2198, as amended, Houston. Health care: controlled substances 
and dangerous drugs. 

Existing law Inakes it unprofessional conduct for specified health 
care providers to engage in repeated acts of clearly excessive 
prescribing or adlninistering of drugs or treatlnent, unless the health 
eare pro v ider is subject to specified penalties. Existing law prohibits 
disciplinary action under these provisions against a physician and 
surgeon who is acting lawfully in cOlnpliance with the California 
Intractable Pain Treatment Act. 

This bill would delete the provision prohibiting, in addition, 
prohibit disciplinary action under these provisions against a physician 
and surgeon who is in eomplianee 'W'ith the California Intraetable Pain 
Tteatillent Aet. The bill would define "elearly excessive" to mean an 
aillount O! extent that is 'Vv ithout substantial llledieal basis and is 
substantially greater than the usual amount of prescribing, 
adlninistering, or use of the therapeutic 1110dalities has a medical basis 
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for prescribing, furnishing, dispensing, or administering of a 
dangerous drug or prescription controlled substance. 

Existing law, the Medical Practice Act, provides for the licensing 
and regulation of physicians and surgeons by the Medical Board of 
California, and the violation of specified provisions of the act is a 
crime. The California Intractable Pain Treatlnent Act, in the Medical 
Practice Act, authorizes a physician and surgeon to prescribe or 
adlninister controlled substances to a person in the course of treatlnent 
for a diagnosed condition causing intractable pain, except in certain 
circumstances, and prohibits disciplinary action against a physician 
and surgeon for such action. 

This bill vvould define addict for purposes of these provisions. The 
bill would delete these provisions and would instead authorize a 
physician and surgeon to prescribe for, or dispense or adlninister to, a 
person under his or her treatment for a Inedical condition drugs or 
prescription controlled substances for the treatment of pain or a 
condition causing pain, including intractable pain. The bill would 
require the physician and surgeon to exercise reasonable care in 
determining whether a particular patient or condition, or cOlnplexity of 
the patient's treatlnent, including, but not lhnited to, a current or 
recent pattern of dnlg abuse, requires consultation with, or referral to, 
a Inore qualified specialist. A violation of this requirelnent would be a 
crilne. Although the bill would exempt a physician and surgeon acting 
in accordance with these provisions from disciplinary action for the 
prescribing, dispensing, or administering of dangerous drugs or 
prescription controlled substances, it would expressly provide that the 
power of the board to deny, revoke, or suspend a license not be 
affected with regard to specified actions and that the governing body 
ofa hospital not be prohibited from taking certain disciplinary action 
against a physician and surgeon. 

Existing law, except as specified, prohibits a person frOln 
prescribing or adlninistering or dispensing a controlled substance to an 
addict or habitual user or a person representing himself or herself as 
an addict or habitual user. Existing law generally makes it 
unprofessional conduct for a physician and surgeon to prescribe, sell, 
furnish, give away, or administer certain drugs to an addict or habitue, 
or to offer to do so, but contains certain exceptions frOlTI this pro v'ision 
except as specified. 

This bill would delete the provision making it unprofessional 
conduct for a physician and surgeon to prescribe, sell, furnish, give 
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away, or adIninister certain drugs to an addict or habitue, or to offer to 
do so. The bill would authorize a physician and surgeon to prescribe, 
dispense, or adIninister prescription drugs, including prescription 
controlled substances, (l) to an addict under his or her treatlnent for a 
condition other than maintenance on, or detoxification from, 
prescription drugs or controlled substances and (2) under specified 
conditions to an addict for purposes of Inaintenance on, or 
detoxification from, prescription drugs or controlled substances. The 
bill would also authorize prescription drugs or controlled substances 
to be adIninistered or applied by a physician and surgeon, or by a 
registered nurse acting under his or her instruction and supervision, in 
certain circulnstances. A violation of this requiretl1ent these 
requirements would be a crilne. The bill would also revise the 
prohibition against prescribing, administering, or dispensing a 
controlled substance to an addict or habitual user to delete the 
reference to a habitual user, and to exempt activity pursuant to the 
above authorization. The bill would define addict for purposes of 
these provisions. 

Existing law makes it unprofessional conduct for a physician and 
surgeon to prescribe, dispense, or furnish dangerous drugs without a 
good faith prior exmnination and Inedical indication. Existing law 
also, with specified exceptions, prohibits a person or entity frOln 
prescribing, dispensing, or furnishing, or causing to be prescribed, 
dispensed, or furnished, dangerous drugs or dangerous devices on the 
Internet for delivery to a person in California without a good faith 
prior exmnination and Inedical indication. 

This bill would, for purposes of these provisions, require an 
appropriate prior exmnination instead of a good faith prior 
examination. The bill would make related legislative findings. 

Because this bill would create new crilnes, it would iInpose a 
state-Inandated local program. 

The California Constitution requires the state to reilnburse local 
agencies and school districts for certain costs Inandated by the state. 
Statutory prOVISIOns establish procedures for Inaking that 
reiInburseInent. 

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

Vote: Inajority. Appropriation: no. Fiscal cOlnmittee: yes. 
State-Inandated local progrmn: yes. 
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The people ofthe State ofCalifornia do enact asfollows: 

SECTION 1. The Legislature hereby finds and declares the 
following: 

(a) The investigation and prosecution of pain managenlent 
cases in California have evolved over the past 15 years. 

(b) The Pain Patient's Bill of Rights and the Intractable Pain 
TreatInent Act were created to ensure patients received adequate 
pain medication and to protect a physician and surgeon fr01n 
being disciplined solely because of the a1nounts of controlled 
substances he or she prescribed or adlninistered. 

(c) California recognizes that prescription medication, 
including controlled substances, can play a critical role in the 
treatInent of pain, and, in and of itself, is an insufficient basis to 
detennine if a physician and surgeon has violated the standard of 
care in his or her treatlnent of pain Inanagelnent patients. 

Ed) California also reeognizes that the Intraetable Pain 
Treatinent Aet inay be an impedirnent to easily aeeessible pain 
treatinent yv hieh ean be eonfusing to both lieensees and 
regulating entities. It ean also pro vide a false sense of seeurity to 
lieensees yv ho inay erroneously belie ve it itmnunizes thein ffOln 
any aetions against their license. 

(d) Under-treatment ofpain, including the use ofopioids, is a 
continuing problem in the State ofCalifornia, and some terms of 
the Intractable Pain Treatment Act are outdated and confusing. 

(e) In recognition of the Medical Board of California's 
consumer protection Inandates, and in an attelnpt to provide 
better treatment of pain patients, as well as protect the public 
through the appropriate investigation and prosecution of those 
who violate the standard of care when treating pain patients, the 
Legislature recognizes that it is tilne to reflect upon the current 
state of pain managelnent to aid both those who treat pain 
patients, as well as those who investigate and prosecute 
physicians and surgeons. 

SEC. 2. Section 725 of the Business and Professions Code is 
a1nended to read: 

725. (a) Repeated acts of clearly excessive prescribing, 
furnishing, dispensing, or administering of drugs or treatment, 
repeated acts of clearly excessive use of diagnostic procedures, 
or repeated acts of clearly excessive use of diagnostic or 
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treatInent facilities as detenllined by the standard of the 
c01nmunity of licensees is unprofessional conduct for a physician 
and surgeon, dentist, podiatrist, psychologist, physical therapist, 
chiropractor, or opt01netrist. 

(b) Any person who engages in repeated acts of clearly 
excessive prescribing or administering of drugs or treatlnent is 
guilty of a misdelneanor and shall be punished by a fine of not 
less than one hundred dollars ($100) nor more than six hundred 
dollars ($600), or by ilnprisonment for a term of not less than 60 
days nor lnore than 180 days, or by both the fine and 
imprisonment. 

(e) For purposes of this seetion, "e1early exeessive" shallinean 
an alnount or extent that is both (1) \'vithout substantiallnedieal 
basis and (2) substantially greater than the usual alnount of 
preseribing, adtninistration, or Llse of therapeutie modalities. 

(c) A practitioner who has a medical basis for prescribing, 
furnishing, dispensing, or administering dangerous drugs or 
prescription controlled substances shall not be subject to 
disciplinary action or prosecution under this section. 

(d) No physician and surgeon shall be subject to disciplinary 
action pursuant to this section for treating intractable pain in 
compliance with Section 2241.5. 

SEC. 3. Section 2241 of the Business and Professions Code is 
mnended to read: 

2241. (a) A physician and surgeon Inay prescribe, dispense, 
or adlninister prescription drugs, including prescription 
controlled substances, to an addict under his or her treatInent for 
a condition other than lnaintenance on, or detoxification fr01n, 
prescription drugs or controlled substances. 

(b) A physician and surgeon may only prescribe, dispense, or 
adlninister prescription drugs or prescription controlled 
substances to an addict for purposes of Inaintenance on or 
detoxification fronl prescription drugs or controlled substances as 
set f01ih in subdivision (c) or in Sections 11215, 11217, 11217.5, 
11218,11219, and 11220 of the Health and Safety Code. Nothing 
in this subdivision shall authorize a physician and surgeon to 
prescribe, dispense, or adlninister dangerous drugs or controlled 
substances to a person he or she knows or reasonably believes is 
USIng or will use the drugs or substances for a nonmedical 
purpose. 
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AB 2198 -6

(c) Notwithstanding subdivision (a), prescription drugs or 
controlled substances lnay also be adlninistered or applied by a 
physician and surgeon, or by a registered nurse acting under his 
or her instruction and supervision, under the following 
circUlnstances: 

(1) Elnergency treatlnent of a patient whose addiction is 
complicated by the presence of incurable disease, acute accident, 
illness, or injury, or the infirmities attendant upon age. 

(2) Treatlnent of addicts in state-licensed institutions where 
the patient is kept under restraint and control, or in city or county 
jails or state prisons. 

(3) Treatlnent of addicts as provided for by Section 11217.5 of 
the Health and Safety Code. 

(d) For purposes of this section and Section 2241.5, "addict" 
lneans a person whose actions are characterized by one or more 
of the following: 

(1) llnpaired control over drug use. 
(2) COlnpulsive use. 
(3) Continued use despite hann and erff'v'ing. harm. 
(4) Craving. 
SEC. 4. Section 2241.5 of the Business and Professions Code 

is repealed. 
SEC. 5. Section 2241.5 is added to the Business and 

Professions Code, to read: 
2241.5. (a) A physician and surgeon may prescribe for, or 

dispense or adlninister to, a person under his or her treatlnent for 
a medical condition dangerous drugs or prescription controlled 
substances for the treatlnent of pain or a condition causing pain, 
including, but not limited to, intractable pain. 

(b) A physician and surgcon's authority undc! this scction 
shall be subjcct to thc provisions of Scctions 725, 2234, 2241, 
2242, and 2242.1, and Scctions 11152, 11153, and 11154 ofthc 
Health and Safety Code. Nothing in this section shall authorizc a 
physician and surgeon to prescribe, adlninister or dispense 
dangerous drugs or controlled substanees to a person he or she 
kno vv s or reasonably belie ves is using or dill use the drugs or 
substances for a nomnedieal purpose. 

(c) Any phy sieian and surgeon has the legal authority to treat a 
patient for pain using dangerous drugs or prescription controlled 
substances but the preseribing, adlninistering, or dispensing 

97 



1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 

-7- AB 2198 


physician and surgeon shall exercise reasonable care in 
detenTIining vv hether a partie ular patient or condition, or 
eOlnplexity of the patient's treatment, including, but not limited 
to, a current or recent pattern of drug abuse, requires consultation 
with or referral to a lTIOre qualified specialist. 

(b) No physician and surgeon shall be subject to disciplinary 
action for prescribing, dispensing, or administering dangerous 
drugs or prescription controlled substances in accordance with 
this section. 

(c) This section shall not affect the power ofthe board to deny, 
revoke, or suspend the license of a physician and surgeon who 
does any ofthe following: 

(1) Violates Section 2234,2241,2242, or 2242.1. 
(2) Fails to keep complete and accurate records ofpurchases 

and disposals of substances listed in the California Uniform 
Controlled Substances Act (Division 10 (commencing with 
Section 11000) of the Health and Safety Code) or controlled 
substances scheduled in the federal Comprehensive Drug Abuse 
Prevention and Control Act of1970 (21 Us. C. Sec. 801 et seq.), 
or pursuant to the federal Comprehensive Drug Abuse 
Prevention and Control Act of 1970. A physician and surgeon 
shall keep records ofhis or her purchases and disposals of these 
controlled substances or dangerous drugs, including the date of 
purchase, the date and records of the sale or disposal of the 
drugs by the physician and surgeon, the name and address of the 
person receiving the drugs, and the reason for the disposal or the 
dispensing ofthe drugs to the person, and shall otherwise comply 
with all state record keeping requirements for controlled 
substances. 

(3) Writes false or fictitious prescriptions for controlled 
substances listed in the California Controlled Substances Act or 
scheduled in the federal Comprehensive Drug Abuse Prevention 
and Control Act of1970. 

(4) Prescribes, administers, or dispenses in violation of this 
chapter, or in violation of Chapter 4 (commencing with Section 
11150) or Chapter 5 (commencing with Section 11210) of 
Division 10 ofthe Health and Safety Code. 

(d) A physician and surgeon shall exercise reasonable care in 
determining whether a particular patient or condition, or the 
complexity ofa patient's treatment, including, but not limited to, 
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AB 2198 -8

a current or recent pattern of drug abuse, requires consultation 
with, or referral to, a more qualified specialist. 

(e) Nothing in this section shall prohibit the governing body of 
a hospital from taking disciplinary actions against a physician 
and surgeon pursuant to Sections 809. 05, 809.4, and 809.5. 

SEC. 6. Section 2242 of the Business and Professions Code is 
amended to read: 

2242. (a) Prescribing, dispensing, or furnishing dangerous 
drugs as defined in Section 4022 without an appropriate prior 
examination and a medical indication, constitutes unprofessional 
conduct. 

(b) No licensee shall be found to have cOlmnitted 
unprofessional conduct within the lneaning of this section if, at 
the time the drugs were prescribed, dispensed, or furnished, any 
of the following applies: 

(l) The licensee was a designated physician and surgeon or 
podiatrist serving in the absence of the patient's physician and 
surgeon or podiatrist, as the case lnay be, and if the drugs were 
prescribed, dispensed, or furnished only as necessary to lnaintain 
the patient until the return of his or her practitioner, but in any 
case no longer than 72 hours. 

(2) The licensee translnitted the order for the drugs to a 
registered nurse or to a licensed vocational nurse in an inpatient 
facility, and if both of the following conditions exist: 

(A) The practitioner had consulted with the registered nurse or 
licensed vocational nurse who had reviewed the patient's records. 

(B) The practitioner was designated as the practitioner to serve 
in the absence of the patient's physician and surgeon or 
podiatrist, as the case lnay be. 

(3) The licensee was a designated practitioner serving in the 
absence of the patient's physician and surgeon or podiatrist, as 
the case lnay be, and was in possession of or had utilized the 
patient's records and ordered the renewal of a lnedically 
indicated prescription for an amount not exceeding the original 
prescription in strength or mnount or for lnore than one refilling. 

(4) The licensee was acting in accordance with Section 
120582 of the Health and Safety Code. 

SEC. 7. Section 2242.1 of the Business and Professions Code 
is amended to read: 
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2242.1. (a) No person or entity may prescribe, dispense, or 
furnish, or cause to be prescribed, dispensed, or furnished, 
dangerous drugs or dangerous devices, as defined in Section 
4022, on the Internet for delivery to any person in this state, 
without an appropriate prior examination and medical indication, 
except as authorized by Section 2242. 

(b) Notwithstanding any other provision of law, a violation of 
this section Inay subject the person or entity that has committed 
the violation to either a fine of up to twenty-five thousand dollars 
($25,000) per occurrence pursuant to a citation issued by the 
board or a civil penalty of twenty-five thousand dollars ($25,000) 
per occurrence. 

(c) The Attorney General Inay bring an action to enforce this 
section and to collect the fines or civil penalties authorized by 
subdivision (b). 

(d) For notifications made on and after January 1, 2002, the 
Franchise Tax Board, upon notification by the Attorney General 
or the board of a final judglnent in an action brought under this 
section, shall subtract the mnount of the fine or awarded civil 
penalties frOln any tax refunds or lottery winnings due to the 
person who is a defendant in the action using the offset authority 
under Section 12419.5 of the Government Code, as delegated by 
the Controller, and the processes as established by the Franchise 
Tax Board for this purpose. That mnount shall be forwarded to 
the board for deposit in the Contingent Fund of the Medical 
Board of California. 

(e) If the person or entity that is the subject of an action 
brought pursuant to this section is not a resident of this state, a 
violation of this section shall, if applicable, be reported to the 
person's or entity's appropriate professional licensing authority. 

(f) Nothing in this section shall prohibit the board from 
cOlmnencing a disciplinary action against a physician and 
surgeon pursuant to Section 2242. 

SEC. 8. Section 11156 of the Health and Safety Code is 
mnended to read: 

11156. (a) NtJ-Except as provided in Section 2241 of the 
Business and Professions Code, no person shall prescribe for or 
adlninister, or dispense a controlled substance to an addict, or to 
any person representing himself or herself as such, except as 
pennitted by this division. 
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(b) For purposes of this section, "addict" means a person 
whose actions are characterized by one or more of the following: 

(1) Itnpaired control over drug use. 
(2) COlnpulsive use. 
(3) Continued use despite hann and craving. harm. 
(4) Craving. 
SEC. 9. No reimbursement is required by this act pursuant to 

Section 6 ofArticle XIII B of the California Constitution because 
the only costs that Inay be incurred by a local agency or school 
district will be incurred because this act creates a new crime or 
infraction, elilninates a crime or infraction, or changes the 
penalty for a crilne or infraction, within the meaning of Section 
17556 of the Government Code, or changes the definition of a 
crime within the meaning of Section 6 of Article XIII B of the 
California Constitution. 





Executive Summary 

Despite important progress, there continues to be a gap between the possibility and the reality of 
adequate pain management. Inadequate relief from pain is a serious public health problem in the 
United States for many underserved populations, including children, the elderly, minorities, 
nursing home patients, and people with limited financial resources. The pain problem has drawn 
the attention ofa variety ofprofessions, including medicine, pharmacy, nursing, social work, 
law, and bioethics. Public, professional, and private organizations are developing patient 
information and professional education; healthcare providers are offering pain managemeni; 
palliative care, and end-of-life care services. 

There are many safe and effective ways to treat pain. However, there is a medical consensus that 
opioid analgesics are indispensable for a variety ofpain types, particularly ifpain is severe. 
Opioid analgesics also have a potential for abuse, so their distribution is strictly regulated under 
federal and state controlled substances statutes and regulations. 

A number ofbarriers interfere with pain management, in particular willi the medical use of 
opioids. Some ofthese barriers involve healthcare system issues, such as low institutional 
priority ofpain relief and inadequacies in professional training and clinical practices; others stem 
from the stigma associated with drug abuse. Impediments in controlled substances and 
professional practice policies, both real and perceived, can interfere with the prescribing and 
dispensing ofopioid analgesics and, ultimately, patient access to pain relief 

In 2000, tile Pain & Policy Studies Group (PPSG) published findings from the first evaluation of 
federal and state pain policies, entitled Achieving Balance: A Guide to Evaluation ofFederal and 
State Policies (Evaluation Guide 2000). These findings were the result ofa policy analysis 
based on the Central Principle ofbalance. The principle ofbalance is fimdamental to 
international and national drug control policy and asserts that efforts to prevent abuse ofopioid 
analgesics, while necessary, should not interfere witil medical practice and patient care. 
Balanced policy recognizes the legitimacy of controlled substances prescribing for pain 
management. The PPSG developed 17 criteria that were used to identifY policy provisions with 
the potential to either enhance or impede patient access to opioid analgesics (called '~ositive 
provisions" and 'negative provisions" respectively, see Section II for more information). A team 
ofpolicy analysts used these criteria to assess federal and state policies. The evaluation results 
were presented for each state, showing each positive and negative provision tilatwas identified. 

Since 2000, anumber of states have modified their pain policies, making use of a model policy 
prepared by the Federation of State Medical Boards ofthe U.S. (Appendix. A), as well as 
suggestions from tile Evaluation Guide 2000. In order to document the changes that were made 
during the three-year period, tile PPSG updated its policy database through March 2003, 
evaluated all new or amended policies, and published this, the second edition ofthe Evaluation 
Guide (Evaluation Guide 2003). The metilodology for the Evaluation Guide 2003 is 
substantially the same as tile first. The Evaluation Guide 2003 presents the results ofthe second 
evaluation of federal and state policies, as well as more recent examples ofpositive policy 
language and models tilat can be used to improve state policies even further. 

The Evaluation Guide 2003 is being published concurrently with a Progress Report Card, tilat 



quantifies the Evaluation Guide 2003 results, grades each state's policy environment, and 
describes the changes in state pain policy between 2000 and 2003. 

There can be pitfalls and unintended consequences in reforming pain policy. Changes in policy 
can advance or retard progress, depending on 1he content of1he policy and 1he extent of 
collaboration among stakeholders during policy development. Policy change with no 
implementation or communication, even when 1he policy's message is positive, may have little 
value. Policy change aimed at 1he heal1h professions and improving practice should be 
accompanied by a sustained commitment to repeated dissemination and incorporation into 
effective professional education. A state's policy should not only be balanced, but also 
understood as balanced, and efforts should be made to conform healthcare education to the 
elements ofbalanced policy. 

The Evakiation Guide 2003 is not a statement ofa '}>osition." Rather, it is the result of 
systematic policy analysis. While recognizing 1hat states take different approaches to policy 
formulation, we assert that the overall goal is to improve the regulatory environment for pain 
management by developing balanced policies. The intent of1his effort is to inform state and 
national policy discussions 1hat lead to more balanced and consistent pain policy. As an 
increasing number of individuals and organizations examine the policy interface between the 
"war on drugs" and efforts to relieve pain, it is our hope 1hat 1hey will make use of1he Progress 
Report Card, 1he Evaluation Guide 2003, and the many other relevant resources to which links 
are provided. 

The PPSG is grateful to 1he Robert Wood Johnson Foundation for providing resources to 
accomplish this proj ect. 



CAtIFORNIA .. 
POLICIES 

,.. 
EVALUATED . 

Statutes 

UNIFOl~M.cON'TROLLED SUBSTANCES ACT 
Health and Safety Code; Division 10~ Unifonn Controlled Substances. Act 

J\tIEDICAL PRi\CnCE Acr 
Business and Professions Code; Division 2. HealingAris:Chapter 5. Medicirte 

PHARtvIACY PRAC1'ICE j.\~CT 
Business and Professions Code; Division 2. Healing Arts; Chapter 9. Phanriacy 

INT.RJ·\.CTABLE PAIN TREA1MENT Acr (Part ofthe Medical Practice Act) 
Business andProfessions Code; Division 2. Healing Arts; Chapter 5. Medicine; Section 2241.5 

.HEALTH AND SAJ:i1~TY CODE 
Health and SafetY Code; Division 2. Licensing Provisions; Chapter 5. Health Fa.cilities; Article .1. General 

PAIN PATIENT'S BILL OF .RIG-HTS 
Health and Safety Code; Division 106. PersonalHealth Care; Part 4.5 

EFI4T~CTON IN1RACI'ABLE PATNTREATMENTAcr;· BILL OF .RIGHTS 
Health and Safety Code; Division 106. Personal Health Care; Part4.5 

Regulations 

CONTROLLED SUBSTANCES REGULATIONS (No provistonsfound) 
Title 16. Professional and Vocational Regulations; Division 17. California State Board ofPhannacy; 
ArticIe6. Dangerous Drugs 

MEDICAL BOARD . REGULATIONS (Noptovisions found) 
Title 16. Professional and Vocational Regulations; Division 13. Medical Board of Calif01nia 

PHARMACY BOARD REGULATIONS (No provisions found) . . . 
Title 16. Professional and Vocational Regulations; Division 17. California State Board ofPharma.cy 



Other G()vernmental Policies 

NfEDICAL. BOARD POLICY STATEM:ENT 
CalifomiaMedical Boan:Lf'AStatementby the Medical Board." Action Report, Vol. 50, pp. 4~5.JulYJ994. 

:rV[EDICAL BOARD GUIDELINE 

California Medical Board. "Guideline fofPrescribing Controlled Substances for Intractable Pain." Aqtion 

.. 

Report. Val.S!, pp. 1 audS.October 1994. Adopted: May 6, 1994.. 


PHARMACY BOi\..R~DPOLl(-;YS'TA·n~Ml~NT. . 

California Pharmacy B6cird. "DispertsmgControlledSubStances for Pain." HealthNotes _. Fain 
Management Vol. 1, No. 1. 1996. 



C ALIFORt~LA 


PROVISIONS THA.T IVIAY El~tL<\'l~CE PAI1~ l\rIAl~AGR.'1El\Il 


Note: A dot indicates 1hat one or more provisions were identified 
1 No provisions were f01md in this policy 



CALIFORl'UA 


PROvISIONS THAT I\fAY llvIPEDE PAIl'T lVIAi'IAGEIVIEl"\t'T 


Note: A dot indicates that one or more provisions were identified 
1 No provisions were found in this policy 



Cal Health &SafCode §H156 

§ 11156, Prohibited prescription for, or dispensation to; addiet,etc, 

No person shall prescribe for or administer, or dispense a controlled substance to an 
addict or habitual user, or to any person representing himself as such, except as permitted 
by this division, 
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, cal Health &Saf Code § 11159.2 

Prescriptions fur tefrrunally ill patients 

Notwithstanding any other provision oflaw, aprescriptionfiiraSchedUle II controlled 
substance for use by apatientwho has atenninal illness shall not be subj ect to, Section 
11164. 

(b) (I) The prescription shall be signed and dated by the prescriber andsha11 coritain the 
name of the person f6rwhbm the controlled substariceis prescribed, the name and quantity 
of the controlledsubstanc,e prescribed, and directions for use. The signature, date,and 

 information required by this paragraph shall be wholly written in ink or indelible pencil in 
the hand'l'lriting of the prescriber. 

(2) The prescription shall also contain the address ofthe person for ,Whom the controlled 
substance is prescribed, as provided in paragraph (3) of subdivision (b) of Section 11164, 
arid, shall contain the name, address, telephone number, category 0 f professional licensure, 
and federal controlled substance registration number 0 fthe prescriber, as provided in 
paragraph (2) of subdivision (b) of Section 11164. 

(3) The prescription shallal,so indicate that the prescriberha.s certified that the patiet'lfis 
terminally ill byllie words" 1 r159:2 exemption." 

(c) A pharmacist may fill a prescription pursuant to thissection when theie.is a teclmi,cal 
error in the certification required byp aragraph(3) 0 f subdivisi on (b), provided that he or 
she has personal knowledge of the patient's terminal illness, and subsequentlyretiJms the 
prescription to the prescriber fur correction within 72 hours. 

(d) For purposes of this sect:i on, "terminally i11" means a patient who meets all of the 
fo 11 owing, con di ti on s: 

(1) [n the reasonable medical judgment of the prescribing physician, the patient has been 
determined to be suffering from an illness that is incurable and irreversible. 

(2) In the reasonable medical judgment a fthe prescribirigphysi cian,the patient's illness 
will, if the illness takes its normal course, bring about the death of the patient within a 
perio d of one year. 

(3) The pati ent's treatment by the physician prescribing a SchedUle II controlled 
substance pursuant to this section primarily is fur the coritrolofpain, symptom 
management, or both, rather than for cure ofthe illness: 

NOTES: NOTE· 
Stats 1998 ch 789 provides: 
SECTION 1. (a) The Legislature finds and declares the following: 
(1) Although mos~ if not all, cancerp ain can be reli eired, a signific\'intriumber a f cancer 

patients with pain are inadequately treated, and some cancer patients die with severe, 
unrelieved pain. 

(2) The mainstay of cancer pain management is opioid therapy whiCh therapy utilizes 
controlled substances claSsified in SChedule II. 

Aprescription form for a SChedule II ,controlled substance is required to be prepared 
~~~~r;;" and the original is required to be sent to the DeparimentofJustice . 

.ate Prescribing Task Force ofth~ MedicalBoard,of Califomia has, ' 
reeO " '. • p8ln isundertreatedin Gali foma in part due to phy~icians'concerri abo1,lt 
undergOing investigation for overprescribing. 

(5) Forty~five states in the nation have no requirement for triplicate prescriptions . 
im~~;ti~;he II controlledsubstanceswould be prescri~ed morefor\hetreatmentofpain 

foim to be sent to the Department of 

~)~;~ql,;~;:U'~i.[~"'U
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cairiealth & Saf Code §11 Ui 1 

§ 11161. Issuance and nontransferability ofprescnption blanks; unlawful possession; 
Felony violations by practitioners .. 

(a) Prescripclonblanks shallbelssued by the Dep~entofJus~Cein senaJlynumb~red 
group so fnotmore than 100 forms each in triplicate Unless arractitioneroratly, 
electronically; or in writing requests alarger amOUlJ.tarid shall be fumishedtoany 
praCtitioner aUthorized to write a prescription fur controlled substances cl assified in 
Schedule II. The Department of Justice may charge a: feefor the prescription blanks 

suffi cient to reimburse the depiirtmerit for the actual co stsassociated'With the prep aration, 

processing.. and filing of any forms isSued pursuant to this section. The prescription blanks 

shall riot be transfuiable. Anypersonpcissessing a triplicate pre scrip ticin blank otherwise 

than as provided in thissection is gUilty ofamisdemeanor.;. 

cal Health & Saf Code § 11165 (2003) 


§11165. (Operative until July 1, 2008; Repealed January 1,2009) CURESproject for 

electronic monitoring of prescription drugs 


(a) To assist lawenforcementandregulatoiy agencies in their efforts to control the 
diversion and resultantabuse 0 fSchedule II controlled sub stances, and 
for statistical analysis, education, and research; the Department ofJustice shall, coritingent 

upon the availability of adequate funds fromthe Contingent Fund 
of the Medical Bo ard of California:, the Pharmacy Board Contingent Fund, the State 
Dentistry Fund, .and the Osteop athic Medical Board 0 f cali furnia Contingent 
Fund, establish the ControlledSubstanceUtiliz;ation·Review and Evaluation System 

(CURES) forthedect:ronic monitoririgofthe prescribing andclispensing of 
Schedule IIcontrolled substances by all practitioners authorized to prescribe or dispense 

these controlled substances. CURES shall be implemented as a pilot 
project, commencing on July l,1997,to be administered concurrently with the existing 
triplicate presCription process, to examine the comparative efficiencies 
between the two systems. 

NOTE-
StatS 1996 ch 738 provides: 
SECTION 1. Recognizing thatprescriptiondi:ugs constitute the largest growing source of 

street drugsin the United States, the Legislatutein 1992 approved Senate Concurrent 
Resoltition74 which convened aControlled Substance Prescription Advisory Council to 
evaluate califurnia's current triplicate prescription processformonitciringSchedul ell 
controlled substances. The Legislature supports the council's firiclings that the ability to 
closely monitor the prescribing and disp ensing .of SChedule lIi:cintrolled substances is 
essenti al to effecti vely control the abuse and diversion of these controlled substances. ~ 
Legislature agrees that electronic monitoring C$!pears to offer a more effective method 6f 
tracking the prescribing and dispensing of these controlled sub stances with less intrUsioh 
into the legitimate prescribing and clispensing process than experiencedb'lthe current 
triplicate prescription process. However, until an eiecttcinii: monitoring s,Ystemis proven 
effective, the Legislature finds that sufficientcaused6esnotyetexisHo dinllnate the 
existing triplicate prescription process. 

Itistheintent of the Legi slaturethat this electronic monitoring system, the Coritrolled 
Substance UtilizatiouReview and Evaluation System (CURES), be capable ofproviding 
complete, accurate, and timely data to appropriate state, local; and federal persons or public 
agencies for disciplinary, civil, or criminal purposes and tocitliei"agericiesor entities, as 
determined bytheDepartnient 0 [Justice, for the pu~oseo [educciting practiiioners and ..... 
others in lieu ofclisciplinary, civil; or criminal actions; It is the intent of the Legi s1aturethat 
the authorization granted purSuant to this act be used to establish CURES as a three-year . 
pilot project for SChedule II controlled substances, to be administered concurrently with the 
existing triplicate prescription process, for the purpose ofexamining comparative 
efficiencies between thetwo systems. Itis the intent of the Legislciture thatnonew 
appropriation from the General Fi.md shall be made to create ormaintairi CURES. 
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Cal Health&SafCode § 11166 

§ 11166. When filling prescription for controlled substahse Isprohibtted 
No person shall fill a prescription for acontrolledsubstanceclassifiecl in SChedule IIIAcr 

more days after the datewritten ortthe prescription by the prestrib er... No person shall 
knowingly fill a mutilated or forged or al tered prescription for a controlled substance except 
for theadclition oithe address of the person fur whom thecontrolled substance is prescribed 
as provided by paragraph (3) of subdivision (b) of Sectionll164. 

~ 

cal Health &SafCode § 11213 

§ 11213. Lawful 0 btaining and using substances forresearch,instruction, or analysis 

Persons who, under applicable federal laws or regul atio l1s, are lawfully entitled to use 
controlled substances for the purpose of research, instruction, or analysis, maylawfully 
obtain and .use for such purposes such substances as are defined as contiolledrubstances in 
this division, upon approval for use 0 f such controlled substances in boria fide research, 
instruction, cir aiialy~is by theR.ese:arch AdvisoriPanel establishedpurruant to Sections 
11480 and 11481: 

Such research, instruction, or analysis Shallbecarri ed on cinlyunder the auspicescifthe 
head of a research pI'oject which has been approved by the ReseaicliAdvisory Pariel 
ptlfsuantto Section 114.80 or SeCtion 1148.1. Complete records of receipts, stocks at hand, 
arid use ofthese controlled substances shall be kept. 
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Cal Bus & Prof Code § 725 

Excessive prescribing or treatment; Treatmentfor intractable pain 

Repeated acts of clearly excessive prescribing or administering of drugs or treatment, 
repeated acts 0 fdearly excessivellse 0 f diagnosticprocedures, orr-lip eatedacts of cl early 
excessive use of diagnostic ortreatrrient facilities as determined by the standard ofth:e 
community of licensees is unprofessional conduct for a physician and surgeon, dentist, 
podiatrist,.p sychologist, physicaltherapi st, chiropractor, or optometrist. However, pursuant 
to Section 2241.5, no physician and surgeon in. compli ancewith the Califomialntractable . 
Pain TreatmentAct shall be subject to disciplinary action for lawfully prescribing or 
administering controlled sub stances in the course 0 f treatment ofaperson for intrai:table 
pain. . . 

Any person who engages in repeated acts of clearly eXcessive prescribing or 
administering of drugs or treatment is guilty of a misdemeanor and shall be punished by a 
fine of not Iess than. one hundred dollars ($100) nor more than six hUndred dollars ($600), 
or by imprisonment for a term of not less than 60 days normore than 180 days, or by both 
the fine andimprisonment. 

Cal Bus·& Prof Code § 2241 

§ 224 L Furnishing drugs to adruct 

Unless otherwise provided by this section! the prescribing, selling, furnishing, giving . 
away, or admini stering or offering to prescrib e, sell, fumish, give away, or administer any
of the drugs o!'corn.poun:ds mentioned in Section 2239toan addict or habitue constitutes 
unpro fessional conduct. 

If the drugs or compounds are administered or applied by a licensed physician: and 
surgeon or by a registered nurse acting under hi s or her'instruction andsupetvision, this 
section shall.not apply to any of the following cases: 

(a) Emergency ireatment of a patient whose addiction is complicated by the presence of 
incurable disease, serious accident or injury, or the infirmities attendant upon age. 

(b) Treab:rierit of addicts or habitUes instate licensed institutions where the patient iskept 
und er restraintand c dntrol, or inci ty .or county jails or statepri so ris. . 
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CaiBus &ProfCode§4301 

§ 430 L Unprofessional conduc~ procuring license by fraud ormisrepresentation, or 
issuance of license by mistake 

The board shall take action against any holder of a license who isguiltyofunprofessicinal 
conduct or whose license has been procured by fraud or rrusrepresentationorissued by 
mistake. Unprofessional conduct shall include, butis not limited to, any ofthe following; 

(a) Gross immorality. 

(b) Incompetence. 

(c) Gross negligence. 

(d) The clearly excessive funiishing ofcontrolled substances in violation ofsubdivision 
(a) ofSectiort 11153 of the Health and Safety Code. 
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(a) NotwithStanding any otherjlrovision o flaw. a physiciancindsurgeonniay prescribe or 1
administer controlled substances to a person in the cOurse of the physi cian arid surge()n's 
treatment of that person fora diagnosed condition causing intract8ble pain: 

(b) "Intractable p ain,"as used in this section, means a pain state in which the cause of the 
pain cannotbe removed or otherwistitreated arid which in the generally accej?tedcourse of 
medical practice no relief or cure of the cause of the pain is possible ot rione has heenfound 
after reasonable efforts including. but notlimited to, eva1uatibn by the attending physician 
andsurgeon and one ormorephysicians and surgeons specializing in the treatmentofthe 
area, system. or organ of the body perceived as the source of the pain, 

(c) No physician and surgeon shall be subject to disciplinary action by the board for 

ribing or administering co ntrcill ed substances in the course oftreatmentofapersonforintractable pain, 

(d) This section shall not apply to thosepersoris being treated by the physiciari and 
surgeon for chemical dependency because 0 ftheiruse of drugs or controlled substances, 

(6) This section shall nota:uthorizea physician and surgeon to prescribe or administer 
controlled substances to a person the physici an and surgeon knows to be using drugs or 
substances for nontherap eutic pumoses, 

(1) This section shall not affect the power. of the board.to deny, revoke, or suspend the 
license of any physician and sUrgeon who does any 0 fthefolloWing: 

(1) Prescribes or admini sters a controlled substance or treatment that is nontherapeutic in 
nature or nontherap eutic in the manner the controlled substance or treatment is administered 
or prescrib ed or is for a nontherapeuticpurpose in anontherapeutic manner. 

(2) Fail sto keep co mpl ete and accUrate records 0 f purchase s and di sp os aI s 0 f sub stance s 
listed in the califomia Controlled Substances Ac~ or of controlled substances scheduled in, 
or pursuant to, the fed eral Cci mprehensive Drug Abu se Preventi on an d C ontro IAct 0f I 970; 
A physician and surgeon shall keep records of his orher purchases and disposals of these 
drugs, including the date ofpurchase,thedate and records of the sale or disposal 0 fthe 
drugs by the physician and surgeon, the name and address of the person receiving the drugs, 
and the reason for the disposal of or the dispensing of the drugs to the person and shall 
otherWise comply with all state recordkeeping requirements for controll ed substances. 

(3) Writes false or fictitious prescriptions fur controlied Substances listed in the 
California Controlled Substances Act or scheduled in thefederal Comprehensive DrUg 
Abuse Prevention arid Control Actof 1970. . 

(4) Prescribes, administers, or dispenses in a manner not consistent With public health 
and we! fure controlled substances listed in the cali fornia: Controlled SubstariceAct or 
schedUled in the federal Comprehensive Drug Abuse Prevention and Control ACt of 1970. 

(5)Prescribes, administers, or dispenses in violation of either Chapter 4 (commencing 
with Section 11150) or Chapter 5 (commencing with Section 11210) of Division 1D of the 
Health and Safety Code or this chapter, 

(g) Nothinginthis sectionshatl beconstruedtoprohibitthe governing body oia hospital 
fromtaking disciplinary actions against aphysidan and surgeon, as authorized pursuant to 
Sections 809,05,809.4, and 809.5. 

1·.i-IK:;i(; 
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Cal Health & SafCode §1254.7 

§ 1254.7. Pain assessment 

(a) It is the intent of the Legislature thatpainbe assessed and treated promptly 
effectively and for as long as pain persists. 

(b) Every health.fucility licensed pursuant to this chapter shall, as a conditionofli censure, 
iilclude pain as an itenl to be assessed at the sametime as vital signs are taken. The health 
facility shall ensure that pain assessment is performed in a consistent manner that is 
appropriate to the patient. The pain assessment shall be noted in the patient's chart ina 
manner consistent with other vital signs. .. 
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California Heal th & Safely Code §12496 0 

§ 124960. Legislative firidi.rigs.arid deciarations 

The Legislature finds and declares all of the following: 

(a) The state has a right and duty to control the illegal use 0 fopiate drugs~ 

(b) Inad equat e treatment a f acute and. chroni c pain onginating from canc er 0 r 
noncancerous conditions is a significant health problem. 

(c) For some patients. pain management is the single most important treatment a 
physician can provide. 

(d) A patient suffering from severe chronic intractable p ain should have access to proper 
treatment of his orher pain. 

(t) In the hands of knowledgeable, ethical, andexperiericed pain management 
practitioners, opiates administered for severe acute and seVere Chronic intractable pain can 
be safe. 

(g) Opiates can bean accepted treatment for patients ill severe chroni c intractable pain 
who have not 0 btained relieffrom any other means af treatment. 

(h) A patient suffering from severe ohronic intractable painhas the option to request or 
reject the use of any or all modalities to relieve his or her severe chronic intractable pain. 

(i) A physician treating a patient whosufl'ers fromseverechrcmicintractable painmay 
prescri be a dosage deemed medically necessary to relieve severe chroni c intractable pain as 
long as the prescribing is inconforrnancevJith the provisions of the California Intractable 
PainTreatmentACt, Section 224L5 of the Business and Profussions Code. 

mA patient who suffers from severe chronic intractable pain has the option to choose 
opiate medication fur the treatment of the severe Chronicintractablepainas long as the 
prescribing is in conformance with theprovi sions of the Califomia Intractable Pain 
TreatmentAc~ Section 2241.5 ofthe Business and Professions Code. 

(k)The patient's physician may refuse to prescribe opi atemedicati.oh for a patient who 
requests the treatment for severe chronic intractable pain. However, that physician shall 
inform the patient that there are physicians who specialize in thetreatmentof severe chronic 
intractable pain with methods that include the use of opi ates. 
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§ 12496 L Effect on Intractable Pain Treatment Act; Bill 0 fRights 

Nothing in this section shall be construed to alter any. oftheprovisiQns setforthin.tt1e 
California Intractable Pain Treatment Act, Section 2241.5 ofthi: Business and Professions 
Code, This section shall be known as the PainP8!:ient'sBill of Rights, ". 

(a) Apcitient suffering from severe chroniCintractable pain has the option to requestor 
rej ect the use of any or all mod alities in order to relieve hi s or her severe chninic intractabl e 

pain, I
(b) A patient who suffers from severe chronic intractable pain has the option to choose 

opiate medicati ons to relieve severe chronic intractable pain without first having to submit 
to an invasive medical procedure which is defined as surgery, destructiori of a nerve or 
other body tissue by manipulation, or the implantation 0 f a drug delivery system ordevi ee, 

1 as long as the prescribing physi cian acts in confurmance· with. the provisions of the 
California Intractable Pain Treatment Act. Section2241.5 of the Business arid Professions 
Code, 

(c) The patient's physician may refuse toprescrib e opiate medication fur the patient who 
requests a treatment for severe chronic intractable pain. However, thatphysicicin' shall 
inform the patient that there are physicians who specialize in the treatment of severe chronic 
intractable pain with methods that includethe use of opi ates, 

(d) A physician who uses opiate therapy to relieve severe chronic intractable pain may 
prescribe a dosage deemed medically necessary to relieve severe chronic intractable pain, as 
long as that prescribing is in conformance with the Califuinia Intractable Pain Treatment 
Act, Section 2241.5 of the Business and Professic.iris Code. 

(e) A patient may voluntarily request that his orher physician provide an identifying 
notice of the prescription fur p1.irpo ses of emergency treatment or law enforcement 
identification. 

(f) Nothirig in this section shall do either of the fol1owing; 

(1) Limit any reporting or di sciplinary provisions applicable to licensedphysicians and 
surgeons who violate prescribing practices or other provisions set furth in the Medical 
PracticeAe~ Chapter 5 (commencing with Section 2000) ofDivision 20f the Business and 
Professions Code~ or the regulations adopted thereunder: 

(2) Limit the applicability 0 f any federal· statute or federairegulation or any of the other 
statutes orreguJations ofthis state that reguJ ate dangerous drugs or controll ed substances. 

I ~~ 
II~ 
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INTRODUCTION 
The 1993 report of the Medical Board to the Governor signaled a new-heginrilnginthe history of 
medical regulationinGallforriia. An important part of this initiative isjmpl eme.niation of the 
recommendati onsmade by the Board's Task Force on Appropriate Prescribing; thairedby 
Jacqueline Trestrall; M.D. 

The Task Force was established toJook into"rnalprescribing," one ofthefastest growing 
categories of physician discipline. The Board continues to be concemed.tiat conlrol1ed substances 
are subject to abuse.by individuals who seek them for their mood altering and other psychological 

rthanforlegitimatemedicaIPurposes.
The Board is al so concerned ab out effective pain management and the appropriate medical use 0 f 
controlled substances. D~ng the Task Force's public meetings, the members heard testimony that 
sorile physicians avoid prescribing controlled substances, including the "triplicate". drugs, fur 
patients .with intractable pain for fear of discipline by the Board. The Task Fon::e recommended 
thai the Board take a pro -acti ve approachto empha size to all Cali fomia physicians tham simp 011.5 . 
prescribing ofopioid arialgesics (narcotics) and other controlled substances when medically 
indicated for the treatment of pain including intractable pain. After careful review of this n:e.tter, 
the Board concurs'iNith the full owing statement. 

This statementis.consistentwithgoodmedical practice, protection ofpublicheaithand consumer 
interests, withini.ematiOnallreaties, federa1arid California law, including the Califurnialntractable 
Pain TreabnentAct. 

THE PAIN PROB LEM 
The Board recognizes that pain, whether due to lraun:e., surgery, cancerandother diseases,is often 
undertreated. Minorities, women, children, the elderly and people witi1 HIVIAIDS are at 
parti cularri sk fur under Irea'ttnent a f their pain. Unfe1i eved pain has a harsh and sometimes 
disastrous impact on the quality of life of people and their funi.ilies. 

Whilesorne progress is being made to improve pain and symptoffim,anagement, the Bcard is 
concemed thata number of factors continue to interfere with effective pain in:\nagement. These 
include the low priority ofpaln n:e.nagement in our health care system, incomp\eLeintegration of 
cturent knowledge into medical education and clinical practice, lackofkno'Wledge among 
consumers about pain n:e.nagement; e~ggerated fearsofopioid side effects and addiction, and 
fear oflega! consequences when controlled substances are used. 

PAlN MANAGEMENT SHOULD BE A HIGH PRIORITY IN CALIFORNIA 
Principles of quality medical practice dictate tiat citizens of California Who suffer from pain 
should beableto obtain thereliefthatis current.1yavailable: TheBoard.believ'es that the 
appnipriateapplicationofcurrentknowledgearid treatmeniswould greaUyimprove the qtBlity of 
life for n:e.ny California citizens,and couJd also reduCe the morbidity and the costs that ar:e 
associated with UIlcontrolled pain: 

In addition to n:e.king this statemf:nt, the Boarclwill take a number of steps tOhelp rnake effective 
pain n:e.nagementa reality in California. The Boardhasprovide~infonnationtoall state .. 
physicians about new clihical practice guidelines for pain n:e.nagement that have been prepared by 
a panel of experts supported by. the Agency for Health Care Poliey.mel ResearCh:. The Board also 
co-sponsored and participated in the March 18, 1994PainManagemerit and Appropriate 
Prescribing Summit in conjunction with the Department ofConsurner Affhlrs on removing 
impediments toappropriate prescribing 0 f controlled substances for efjbctivepain n:e.nagement. 
Fur1her,the Board will develop guidelines to help physicians avoidinvestigatiori if they 
appropdately.prescribe controlled substances for pain management.. 

Pi"escribingControlled Substances for Pain 

THE APPROPRIATE ROLE OFOPIOID ANALGESICS 
There are numerous drug and nori:drUg tfeairili:nts that are used·for the n:e.nagement 0f pain and 
other symptOms. The prop er treatment ofany pati ent's pain deperids upon a ca.refuldia ~o sis 0 f. 
the etiology of the pain, selection of appropriate and cost-effective treatments, and ongoing 
evaluation 0 f the resul is of treatment. Opi oid anaIge si csand othercontroll ed sub stances are useful 
for the treatment ofpain, and are considered the cornerstone oftreatmerit of acute pain clue to 
traurr.a;surgery and tlifonic pain due to progressive diseases such as cancer, Large doses may be 
necessary to control pain 1fit is severe. Extended therap)1 may be necessary ifthe pain is chronic. 

(CONTINUED ON THE NEXT PAGE) 
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TheBoartl ~co gnizesthat opioid analgesics can also he useful in the treattnentof p~ients 
with intractable non~nialignant pail1especially where effortsto remove the cause of pain or 
to treatit with other modalities have failed, The pain of stjch patients may have a number 
of differenfetiologies and mayrequire sever81 treatmentmodaiities.. in addition, the extent 
to which pain is associated 'With physical and psychosocial impairmentvaries greatly: 
Therefore, the selection of a patient for atrial of opioidtherapyshould be hasedupon a 
careful assessment of the pain as well as the disability experienced by the patient. 
Continuation of opioid therapy should be based on the physician's evaluation bfthe reSUlts 
of treatment, induding the degree of pain reli e( changes in physi cal an dpsycho I 0gi cal 
functioning. and appropriate utilization ofhealth care resourCes. Physicians should not 
hesitateto obtain consultationfrorri legitimate practitioners who specialize in pain. 
management. 

The Boamrecommends that physicians pay patti cui ar attention to tho se patients who 
mi susetheir pres cription s, pam cui arly when the patient or family have a hi story 0 f . 
substance abuse that could complicate pain management. The management of paln in such 
pati ents requires extra care and monitoring. as well asconsul tation with medical speCialists 
who se area of expertiseis sub stance abuseor pain management. 

The Board believes that addiction should.be pI aced intoproper perspective: •Physical 
dependence and tolerance are normal physiologic consequences of extended opioid therapy 
and are not the same as addiction. Addiction is abehavioral syndrome characterized by 
psychological dependence and aberrant drug-related behaviors. Addi cis compul sive1y use 
drugs for non-medical purposes despite harmful effects; aperson who is addicted may also 
be physically dependent or tolerant. Patients with chronic pain should not be considered 
addicts or habitUes merelybecause they are being treated withopioids. 

P.AlNMANAGEMENT, CONTROLLED SUBSTANCES AND THE LAW 
The laws and regulations of the federal government and the State of California impose 
special requirements for the prescribing of controlled substances,including requirements as 
to the form of the prescriptiondocument, so as to prevent harm to the public health that is 
caused when prescription drugs are diverted to non-medical uses:· For example, it is illegal 
to prescribe controlled substances solely to maintainnarcotic addiction. However, federal 
and california law clearly recognize that it is a legitimate medical practice for physi clans to 
prescribe controlled substances for the treatment 0 fpain, including intractable pain. 

The Medical Board. Will work with the Drug Enforcement Administration, the Bureau of 
Narcotic Enforcemen~ the Office of the Attorney General; the Bo ardofPharmac;yand its 
own investigators in an attempt to develop poliCy and guidelines based onthe physician's 
diagno sis and treatment program rather than amounts of drugs prescribed. 

Concemsabout regulatory scrutiny should not rriakephysiciaris who fullow appropriate 
guide1inesreluctant to prescribe or ailininistercontrolled suhstances,indudirigSchedule II 
drugs,furpatients 'With a legitimate medical need for them.· Aphysician is riotS!.\bjectto 
130 ard action when prescribing in theregular course of his or lier professionto one under 
the physician's treatment for apathology or condition and where the prescription is issued 
after a: good faith examiriation and where thereismedicalindicationfor the drug: Good 
faith prescribing requires ariequally good faithhiStbry, physical exami natiotl and 
documentation. 

The Medical Bo ard may identify a pattern 0 f controlled· substance use that merits further 
examination.. A private, courteous and professional inquiry can usually determine whether 
the physician is in go od faith appropriately prescri bing forpatients, or whether an 
investigation is necessary. The BPard yyill judge the validity of prescribing baSed on the 
physician's diagnosis and treatment of the patient and whetherthec\rugs prescribed by the· 
physician arewpropriate for that condition and will not act on the basis of predetermined 
nu:mericallimits oridoseJies or length of clrugtherapy· . 

The Board hop es to repl ace practitioners'perception 0 finappropri ate regul atOry scrutiny 
with recognition of the Board's coriuUitinenttoenhancethe quality oflife of patients by • 
improving pain management while. at the same time, preventing the diversion and abuse of 
controlle dsu bstances. 
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GUIDELINE FORPRESCRIBINGCmrrROLLED SUBSTAl'ICES 
FOR INTRACTABLE PAIN 

PREAMBLE 

On May 6, 1994, the Medical Board of Cali furnia fOrmally adopted a policystatemerit 
entitieduPrescribing controlled substances forpain,1I (Action Report, July 1994) The 
statementoutliriesthe Board's proactiveapprbach to improving appropriate prescribing fur 
effective pain management in Califomia,while preventing drug diversion and abuse,'fhe 
policy statement is the pro duct of a year of research, heann gs and discus siohs,Cal ifomia 
physicians are encouraged to consult the policy statement and these guidelines, 

TheMedical Board recognizes that inappropriate prescribing oEcontrolled substances 
including the opioidscan lead todnig abuse and diversion.. Inappropriate prescribing can 
also lead to ineffective management 0 fpain, unnecessary suffering 0 fpatients and increased 
health care costs. The Board recognizes that some physicians do not treat pain properly due 
to lack of knowledge or concern ab out pain, . Fear 0 f discipline by the Board may also be an 
impediment to medically appropriate prescribing for pain ThisGuide1ine is ihtended to 
encourage effective pain management in Californi a and help physicians reach a level of 
comfort about a~propriate prescribing by clarifying the principles of professional practice 
that are endorsed by the Board 

"A HIGH PRIORITY" 

 The Board strongly urges physicians to view effective pain management asahigh priority 
in all patients, including children and the elderly. Pain should be assessed arid treated 
promptly, effectively and for as long as pain persists. The medi calt'nanagement of pain 
should be based on up-to-date knowledge about pain, pain assessment and pain treatment. 
Pain treatment may involve the use of several drug and non-drug treatment modalities, often 
in combiriation. For some types of pairi the use 0 fdrugsisemphasized and should be 
pursued vigorously; for other types, the use of drugs is better de-emphasized in favor of 
other therapeuti c modalities: Physlcians should have sufficierit knowledge or consultation 
to make such judgments for their patients. 

Drugs, in particular the opioidanalgesics, are considered the co merstone 0 ftreatment for 
pain associated with trauma, surgery, medical procedures, cindcancer, Physicians are 
referred to the U.S. Agency for Health Care Policy and Research ClinicaL Practice 
aui delines which haVe been endorsed by the Board as a sound yet flexible approacll to the . 

management of these types ofpain. 
The prescribing of opi oid analgesicS for other patients withiritrilciable nori-cancerp aih may 
also be beneficial, especially when effoits to remove the causeofpainortot:featitwith 
other modalities have been unsuccessful. 

Intractable pain is defined by law in California as: ."apain state in which the cause ofthe 
paincannot be removed or otherwise treated and which in the generally acceptedcourse of 
medical practice no rdieEor cure of the cause of the pain is possible or none has been found 
after reasonable efforts irich.iding, but notlirriitedto, evaluation by the attending physician 
and surgeon and one or more physicians. and surgeons specializing in the treatment 0 fthe 
area, system, or organ of the body perceived as the smjrce of the pain. i, (Section 2241.5(b) 
California Business and Professions Code) . 

Physicians who prescribe6pioids fur Intractable pain should not fear disciplinary action 
from anyenforcentent orregulatoty agency in Califomia ifthey follow Califomia law 
(section 224 1.5 (c), whichreads,"No physician and sm:geonshall be sUbjecttodisciplinary 
action by the bo ard for prescribing or admini stering controlled substanceS in the course of 
treatment of a person forintractable pain, II Also, physicians shoUld use sO.tihd clirii cal 
judgment, and care for their patients accordingto the following principles ofresponsible 

:professional practice: 

(CONTINUEPON NEXT PAGE) 
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NEW. EASY GUIDELINES ON PRESCRIBING 

. L HISTORY/PHYS ICAL EXAMINATION 
A medical hiptory and physical examination must be ~ctomp1ished: This includes an: 
assessment 0 f the pain, physical andp sychological function. substance·abuse history• 
.assessment ofunderlying or coexisting diseases or conditions. arid should<alsoinclude the 
presence 0 f a recognized medi6 aI indication fur the use of a controlled sUbstance. 
Prescribing contro!ted substances fotirtttactablepain irt·California as noted in the 
definition in the text of the Report. also tequlresevalua!;i oil b'l oile or more specialists 

.• .... •. 2. TREATMENTPLAN,QBJECTJYES .......• 

Thetteatment plan should state obj ectivesby which treatment success can .beevaluated. 
such aspainre1ief anel/or improved physical and psychosocial function, and bicHcate if any 
further diagnostic evaluations or other treatments are planrted.The physid an sh6)i1d tailor 
drug therapy to the individual medical needs of each patient. Several treatmentinodalities 
or a rehabilitation program may be necessary ifthe pain has differing etiologies oris 
associated with physical and psycho social impairment. 

3. INFORMED CONSENT 
The physician should discuss the risks and benefits of the use of controlled substari6es with 
the patient or guardian. 

4. PERIODIC REVIEW 
The physician should periodi cally rev! ew the course of opioid treatment of the patient and 
any new information about the etiology 6fthepain: • Continuation or modification of opioid 
therapy depends on the physician's evaluation ofprogress toward treatmentobject:ives.If 
the patient has not improved. the physician should assess the appropriateness of continued 
opioid treatment or trial 0 f other modalities. 

5. CONSULTATION 
Jhe physician should be willingto refer the patient as necessary for additional evaluation 
and treatment in order to achieve treatment objectives: .• InaciditicH'l. physicians should give 
special attention to those pain patients who are at risk for misusing their medicati ons 
including those whose living arrangements pose a risk for medication misuse or diversion. 
The management of pain in patients with a hi story of substance abuse requires extra care, 
monitoring. do cumentation and consultation with acidicti on medicine sp eci alists. and may 
entail the use of agreements between the provider and the patient that specify the rules for 
medication use and consequences for misuse. 

6. RECORDS 
Thephysician should keep accurate and complete records according to items 1'5 above, 
including the medical history and physical f:l{amination, other evaluations and 
consultations. treatment plan objectives. informed consen~ treatments, medications. 
agreements with the patien~ and periodic revi ews. 
7. COMPLIANCEWITH CONTROLLED SUBSTANCES LAWS AND REGULATIONS 
To prescri be controlled substances. thephysician must beappropriateiy licensed in 
Californi a, have a valid controlled sub stances registration arid comply with federal and state 
regulations forissulng controlled substances prescriptions. Physiciansarereferredto the 
PhysiCians Manual of the U.S. Drug Enforcement Administration and the Medical Board's 
Guideb ookto Laws Governing the Practice of Mediciile by Physicians and Surgeons fur 
sp ecific rules governing issuance of controlled sUbstailcesprescriptions. 

POSTSCRIPT 
Under federal and state law. it is unlawful for a physician to prescribe controlled substances 
to a patient forother than alegitimate medical purpose (for example, prescribing solely for 
the maintenanceofopioid addiction). or outside of pro fess!onal practice (for example, 
prescribing without amedi68!examlnation of the patient). 
It is lawful to prescribe opioid analgesics in the course of professional practiceforthe 
treatment ofintractable painaccording to federal regulations and CaliforruaBus!nessand 
Professions Code Section 224 U. the California IntractablePail1 TreCltmen.t Act (CIPTA). 
However. the CIPTA does not apply to tho sep ersons b eingtreated by thephysidan and 
surgeon for chemical dependencY because of their use of drugs or controlled subst<li1ces 
(8 ection2241.5 (d), and do es not authorize a physician arsurgeon to prescribe or 
administer controlled substances to a person the practitioner knows to he using drugs or 
substances for nontherap eutic purposes (Section 2241.5 (e»: . 

THE MISSION OF THE MEDICAL BOARD OF CALIFORNIA 

The mission 0 Ethe Medical Board 0 f Cal iforru a is to protectconsumers through proper 

licensing 0 f physicians and surgeons and certainalliedhe~th pro fess! ons and through the 

vigorous. obj ective enforcement of the Medical Practice Act.. 
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INTRODUCTION .• . . .' .' . 
Healthcareleadersanclpatiel1iadvocates from throughout C81ifomia met at the Summit on 
Effective Pain Management:.· Remoiring Impediments to APpropriaiePrescribing in Los 
Angeles in 1994 to discuss theeffuctive management of pain. SUmmit participants 
concurred that effective painmanagemen~including theuseo f controlled substance 
medications, is essential to the health and welfareofCalifcirilianseXperiencingpain.It was 
also concluded that inappropriate or utidertreaimentofpainis serious and wide spread. 

In response to these findings, the California State Board 0 f Pharmacy is taking a leadership 
role in promoting the effective management 0 f pain for the state's citizens. The Board's 
objecti ves.include educating pharmacists on advances in appropriate pain management and 
taking active roles iri pnividingthis therapy. TheBoard isworking to computerize the 
triplicate presCription pro gram; is encouraging the timely availability of opioids in different 
healthcare settings such as hospitals, patient's homes and pharmacies; and is encouraging 
better knowledge .and attitude.s of patients, the public and other licensed healthcare 
professiorials in the use oEpain medicatiol1s-all with the goal ofpositively influeneingthe 
care ofpatients in pain: 

The Board ofPhannacy must erisure that laws, regulations, policies, and practices promote 
the availability and use of controlled substance dnigsto patiel1tsfor legitiinatepain 

;,~~,"+-""II management: The Board encourages programs to help edUcate patients the public and .. 
llcensedhealthcare professionals about the effective use ofmedications in the treatment of 
various types of pain The Board also recognizes that, with proper assessmen~ therapeutic 
planning, and follow up, medications should be available. and used when needed. 

The pharmaci st's role (as educator and manager) in providing drug therapy fur patients in 
pain is extensive. If pharmacists are to provide complete pain management services, they 
must fulfill their responsibilities to: 

1. Facilitate the dispensing oflegitimate prescriptions; 

2. Understand and learn about the effective uses 0 f all pain medications, especi ally Dpioids 
and other controlled substances, in the management of pain; . 

3: Carefully eXplain do sageregimens, and discuss potenti al side effects of pain 
medications; 

4, Monitor arid assess the patientfo I' effective pain therapy out~~tnes, evaluate compliance, 
assess for tol erance to opioids, and ensure subsequeritdosage adj ustntents as needed; 

5. Obtain, retain, and up date appropri ate information documenting the course o~ and need 
for, on-going opioid therapy; 

6. Encourage patients to talk with their pharmaci st about their medications, the benefits and 
problems; 

7. Discuss and allay patients' possible fear of addiction with the use of narcotics where tills 
is a factor; , 

8~ Watch for patients who misuse their prescriptions aildbe especially aware ofapatient or 
family history of substance abuse that might complicatepairi management and act 
acc ordingly; 

(CONTINUED ON NEXTPAQE)' 
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The need fotregtilcitOrs . 

.. 

9. Assess the patient for adverse drug reactions from the pain therapy regimen and take 
action to minimize or eliminate them; . . 

10. Be aware of andrecommendnoll~medicationtreatriler.Mfor pain or refer pcitients for 
such when appropriate; 

t I. EvaluateOTC, prescription drugs, and aI cohol taken ~th pain medications for 
potential drug interactions; 

12. Recognize that patients and caregivers are important sources of information in 
assessing the pati ent's pain .therapy; . . 

13, Act as aUaison between patients and other healthcare providers, ensuring that there is 
open comniunication and understanding about the drugs patientsare.taking to reduce pain; 
and 

14, Optimize pain management so patients can reach their highest lev'el.of functioning and 
quality ofUff:. 

ROLE OF OPIOlDS IN PAIN. MANAGEMENT 
Many patients with cancer or chronic medical conditions experience moderate to severe 
pain that is often inappropriately treated or und ermedicated. Pain can have a negative effect 
on the patient's health and quality oflife resulting in needless suffering. einotional distress; 
loss of productivity and possibly slower recovery from illness, injury, and disease, 

Although there have been significant advances inknowledgeabout p ain and the use 0 f 
opioids and other medi cations in painin8nagemen~ many licensed healthcareprofessionals 
prescribe, dispense, or administer these medications suboptimally. There is a 
misconception by patients, Ihepublic, andsome licensed healthc are providers thatopioids 
are "bad" drugs bec8tlse opioids are often associated with drug abuse; addiction, and 
criminal activity. Studies have shown that opioids usedaPpropriatelyforpain man8gerh~t 
have an extremely low potential for abuse, 

The Board understands that the ongoing use of opioids for cancer po st-surgical and 
chronic pain is not what causes addiction or a patient's desire· for higher doses of pain 
medication. ·Pcitientsstifferingfrom extreme pain or progression of disease may reqillre 
increased doses of medication; the appropriatedoseis that which is reqUinid.to adequately 
treat the pain. even if the dose is higher than usually exp ected.ln addition, with long,term 
treatment of pain with opioids, patients may develop a tolerance to the drug or a 
dep en den ceon the drug: These occurrences are considered "normal II and lito be expected" 
they should not be confused by the licensed hea1th care pro fessional with drug addiction or' 
bemlslabeled as "drug seeking." 

The Board understands that an important part of effective pain management is enstiringthat 
pati ents do not have difficulty obtaining adequate medi cation for pain relief. The Board 
reco gnizes thatitis the professional reSP onsibilityof the pharmacistto recommend that 
patients in pain recei ve appropriate, .ti mel y; and adequate drug therapy to reduce their pain. 

~~~~~~mf~~ill 	I;: ~~@~,:,;~~t.~1
I)'j~(!l~~~~2~~hllliiw 	
L 

CONCLUSION RecD WHon oIthe utility 0 f opioids and other controlledstlbstancedrugsforthe treatfnent 
0 f p sin resulting from avariety of condjtionsis well established 
and practitioners to understand this use,anci to adopt laws, policies, and pract:icesis self
evidentifpatients are to recei,,~relieffrom pa1nwhich iSllOWmedicallypossible:lri 
addition, pharmacists must understand their role in the on~goingtnonitoringaild assessment 
of patients' pain management. Working cooperatively, the Board ofPharmacy and the 
profession can ensure that opioids and other. controlled substance drugs are used 
appropriately and effectively. 
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Grades for 2003 
Figure 1: 

States' grades for 2003 are presented in Figure 1 and Table 5. 
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2003 	 2003STATES 	 STATES
GRADES 	 GRADES 

AK C 	 NE B+ 

AR C+ 	 NH 0 

CO C NM B+ 


DE 0+ NC B 


FL B 	 OH C 

HI 0 	 OR C+ 

IL 0+ 	 RI 0 

IA B SO B 


KY C TX C 


ME B 	 VT C 

MA B+ 	 WA B 

MN C 	 WI C+ 

MO C 

Description of State Grades for 2003 

• 	 35% of states scored around the average (thereby earning a grade of C), while 41 % scored above 
the average and 24% fell below the average. 

• 	 No state received an A or F. 

• 	 A few regional patterns emerged: States in the central Midwest (Iowa, Kansas, Nebraska, and 
SOllth Dakota) received Bs; the neighboring states of Illinois and Indiana, earned grades of D+; 
western states (California, Colorado, Idaho, Montana, Nevada, Oregon, Utah, and Wyoming) 
earned grades in the C range; the three states with the largest population (California, New York, 
and Texas) each earned average grades of C, owing to presence of policies containing many 
positive provisions but also a substantial number of negative provisions. 
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Changes from 2000 to 2003 

To evaluate changes, either positive or negative, that occurred during the three .. year period, 2003 grades were 
compared with the 2000 gradesh (see Table 6). 

STATES 	
2000 

GRADES 
2003 	

G'RADES 	

C 	

C+ 	

C 	

0+ 	

D+ 	

AK C 

C+ AR 

CO C 

0+ 

C+ 	

0 

DE 

FL 

HI 

IL 0+ 0+ 	

B 	

C 	

B 	

B+ 	

C 	

C 

0+ IA 

0+ 

B 

D+ 

C 

D 

KY 

ME 

MA 

MN 

MO 

STATES
2000 

GRADES 
2003

GRADES 

NE B+ B+ 


NH D D 


NM B B+ 


NC B B 


OH D+ C 


OR C+ C+ 

RI 

SO 

TX 

D 

B 

C 

0 


B 

C 


VT C C 

WA B B 


WI 
 C C+

Although no states received an A or F in either 2000 or 2003, a number of important changes occurred: 

• 	 29% of states received above a C in 2000, increasing to 41 % in 2003 . 

• 	 20 of 51 states (39%) changed their policies; the policy changes were sufficient in 16 of 

these states to produce a grade improvement. 


h 2000 grades were calculated to allow comparison and measure progress; see Method to Assign Grades section. 
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• 	 Of the 16 states that improved, Massachusetts had the greatest improvement, moving from 
a 0+ to a B+. This improvement was due to the'Federation of State Medical Board's Model 
Guidelines for the Use of Controlled Substances for the Treatment of Pain (Model Guidelines). 
States that fully adopt the Model Guidelines received the greatest number of positive provisions 
(7) from a single policy, with no negative provisions: 

• 	 Criterion #2: Pain management is recognized as part of general medical practice, 

• 	 Criterion #3: Medical use of opioids is recognized as legitimate professional practice, 

• 	 Ctiterion #4: Pain management is encouraged, 

• 	 Criterion #5: Practitioners' concerns about regulatory scrutiny are addressed, 

• 	 Criterion #6: Prescription amount alone is recognized as insufficient to determine the 
legitimacy of prescribing, 

• 	 Criterion #7: Physical dependence or analgesic tolerance are not confused with 

"addiction," and 


• 	 Criterion #8: Other provisions that may enhance pain management. 

Table 7 identifies the states with positive, negative, and no policy change. 

Positive Change No Change 
(16 states) (35 states) 

Alabama New Hampshire 

Alaska New Jersey 

Arizona New York 

Arkansas North Carolina 

California North Dakota 

Colorado Oklahoma 

Connecticut Oregon 

Delaware Pennsylvania 

District of Columbia Rhode Island 

Georgia South Dakota 

Illinois Texas 

Indiana Utah 

Louisiana Vermont 

Maine Virginia 

Maryland Washington 

Minnesota Wyoming 

Mississippi 

Montana 

Nebraska 
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Reasons for the positive changes 

The driving force behind the positive policy changes that occurred between 2000 and 2003 was state 
healthcare regulatory boards that adopted policies encouraging pain management or palliative care. 

• 	 Adoption of Model Guidelines: Six states (Kentucky, Massachusetts, Missouri, Nevada, 
New Mexico, and Texas) adopted healthcare regulatory policies based on the Federation of 
State Medical Board's Model Guidelines for the Use of Controlled Substances for the Treatment 
of Pain (Model Guidelines). States that fully adopt the Model Guidelines received the greatest 
number of positive provisions (7) from a single policy, with no negative provisions: 

• 	 Criterion #2: Pain management is recognized as part of general medical practice, 

• 	 Criterion #3: Medical use of opioids is recognized as legitimate professional practice, 

• 	 Criterion #4: Pain management is encouraged, 

• 	 Criterion #5: Practitioners' concerns about regulatory scrutiny are addressed, 

• 	 Criterion #6: Prescription amount alone is recognized as insufficient to determine the 
legitimacy of prescribing, 

• 	 Criterion #7: Physical dependence or analgesic tolerance are not confused with 
"addiction,l! and 

• 	 Criterion #8: Other provisions that may enhance pain management. 

Twenty~two states have adopted the Model Guidelines either in whole or in part. i 

• 	 Adoption of Pharmacy Board Policies: Iowa adopted a pharmacy board policy statement 
relating to pain management, which added four positive provisions: 

• 	 Criterion #3: Medical use of opioids is recognized as legitimate professional practice, 

• 	 Criterion #4: Pain management is encouraged, 

• 	 Criterion #5: Practitioners' concerns about regulatory scrutiny are addressed, and 

• 	 Criterion #8: Other provisions that may enhance pain management. 

• 	 Adoption of Ioint Board Policies: Three states (Kansas, Montana, and West Virginia) 
approved a joint policy statement relating to the use of controlled substances for the 
treatment of pain, which was developed collaboratively by several regulatory boards such as 
medicine, pharmacy, and nursing; collectively, the following positive provisions were added: 

• 	 Criterion #2: Pain management is recognized as part of general medical practice, 

• 	 Criterion #3: Medical use of opioids is recognized as legitimate professional practice, 

• 	 Criterion #4: Pain management is encouraged 

• 	 Criterion #5: Practitioners' concerns about regulatory scrutiny are addressed, 

• 	 Criterion #6: Prescription amount alone is recognized as insufficient to determine the 
legitimacy of prescribing, 

• 	 Criterion #7: Physical dependence or analgesic tolerance are not confused with 
"addiction," and 

• 	 Criterion #8: Other provisions that may enhance pain management. 

These states are Alabama, Arizona, Florida, Iowa, Kansas, Kentucky, Maine, Massachusetts, Missouri, Nebraska, Nevada, New Hampshire, 
New Mexico, New York, Oklahoma, Pennsylvania, South Carolina, South Dakota, Tennessee, Texas, Utah, and West Virginia. 
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• 	 Adoption of Palliative Care Policies: The Missouri medical board adopted a palliative care 
guideline to educate physicians about the treatment of terminally-ill patients, adding two 
positive provisions: 

• 	 Criterion #4: Pain management is encouraged, and 

• 	 Criterion #8: Other provisions that may enhance pain management. 

Positive policy change also occurred when states repealed negative provisions. 

• 	 Change in Prescription Monitoring Programs: Three states (Hawaii, Idaho, and Michigan) 
repealed their requirement for a multiple- or single-copy prescription form (Criterion #15) 
and replaced it with an Electronic Data Transfer system that does not require a special 
government-issued prescription form. Such a change is thought to eliminate a barrier to pain 
management because of reluctance to obtain and use the forms and by being a less intrusive 
method to monitor physicians' prescribing. Only three states (California, New York, and 
Texas) currently have a multiple- or single,copy prescription form requirement. 

• 	 Repeal of Restrictive Prescription Validity Periods: Four states modified overly restrictive 
prescription validity periods (Criterion #14) from controlled substances statutes and/or 
regulations: 

• 	 Hawaii eliminated its 3 day period; 

• 	 Michigan eliminated a 5 day period; 

• 	 Wisconsin eliminated a 7 day period; and 

• 	 Idaho extended its validity period from 7 days to 30 days. 

This change eliminates the barrier of an unrealistically short validity period (i.e., the number 
of days within which the prescription must be dispensed following its issue), which can make 
it difficult for a patient to obtain medications without having to make sometimes expensive 
arrangements, especially when travel, slow mail delivery, or other extenuating circumstances 
exist. Exceeding a prescription's validity period necessitates issuance of a new prescription 
and a likely return visit to the physician. Seven states have retained a validity period of less 
than two weeks.i 

• 	 Repeal of Mandated Consultation Provision: Three states (Iowa, Massachusetts, and 
Michigan) repealed provisions mandating that physicians always consult with pain specialists 
when using controlled substances to treat patients with pain (Criterion #13.2). Such 
provisions typically require a physician treating chronic non-cancer pain with opioids to 
obtain" ... [an] evaluation by the attending physician and one or more physicians specializing 
in the treatment of the area, system, or organ of the body perceived as the source of the 
pain ... "57 Although there is no question that physicians should seek consultation when 
needed, such a requirement may not be necessary for every case, especially if the practitioner 
is knowledgeable about pain management. In addition, such a requirement does not appear 
to allow for patients who need immediate treatment. Eleven states continue to mandate 
consultation under certain circumstances when using opioids to treat patients with pain.k 

srates are California, Delaware, Illinois, Nevada, Rhode Island, Texas, and Vermont. 

k These states are Arizona, California, Colorado, Idaho, Mississippi, Nevada, New York, Ohio, Oregon, Rhode Island, and Vermont. 
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Despite this positive change, a few states added more restrictive provisions. 

• 	 Adoption of Hastening Death Provisions: Ohio and Rhode Island added language that 
perpetuates the misconception that the therapeutic use of opioids to relieve pain in patients 
at the end of life hastens death (Criterion #11), For example, Rhode Island added statutory 
language that provides immunity from criminal prosecution to "A licensed health care 
professional who administers, prescribes or dispenses medications or procedures to relieve 
another person's pain or discomfort, even if the medication or procedure may hasten or 
increase the risk of death .. ,"'is While the inten.t of the policy as a whole is to encourage pain 
management, it reinforces an unfounded fear about opioids59 that can itself contribute to 
inadequate treatment of pain. Such a provision is now present in 15 states. I 

• 	 Adoption of Provisions Mandating Opioids as Treatment of Last Resort: Kentucky and 
Montana added provisions mandating that a physician always document that other treatment 
measures and drugs have been inadequate or not tolerated before beginning a regimen of 
controlled substances, suggesting that medical use of opioids is considered, as a matter of 
policy, a treatment of last resort (Criterion #9). Kentucky's new provision is as follows: 
"Before beginning a regimen of controlled drugs, the physician must determine, through 
actual clinical trial or through patient records and history that non~addictive medication 
regimens have been inadequate or are unacceptable for solid clinical reasons."60 Currently, 

9 states have policies that consider opioids to be a treatment of last resort,lll 

• 	 Adoption of Intractable Pain Treatment Acts: Tennessee adopted an Intractable Pain 
Treatment Act (lPTA)61 containing a number of restrictive or ambiguous provisions, such as 
implying opioids are a treatment of last resort (Criterion #9) and their use is outside legitimate 
professional practice (Criterion #10), and confusing "addiction" with physical dependence 
or tolerance (Criterion #12). As of March 2003, 11 states have adopted IPTAs containing 
restrictive provisions.n 

I These states are Iowa, Indiana, Kansas, Kentucky, Maryland, Michigan, Minnesota, New Hampshire, Ohio, Oklahoma, Rhode 
Island, SOLlth Carolina, SOllth Dakota, Tennessee, and Virginia. 

In These states are Al'izona, Georgia, Kentucky, Louisiana, Mississippi, Montana, Ohio, Tennessee, Virginia, and West Virginia. 

n These states are California, Colorado, Minnesota, Missouri, North Dakota, Oregon, Rhode Island, Tennessee, Texas, 
and West Virginia. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2308 VERSION: AMENDED APRIL 19,2006 

AUTHOR: PLESCIA SPONSOR: CA AMBULATORY 
ASSOCIATION 

RECOMMENDED POSITION: 

SUBJECT: AMBULATORY SURGICAL CENTERS: LICENSURE 


Existing Law: 

1) Provides for the licensure and regulation of health facilities and clinics, including specialty 
clinics, by the State Department of Health Services (DHS). (H&S 1204) 

2) Provides Medicare certification of ambulatory surgery centers. (42 CFR 416.2 (a)) 

3) Allows a surgical clinic that is licensed by the board to purchase drugs at wholesale for 
administration or dispensing, under the direction of a physician, to patients registered for care at 
the clinic. Clinics are required to keep records of the kind and amounts of drugs purchased, 
administered, and dispensed; records must be available and maintained for a minimum of seven 
years for inspection by all properly authorized personnel. (B&P 4190) 

This Bill: 

1) Deletes "surgical clinic" in B&P 4190 and replaces it with "ambulatory surgical center." 
(B&P 4190 Amended) 

2) Defines an "ambulatory surgical center" as a clinic that is not part of a hospital and that 
provides ambulatory surgical care for patients who remain less than 24 hours. An ambulatory 
surgical center does not include any place or establishment owned or leased and operated as a 
clinic or office by one or more physicians or dentists in individual or group practice, regardless of 
the name used publicly to identify the place or establishment, provided, however, that 
physicians or dentists may, at their option, apply for licensure. (H&S 1204 Amended) 

3) Requires DHS to convene a workgroup, not later than January 15, 2007, to develop the 
licensure criteria to protect the health and safety of patients receiving care in an ambulatory 
surgical center, as defined in Section 1204. The workgroup is required to submit its conclusions 
and recommendations to the Assembly Committee on Health no later than April 15, 2007. The 
workgroup will include, but not be limited to, representatives from all of the following: 

(1) State Department of Health Services. 
(2) Office of Statewide Health Planning and Development. 
(3) California Ambulatory Surgery Association. 



(4) California Medical Association. 
(5) California Orthopedic Association. 
(6) California Society of Anesthesiologists. 
(7) California Academy of Ophthalmology. 

(H&S 1204.2)  

Comment: 

1) Author's Intent. Under current law not all ambulatory surgical centers (ASC) are licensed 
by the state, some are Medicare certified. The author's intent is to provide a consistent standard 
for licensing requirements of ASCs. Creating a state standard for will result in patients receiving 
a consistent level of care at ASCs. 

2) Increased Volume in Licensure. DHS anticipates that once state standards are approved 
for licensing ASCs, there will be an increase in the number of applications for ASC licensing. 
Unfortunately, DHS does not know how many unlicensed ASC facilities there are in California 
so DH8, cannot estimate the how many facilities will apply for a license once the new standards 
go into affect. The board anticipates that many of the newly licensed ASCs will apply for a clinic 
site license from the board; this will result in an increase workload for the board to process the 
clinic licenses. 

3) Board Omnibus Bill. AB 2308 and the Board's Omnibus bill, SB 1476, would both amend a 
portion of B&P 4190. If both bills make it out of the legislature, chapter order of the bills will 
have to be decided. 

4) History. 

2006 
Apr. 19 From committee chair, with author's amendments: Amend, and re-refer to Com. on 

HEALTH. Read second time and amended. 
Apr. 18 In committee: Set, first hearing. Hearing canceled at the request of author. 
Apr. 6 Re-referred to Com. on HEALTH. 
Apr. 5 From committee chair, with author's amendments: Amend, and re-refer to Com. on 

HEALTH. Read second time and amended. 
Mar. 14 Referred to Com. on HEALTH. 
Feb. 23 From printer. May be heard in committee March 25. 
Feb. 22 Read first time. To print. 



AMENDED IN ASSEMBLY APRIL 19,2006 


AMENDED IN ASSEMBLY APRIL 5, 2006 


CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2308 

Introduced by Assembly Member Plescia 

February 22, 2006 

An act to mnend Sections 2472 and 4190 of the Business and 
Professions Code, to mnend Sections 1204, 1206, 1214.1, 1226, 
1226.5, 1233, 1242, and 1248.1 of, and to add Section 1204.2 to, the 
Health and Safety Code, and to mnend Section 139.3 of the Labor 
Code, relating to health clinics. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2308, as amended, Plescia. Alnbulatory surgical centers: 
licensure. 

Existing law, with certain exceptions, provides for the licensure and 
regulation of health facilities and clinics, including specialty clinics, 
by the State Department of Health Services. Existing law defines a 
specialty clinic to include a surgical clinic that is not part of a hospital 
and that provides mnbulatory surgical care for patients who remain 
less than 24 hours. A violation of these provisions is a crilne. 

This bill would delete the definition of a redesignate a surgical 
clinic as an ambulatory surgical clinic for purposes of various these 
licensure and regulatory requirements, would, instead, pro"v ide for the 
lieensure of ambulatory surgieal centers, as defined, and would make 
various conforming changes. The bill would require a licensed 
atubulatory surgical eenter to meet specified requirements. By 
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creating new crimes, this bill "yvould impose a state mandated local 
program. 

The California Constitution requires the state to reitnburse local 
agencies and school districts for certain costs mandated by the state. 
Statutory pro ViSlOns establish procedures for making that 
r cimburselnent. 

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

This bill would also require the department, not later than January 
15, 2007, to convene a workgroup of specified composition for the 
development of licensure criteria for ambulatory surgical care 
centers. This bill would require the workgroup to submit its findings 
and recommendations to the Legislature not later than April 15, 2007. 

This bill would also permit the department to contract with outside 
personnel for the performance of inspections of ambulatory surgical 
centers, as necessary. 

Vote: n1ajority. Appropriation: no. Fiscal committee: yes. 
State-n1andated local progran1: ~no. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 

SECTION 1. Section 2472 of the Business and Professions 
Code is mnended to read: 

2472. (a) The certificate to practice podiatric Inedicine 
authorizes the holder to practice podiatric Inedicine. 

(b) As used in this chapter, "podiatric medicine" means the 
diagnosis, n1edical, surgical, Inechanical, Inanipulative, and 
electrical treatlnent of the hUlnan foot, including the ankle and 
tendons that insert into the foot and the nonsurgical treatlnent of 
the muscles and tendons of the leg governing the functions of the 
foot. 

(c) A doctor of podiatric medicine may not administer an 
anesthetic other than local. If an anesthetic other than local is 
required for any procedure, the anesthetic shall be administered 
by another licensed health care practitioner who is authorized to 
administer the required anesthetic within the scope of his or her 
practice. 

(d) (1) A doctor of podiatric medicine who is ankle certified 
by the board on and after January 1, 1984, may do the following: 

97 



1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 

-3- AB 2308 

(A) Perform surgical treatment of the ankle and tendons at the 
level of the ankle pursuant to subdivision (e). 

(B) Perfonn services under the direct supervision of a 
physician and surgeon, as an assistant at surgery, in surgical 
procedures that are otherwise beyond the scope of practice of a 
doctor of podiatric medicine. 

(C) Perfonn a partial amputation of the foot no further 
proximal than the Chopart's joint. 

(2) Nothing in this subdivision shall be construed to permit a 
doctor of podiatric Inedicine to function as a prilnary surgeon for 
any procedure beyond his or her scope of practice. 

(e) A doctor of podiatric medicine may perform surgical 
treatment of the ankle and tendons at the level of the ankle only 
in the following locations: 

(1) A licensed general acute care hospital, as defined In 
Section 1250 of the Health and Safety Code. 

(2) A licensed mnbulatory surgical center, as defined in 
Section 1204 of the Health and Safety Code, if the doctor of 
podiatric Inedicine has surgical privileges, including the privilege 
to perfonn surgery on the ankle, in a general acute care hospital 
described in paragraph (1) and meets all the protocols of the 
mnbulatory surgical center. 

(3) An mnbulatory surgical center that is certified to 
participate in the Medicare Progrmn under Title XVIII (42 
U.S.C. Sec. 1395 et seq.) of the federal Social Security Act, if the 
doctor ofpodiatric medicine has surgical privileges, including the 
privilege to perfonn surgery on the ankle, in a general acute care 
hospital described in paragraph (1) and Ineets all the protocols of 
the surgical center. 

(4) A freestanding physical plant housing outpatient services 
of a licensed general acute care hospital, as defined in Section 
1250 of the Health and Safety Code, if the doctor of podiatric 
Inedicine has surgical privileges, including the privilege to 
perfonn surgery on the ankle, in a general acute care hospital 
described in paragraph (1). For purposes of this section, a 
"freestanding physical plant" means any building that is not 
physically attached to a building where inpatient services are 
provided. 

(5) An outpatient setting accredited pursuant to subdivision (g) 
of Section 1248.1 of the Health and Safety Code. 
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(f) A doctor of podiatric Inedicine shall not perform an 
admitting history and physical examination of a patient in an 
acute care hospital where doing so would violate the regulations 
governing the Medicare Prograln. 

(g) A doctor of podiatric Inedicine licensed under this chapter 
is a licentiate for purposes of paragraph (2) of subdivision (a) of 
Section 805, and thus is a health care practitioner subject to the 
provisions of Section 2290.5 pursuant to subdivision (b) of that 
section. 

SEC. 2. Section 4190 of the Business and Professions Code is 
amended to read: 

4190. (a) Notwithstanding any provision of this chapter, an 
ambulatory surgical center, licensed pursuant to paragraph (1) of 
subdivision (b) of Section 1204 of the Health and Safety Code, 
accredited by an accreditation agency pursuant to Section 1248 
of the Health and Safety Code, or certified to participate in the 
Medicare Progrmn under Title XVIII (42 U.S.C. Sec. 1395 et 
seq.) of the federal Social Security Act, Inay purchase drugs at 
wholesale for administration or dispensing, under the direction of 
a physician, to patients registered for care at the center, as 
provided in subdivision (b). The center shall keep records of the 
kind and mnounts of drugs purchased, administered, and 
dispensed, and the records shall be available and maintained for 
a Ininin1um of seven years for inspection by all properly 
authorized personnel. 

(b) The drug distribution service of an mnbulatory surgical 
center shall be lilnited to the use of drugs for adlninistration to 
the patients of the ambulatory surgical center and to the 
dispensing of drugs for the control ofpain and nausea for patients 
of the center. Drugs shall not be dispensed in an mnount greater 
than that required to meet the patient's needs for 72 hours. Drugs 
for adlninistration shall be those drugs directly applied, whether 
by injection, inhalation, ingestion, or any other means, to the 
body of a patient for his or her immediate needs. 

(c) No ambulatory surgical center shall operate without a 
license issued by the board nor shall it be entitled to the benefits 
of this section until it has obtained a license from the board. Each 
license shall be issued to a specific center and for a specific 
location. 
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SEC. 3. Section 1204 of the Health and Safety Code is 
amended to read: 

1204. Clinics eligible for licensure pursuant to this chapter 
are primary care clinics and specialty clinics. 

(a) (1) Only the following defined classes of primary care 
clinics shall be eligible for licensure: 

(A) A "cOlmnunity clinic" means a clinic operated by a 
tax-exetnpt nonprofit corporation that is supported and 
lnaintained in whole or in part by donations, bequests, gifts, 
grants, government funds or contributions, that tnay be in the 
fonn of lnoney, goods, or services. In a cOlntnunity clinic, any 
charges to the patient shall be based on the patient's ability to 
pay, utilizing a sliding fee scale. No corporation other than a 
nonprofit corporation, exempt frOln federal incOlne taxation 
under paragraph (3) of subsection ( c) of Section 501 of the 
Internal Revenue Code of 1954 as amended, or a statutory 
successor thereof, shall operate a community clinic; provided, 
that the licensee of any cOlmnunity clinic so licensed on the 
effective date of this section shall not be required to obtain 
tax -exempt status under either federal or state law in order to be 
eligible for, or as a condition of, renewal of its. license. No 
natural person or persons shall operate a cOlmnunity clinic. 

(B) A "free clinic" tneans a clinic operated by a tax-exempt, 
nonprofit corporation supported in whole or in part by voluntary 
donations, bequests, gifts, grants, govermnent funds or 
contributions, that tnay be in the form of lnoney, goods, or 
services. In a free clinic there shall be no charges directly to the 
patient for services rendered or for drugs, tnedicines, appliances, 
or apparatuses furnished. No corporation other than a nonprofit 
corporation exelnpt frOln federal income taxation under 
paragraph (3) of subsection (c) of Section 501 of the Internal 
Revenue Code of 1954 as atnended, or a statutory successor 
thereof, shall operate a free clinic; provided, that the licensee of 
any free clinic so licensed on the effective date of this section 
shall not be required to obtain tax-exelnpt status under either 
federal or state law in order to be eligible for, or as a condition 
of, renewal of its license. No natural person or persons shall 
operate a free clinic. 

(2) Nothing in this subdivision shall prohibit a cOlnmunity 
clinic or a free clinic frOln providing services to patients whose 
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services are reimbursed by third-party payers, or from entering 
into managed care contracts for services provided to private or 
public health plan subscribers, as long as the clinic Ineets the 
requirements identified in subparagraphs (A) and (B). For 
purposes of this subdivision, any payments Inade to a community 
clinic by a third-party payer, including, but not limited to, a 
health care service plan, shall not constitute a charge to the 
patient. This paragraph is a clarification of existing law. 

(b) The following types of specialty clinics shall be eligible for 
licensure as specialty clinics pursuant to this chapter: 

(1 ) An alnbulatory surgical center Ineans a elinie that is not 
part of a hospital and vvhieh, pursuant to Section 1204.2, 
pritnarily pro v ides surgical serv ices that do not exceed an 
average of four hours of total operating time to patients who do 
not require 0 vernight hospitalization 01 who do not pose a 
significant safety risk according to elassifieations determined by 
the Alneriean Society of Anesthesiologists and, beginning at a 
titne of postoperative care, remain less than 24 hours. An 
alnbulatory surgical center docs not inelude any place or 
establishlnent 0 vv ned or leased and operated as a elinie or office 
by one or Inore phy sieians and sur~eons, or dentists in indi vidual 
01 group practice, regardless of the name used publiely to 
identify the place 01 establishlTIent, provided, hO\l'vever, that 
phy sieians and sur~eons or dentists Inay, at their option, apply 
for lie ensure. 

(1) "Ambulatory surgical center" means a clinic that is not 
part ofa hospital and that provides ambulatory surgical care for 
patients who remain less than 24 hours. An ambulatory surgical 
center does not include any place or establishment owned or 
leased and operated as a clinic or office by one or more 
physicians or dentists in individual or group practice, regardless 
of the name used publicly to identify the place or establishment, 
provided, however, that physicians or dentists may, at their 
option, apply for licensure. 

(2) A "chronic dialysis clinic" means a clinic that provides less 
than 24-hour care for the treatment of patients with end-stage 
renal disease, including renal dialysis services. 

(3) A "rehabilitation clinic" Ineans a clinic that, in addition to 
providing Inedical services directly, also provides physical 
rehabilitation services for patients who remain less than 24 hours. 

97 



1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 

-7- AB 2308 

Rehabilitation clinics shall provide at least two of the following 
rehabilitation services: physical therapy, occupational therapy, 
social, speech pathology, and audiology services. A rehabilitation 
clinic does not include the offices of a private physician in 
individual or group practice. 

(4) An "alternative birth center" means a clinic that is not part 
of a hospital and that provides comprehensive perinatal services 
and delivery care to pregnant women who remain less than 24 
hours at the facility. 

SEC. 4. Section 1204.2 is added to the Health and Safety 
Code, to read: 

1204.2. (a) Notwithstanding Section 1248, an alnbulatorJ 
surgieal eenter deseribed in Seetion 1204 shall be subjeet to the 
requir elnents of this seetion. Nothing in this ehapter shall 
prohibit an atnbulatory surgieal eenter from referring a 
nonemergeney patient to a Tier 2 or 10 yv er classification facility 
as detcflnincd by the departtnent. the department shall convene a 
workgroup, not later than January 15, 2007, to develop the 
licensure criteria to protect the health and safety of patients 
receiving care in an ambulatory surgical center, as defined in 
Section 1204. The workgroup shall submit its conclusions and 
recommendations to the Assembly Committee on Health no later 
than April 15, 2007. The workgroup shall include, but not be 
limited to, representatives from all ofthe following: 

(1) State Department ofHealth Services. 
(2) Office ofStatewide Health Planning and Development. 
(3) California Ambulatory Surgery Association. 
(4) California Medical Association. 
(5) California Orthopedic Association. 
(6) California Society ofAnesthesiologists. 
(7) California Academy ofOphthalmology. 
(b) The members of the workgroup shall not receive 

compensation, but shall be individually reimbursed from private 
sources for necessary travel expenses for the purposes of 
attending meetings of the workgroup, including any public 
meetings that the workgroup schedules. 

(c) The department may contract for outside personnel to 
perform inspections of ambulatory surgical centers, as 
necessary. The department, when feasible, may contract with a 
nonprofit, professional organization that has been approved as 

97 



5 

10 

15 

20 

25 

30 

35 

40 

1 
2 
3 
4 

6 
7 
8 
9 

11 
12 
13 
14 

16 
1 7 
18 
19 

21 
22 
23 
24 

26 
27 
28 
29 

31 
32 
33 
34 

36 
37 
38 
39 

AB 2308 -8

an accreditation agency, as defined in subdivision (d) ofSection 
1248, and has demonstrated the ability to administer the 
provisions ofthis chapter. 

Eb) Failure to comply vvith this section may bc grounds for 
denial, re v ocation, or s uspcnsion of thc liccnse by thc 
departmcnt. 

Ec) The dcpartment Inay acccpt accreditation by an 
accreditation agcncy, as dcfined in subdi v'ision Ed) of Scction 
1248, as evidence that an ambulatory sur-gieal center 
demonstrates compliance vv ith, or meets the initial licensing 
requirements set forth in, this chapter. 

Ed) The department Inay contract for outside personnel to 
perfonn inspections of alnbulatorJ surgical centers as necessary. 
The departtnent, vvhen feasible, shall contract vvith a nonprofit, 
professional organizations that is approvcd as an accreditation 
agency, as defined in subdiv ision Ed) of Section 1248, and has 
deinonstrated the ability to adininister the pro v is ions of this 
chapter. 

Ee) The departinent may tnake inspections and investigations 
as it deClns necessary, to investigate cOlnplaints, follovv up on 
ad verse sun ey findings, or conduct periodic validation sur v ey s. 

EO An ainbulatory surgical center that is licensed as a clinic 
pursuant to this section shall Ineet all of the follovving 
requireinents. 

E1) The go v eming authority shall consist of one or more 
persons responsible for the organization and administration of the 
ambulatory surgical center. The gOverning authority shall do all 
of the folIo vv ing: 

EA) Adopt policies and procedures for the operation of the 
ainbulatory sur gical center to ens UI e cOlnpliance vv ith state la vv s, 
regulations, and local ordinances. 

EB) l~dopt the Inedieal staffby lavvs. 
EC) Grant or deny clinical privileges of physicians and 

surgeons and other meinbers of the Inedicalstaffand delineate, in 
vv'fiting, the clinical pri v ileges of each tncdieal staff meinber. 

ED) Adopt a quality Inanageinent plan. 
EE) Appoint an adininistrator vvho shall have authority and 

responsibility to manage the center. 
(2) The adininistrator shall be responsible to the go v eming 

authority and act as a liaison bet vv een the go veming authority, 
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luedieal staff, and faeility staff. Itt additiott, the adriIinistrator 
shall be responsible for all of the following: 

(A) Developing and inrplementing written administrative 
polieies and proeedures governing all of the following: 

(i) Personnel employment, orientation, in serv iee, staffing, and 
reeOIdkeeping. 

(ii) Patient admissions, rights and responsibilities, grievanees, 
luedieal treatment, and reeordkeeping. 

(iii) Ad vancc dirccth es, a tCfll1 which means a li v ing vv ill, 
prehospital 111edical care directi v e, or health carc po w cr of 
attorney. 

(h) ~iedications procurcment and dispensing. 

(TV) Contract serviccs. 

(v i) Infection control, housckccping, and 111aintcnancc. 
(vii) Quality managelncnt and rccordkccping. 
( v iii) Eutergency trealll1ent and disaster plan. 
(ix) Equipment inspcction. 
(B) Ensuring that all the policies and procedures are available 

to all Clnployees in thc facility. 
(C) De v eloping and implell1enting a quality 111anagell1ent plan. 

Thc purposc of the quality managcll1Cnt plan is to monitor and 
cvaluatc thc provision of all aspects of paticnt carc, ineluding 
physicians and surgcons and contractcd seIviccs. The quality 
111anagCll1ent plan shall be in \7'vriting and describe thc objcctivcs, 
organization, scope, and process for itl1pro ving quality of care, 
which shall inelude the monitoring activitics. 

(D) Employing personnel to pro v ide outpatient surgical 
ser v iccs. "Outpatient surgical serv ices" Ineans thosc anesthcsia 
and surgical scrv ices pro \Tided to a patient in an ambulatory 
surgical centcr that do not require planncd inpaticnt carc 
following a surgical proccdurc. 

(E) Ensuring that a phafll1acy maintained by the ccnter shall be 
registered as requircd by la 'N. 

(F) Ensuring that pathology services are provided by a 
laboratory licensed, or exelnpt from licensure, as rcquircd by 
law.

(0) Designating, in writing, an individual to be on duty, bc in 
char-gc, and have acccss to all arcas related to paticnt carc and 
operation of the phy sical plant when the administrator is not 
present. 
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(II) Posting a list of patient rights in a conspicuous area and 
Inaking a reasonable effort to ensure that personnel apprise each 
patient or patient's representati v e of those rights and making a 
reasonable effort to ensure that language barriers or physical 
handicaps do not prevent each patient or patient's representative 
frOl11 beeOlning aware of those rights. "Patient's representative" 
Ineans either a person acting on behalf of the patient with written 
consent of the patient or the patient's parent, legal guardian, or 
surrogate. 

(I) Ensuring that personnel are employ cd to meet the needs of 
patients and that job descriptions that define qualifications, 
duties, and responsibilities are established for all personnel. 

(1) Requiring personnel, prior to being einploy cd and annually 
thereafter, to subtnit either one of the following as evidence of 
freedom flom puhnonary tuberculosis. 

(i) A report of a negative l\iantoux skin test taken vv'ithin six 
months of submitting the report. 

(ii) A vv ritten statetnent frOln a phy sieian stating that, upon an 
evaluation of a positi v e l\iantoux skin test taken vv ithin six 
tnonths of subinitting the physician's stateinent or a history of a 
positi v e l\iantoux skin test, the indi vidual vv as found to be free 
frOlu tuberculosis. 

(K) Providing orientation to each employee within the first 
week of elnploy Inent. Orientation shall be specific to the position 
held by the elnployee. 

(L) Elnploy ing a registered nurse as the director of nursing 
vv ho shall be responsible for the managClnent and superv ision of 
fiUrsing services, ineluding all of the following: 

(i) De v eloping and inlplelnenting written nursing and patient 
care policies and procedures, ineluding medications 
adluinistration, storage, and disposal. 

(ii) Ensuring that the facility is staffed based on the number of 
patients and their health care needs. 

(iii) Participating in quality luanagelnent activities. 
(iv) Appointing a registered nurse, in 'vvriting, to act in the 

absence of the director of nursing. 
(l\i) l\iaintaining a record ofquality managelnent aeti v ities and 

ensUIing that any conelusions and recommendations on findings 
of quality Iuanagelnent aeth itics are reported to the go v eming 
atlthority. 
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EN) Ensuring there is a current listing of all surgical 
procedures offered by the center and tnaintaining a chronological 
register of all surgical procedures performed. 

(0) Ensuring that a roster of medical staff that ha v e sur~ieal or 
anesthesia pri v ileges at the center is a v ailable to the center staff, 
specify ing the pri v ileges and limitations of each per son on the 
~ 

(P) Ensuring that a medical record is established and 
maintained for each patient. ~fedieal and facility staff shall sign 
with s umames and date their entries in a patient's tnedieal record. 
Staff shall release tnedieal record information only after 
reeei v ing the patient's or patient representati v e's written consent, 
OI as othervv ise required or permitted by la w. The medical record 
shall contain all of the following. 

(i) Natne and address of patient and patient's repICsentative. 
(ii) Doeutnentation of ad vance direeti v es. 
(iii) Adtnitting diagnosis. 
(i v) ~fedieal history and phy sieal examination. 
( v) Laboratory and radiology reports. 
(v i) Consent fonns. 
(v ii) Phy sieian orders and notations. 
(viii) Surgeon's operative repOIt. 
(ix) Anesthesia repOIt. 
(x) 'Nursing care notations. 
(xi) ~fedieations and treattnents adtninistered. 
(xii) Vlritten ae1rno w ledgtnent of receipt of discharge 

instructions by the patient or patient's representative. 
(Q) Ensuring that the tnedieal record of disehar~ed patient is 

completed within 30 days of the discharge. 
(R) Ensuring that the medical reeOIds are tnaintained fOI a 

period of seven years. ~fedieal reeOIds shall be retained onsite at 
the center, or retrie vable by center staff within t vv 0 hours of a 
request, for a period of one year frOln a patient's discharge. 

(S) Ensuring that vv ritten infection control policies and 
procedures are established and itnplClnented for the surveillance, 
control, and pre v ention of infection. The policies and procedures 
shall inelude all of the folIo vv ing: 

(i) Ster ilization tnethods. , 
(ii) Storage, tnaintenanee, and distribution of sterile supplies 

and equipment. 
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(iii) Disposal of waste, including blood, body tissuc, and fluid. 
(T) Ens uring that housekeeping and maintenance services are 

proTv ided to Inaintain a safe and sanitary environment. 
(U) Ensuring that equipment is operational, inspected, and 

Inaintained in accordance with the center's policies and 
ploccdures. Thcse policies and proecdures shall addless all ofllie 
follow ing. 

(i) Testing, calibrating, ser v icing, or repairing of equipment to 
cnsure that the equipment is free frOln firc and electrical hazards. 

(ii) i'viaintaining records docmnenting scrviee and calibration 
infonnation. 

(iii) The use, maintenance, and storage of OXy gen and other 
flalllinable gascs in accordance with applicable law'. 

(i v) Thc use and Inaintenance of electl ieal equipment in 
aeeordancc with applicable la w. 

(V) Ensuring that cmployecs who pro v'idc direct patient carc 
shaH-:

(i) Be 18 years of agc or older. 
(ii) Be certified in cardiopuhnonary resuscitation <lv ithin the 

first Inonth of emploYlnelrt, and maintain currcnt certification 
thcreafter. 

(iii) Attend six hOUlS of in-SCI viec education pel yeal, which is 
exelusive of orientation, and ealdiopulmonary lesuseitation and 
which relatcs to the purposes and function of an ambulatory 
surgical ccnter. 

(\V) Ensuring that personnel records are Inaintained, ineluding 
the application for einploymcnt, vClification of training, 
certification, or licensure, initial proof of frcedom from 
tubcrculosis and annual \I crifieation statcinent thereaftcr, and 
olientation and in-service training leeords. 

(X) Ensuring thc developinent of a written disastel plan of 
operation with procedurcs to be folIo w cd in the c vent of a fire or 
thrcat to paticnt safety and shall cns ure that an einergency 
evacuation route is posted in e v cry rOOln where patients Inay be 
present, except restroOlns. 

(Y) Ensuring all of the folIo wing vv ith rcspeet to eIncrgency 
preparation. 

(i) Fire drills are conducted every thtee months, and all staff 
mClnbers on duty participate. 
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(ii) Records of the drills include the date, tinie, and critique of 
the drills. 

(iii) Records of the drills are Inaintained for one year. 
(3) A registered nurse shall function as a circulating nurse 

during each surgical procedure. A registered nurse shall be 
pr esent in the reeo v cry room vv hene v er patients are in the 
recovery rOOln. A registered nurse shall be in the facility until all 
patients are discharged. A registered nurse shall ensure that the 
patient or patient's representative aekno w ledges, in writing, the 
phy sieian' s \lv ritten discharge instructions. 

(4) The indi vidual responsible for perfonning the operati v'e 
procedure shall complete an operative report and any necessary 
discharge instructions according to medical staff by la w sand 
alnbulatory surgical center policies and procedures. The 
individual responsible for the administration of anesthesia shall 
eOlnplete all allesthesia report and any necessary discharge 
instructions according to Inedieal staff byla vv s and center policies 
and procedures. 

(5) A licensed physician and surgeon or licensed health care 
professional shall rClnain on the prelnises until all patients arc 
discharged frOln the recovery room pursuant to subdivision (b) of 
Section 1248.15. 

(6) If an alnbulatory surgical center ceases operation, the 
go verning authority shall ensure the preservation of records and 
notify the department, in writing, of the location of the records. 

(7) The Inedieal staff shall have responsibility for all of the 
follovving: 

(A) Appro val of by la w s for the conduct of medical staff 
aeti v ities. 

(B) Conducting medical peer revievv and submitting 
reeOlrnnendations to the gOverning authority fOt approval. 

(0) Establishing vv ritten policies and procedures that define 
the extent of emergency treatment to be perfonned in the center, 
including cardiopulmonary resuscitation procedures and 
pro v isions for the elnergeney transfer of a patient. 

(8) A medical staff physician shall adlnit patients to the 
facility who do not require overnight hospitalization or who do 
not pose a significant safety risk according to classifications 
detennined by the American Soeicty of Ancsthesiologists and, 
beginning at a thne of postoperative care, relnain less than 24 
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hours and who do not, on avIerage, require tllOre than four hours 
of total operating time, 


) vvltnln 38,.1 , ,.1" ,.1' 1 E9:l JIT' 1..' ua)s pflor to autlllSSlOn, a meulCa staff member 
shall complete a medical history and ph) sieal examination of the 
patient. The individual responsible for performing the operati vIe 
procedure shall document the preoperative diagnosis and the 
procedure to be perfonlled. The nursing staff shall ensure that all 
of the follo\,ying docUlnents arc in the paticnt's tllcdical record 
prior to surgery. 

EA} A llledical history and results of a current ph) sieal 
cxamination. 

ED} A preoperativc diagnosis and thc results of any laboratory 
tests or procedures rclativc to thc surgery and the condition of the 
patient. 

EC} "Validation of infonlled consent by the patient or patient's 
reprcsentativc for the surgical procedurc and earc of the patient. 

ED} Physicians orders. 
E18} Staff shall pro v ide Clllergency treatillent according to the 

center's policies and procedures. 
Ell} The alnhulatorf surgical center shaH pass an initial 

inspection for fire safety by thc fire authority ha v ing jurisdiction. 
02} Thc ambulatory surgical centcr shall ensure that therc 

shall be two recovery beds for each operating rOOIll, for up to 
four operating rOOillS, w hene v er general anesthesia is 
adtllinistcred. One additional reco very bed shall be required for 
cach additional operating room. 

03} Recovcry beds or gurncy s shall bc locatcd in a space that 
pro v ides for a minitllUlll of 78 squarc feet pcr bed, aHo wing thrce 
feet or lllore between beds and between the sides ofa bed and the 
waH:

04} Thc aillbulatory surgical centcr llla) provide recliner 
chairs in the reco v cry rOOill arca for paticnts v/ho ha v e not 
reeci vted gcncral anesthesia, 

E15} The surgical center shall ensure that the following shaH 
be available in thc surgical suite. 

EA) Oxygen and the tlleans of adillinistration. 
ED} ~fechanical v cntilatory assistancc equiplllcnt, including 

air way s. 
EC} ~fanual breathing bag, and suction apparatus. 
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ED) Cardiac monitor, defibrillator, and cardiopulmonary 
resuscitation drugs as determined by the facility's policies and 
procedures. 

EE) Noninvasive blood pressure 111onitor. 
EF) OXy gen saturation monitor. 
EO) Tell1peIature 111onitOI and an end-tidal CO~ when general 

anesthesia is administeIed. 
SEC. 5. Section 1206 of the Health and Safety Code IS 

amended to read: 
1206. This chapter docs not apply to the following: 

(a) Except with respect to the option provided with regard to 
ambulatory surgical clinics centers described in paragraph (1) of 
subdivision (b) of Section 1204 and further, with respect to 
chronic dialysis clinics described in paragraph (2) of subdivision 
(b) of Section 1204, any place or establishlTIent owned or leased 
and operated as a clinic or office by one or lTIOre licensed health 
care practitioners and used as an office for the practice of their 
profession, within the scope of their license, regardless of the 
name used publicly to identify the place or establishlTIent. 

(b) Any clinic directly conducted, lTIaintained, or operated by 
the United States or by any of its departlTIents, officers, or 
agencies, and any primary care clinic specified in subdivision (a) 
of Section 1204 that is directly conducted, lTIaintained, or 
operated by this state or by any of its political subdivisions or 
districts, or by any city. Nothing in this subdivision precludes the 
state department from adopting regulations that utilize clinic 
licensing standards as eligibility criteria for participation in 
programs funded wholly or partially under Title XVIII or XIX of 
the federal Social Security Act. 

(c) Any clinic conducted, maintained, or operated by a 
federally recognized Indian tribe or tribal organization, as 
defined in Section 450 or 1601 of Title 25 of the United States 
Code, that is located on land recognized as tribal land by the 
federal government. 

(d) Clinics conducted, operated, or maintained as outpatient 
departlTIents of hospitals. 

(e) Any facility licensed as a health facility under Chapter 2 
(cOlTIlTIencing with Section 1250). 
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(f) Any freestanding clinical or pathological laboratory 
licensed under Chapter 3 (cOlnmencing with Section 1200) of 
Division 2 of the Business and Professions Code. 

(g) A clinic operated by, or affiliated with, any institution of 
learning that teaches a recognized healing art and is approved by 
the state board or cOlmnission vested with responsibility for 
regulation of the practice of that healing art. 

(h) A clinic that is operated by a primary care cOlmnunity or 
free clinic and that is operated on separate premises frOln the 
licensed clinic and is only open for liInited services of no more 
than 20 hours a week. An intennittent clinic as described in this 
subdivision shall, however, Ineet all other requirements of law, 
including administrative regulations and requirements, pertaining 
to fire and life safety. 

(i) The offices of physicians in group practice who provide a 
preponderance of their services to Inelnbers of a comprehensive 
group practice prepayment health care service plan subject to 
Chapter 2.2 (cOlnlnencing with Section 1340). 

(j) Student health centers operated by public institutions of 
higher education. 

(k) Nonprofit speech and hearing centers, as defined in Section 
1201.5. Any nonprofit speech and hearing clinic desiring an 
exelnption under this subdivision shalllnake application therefor 
to the director, who shall grant the exelnption to any facility 
Ineeting the criteria of Section 1201.5. Notwithstanding the 
licensure exemption contained in this subdivision, a nonprofit 
speech and hearing center shall be deemed to be an organized 
outpatient clinic for purposes of qualifying for reimburselnent as 
a rehabilitation center under the Medi-Cal Act (Chapter 7 
(cOlmnencing with Section 14000) of Part 3 of Division 9 of the 
Welfare and Institutions Code). 

(1) A clinic operated by a nonprofit corporation exelnpt from 
federal incOlne taxation under paragraph (3) of subsection (c) of 
Section 501 of the Internal Revenue Code of 1954, as amended, 
or a statutory successor thereof, that conducts Inedical research 
and health education and provides health care to its patients 
through a group of 40 or Inore physicians and surgeons, who are 
independent contractors representing not less than 10 
board-certified specialties, and not less than two-thirds of whom 
practice on a full-time basis at the clinic. 
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(In) Any clinic, limited to in vivo diagnostic services by 
magnetic resonance imaging functions or radiological services 
under the direct and immediate supervision of a physician and 
surgeon who is licensed to practice in California. This shall not 
be construed to pennit cardiac catheterization or any treatment 
modality in these clinics. 

(n) A clinic operated by an einployer or jointly by two or more 
employers for their employees only, or by a group of einployees, 
or jointly by employees and e1nployers, without profit to the 
operators thereof or to any other person, for the prevention and 
treatment of accidental injuries to, and the care of the health of, 
the einployees comprising the group. 

(0) A cominunity nlental health center, as defined in Section 
5601.5 of the Welfare and Institutions Code. 

(p) (1) A clinic operated by a nonprofit corporation exempt 
frOln federal incOlne taxation under paragraph (3) of subsection 
(c) of Section 501 of the Internal Revenue Code of 1954, as 
mnended, or a statutory successor thereof, as an entity organized 
and operated exclusively for scientific and charitable purposes 
and that satisfied all of the following requirements on or before 
January 1,2005: 

(A) COlmnenced conducting medical research on or before 
January 1, 1982, and continues to conduct medical research. 

(B) Conducted research in, among other areas, prostatic 
cancer, cardiovascular disease, electronic neural prosthetic 
devices, biological effects and Inedical uses of lasers, and hUlnan 
Inagnetic resonance ilnaging and spectroscopy. 

(C) Sponsored publication of at least 200 Inedical research 
articles in peer-reviewed publications. 

(D) Received grants and contracts frOln the National Institutes 
of Health. 

(E) Held and licensed patents on Inedical technology. 
(F) Received charitable contributions and bequests totaling at 

least five million dollars ($5,000,000). 
(G) Provides health care services to patients only: 
(i) In conjunction with research being conducted on 

procedures or applications not approved or only partially 
approved for paYlnent (1) under the Medicare Program pursuant 
to Section 1359y(a)(1)(A) of Title 42 of the United States Code, 
or (II) by a health care service plan registered under Chapter 2.2 
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(commencing with Section 1340), or a disability insurer 
regulated under Chapter 1 (cOlmnencing with Section 10110) of 
Part 2 of Division 2 of the Insurance Code; provided that services 
Inay be provided by the clinic for an additional period of up to 
three years following the approvals, but only to the extent 
necessary to maintain clinical expertise in the procedure or 
application for purposes of actively providing training in the 
procedure or application for physicians and surgeons unrelated to 
the clinic. 

(ii) Through physicians and surgeons who, in the aggregate, 
devote no more than 30 percent of their professional thne for the 
entity operating the clinic, on an annual basis, to direct patient 
care activities for which charges for professional services are 
paid. 

(H) Makes available to the public the general results of its 
research activities on at least an annual basis, subject to good 
faith protection of proprietary rights in its intellectual property. 

(I) Is a freestanding clinic, whose operations under this 
subdivision are not conducted in conjunction with any affiliated 
or associated health clinic or facility defined under this division, 
except a clinic exeInpt from licensure under subdivision (m). For 
purposes of this subparagraph, a freestanding clinic is defined as 
"affiliated" only if it directly, or indirectly through one or more 
intennediaries, controls, or is controlled by, or is under COffilnon 
control with, a clinic or health facility defined under this 
division, except a clinic exeInpt frOln licensure under subdivision 
(m). For purposes of this subparagraph, a freestanding clinic is 
defined as "associated" only if more than 20 percent of the 
directors or trustees of the clinic are also the directors or trustees 
of any individual clinic or health facility defined under this 
division, except a clinic exempt from licensure under subdivision 
(In). Any activity by a clinic under this subdivision in connection 
with an affiliated or associated entity shall fully comply with the 
require1nents of this subdivision. This subparagraph shall not 
apply to agreeinents between a clinic and any entity for purposes 
of coordinating medical research. 

(2) By January 1, 2007, and every five years thereafter, the 
Legislature shall receive a report frOln each clinic meeting the 
criteria of this subdivision and any other interested party 
concerning the operation of the clinic's activities. The report 
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shall include, but not be limited to, an evaluation of how the 
clinic impacted competition in the relevant health care lnarket, 
and a detailed description of the clinic's research results and the 
level of acceptance by the payer cOlrnnunity of the procedures 
perfonned at the clinic. The report shall also include a 
description of procedures perfonned both in clinics governed by 
this subdivision and those performed in other settings. The cost 
of preparing the reports shall be borne by the clinics that are 
required to submit them to the Legislature pursuant to this 
paragraph. 

SEC. 6. Section 1214.1 of the Health and Safety Code is 
amended to read: 

1214.1. Notwithstanding Section 1214, each application for 
an ambulatory surgical-elirtie center or a chronic dialysis clinic 
under this chapter for an initial license, renewal license, license 
upon change of ownership, or special permit shall be 
accompanied by an annual fee of three hundred dollars ($300) 
plus an mnount equal to 0.0003 tilnes the clinic's operating cost 
for the last cOlnpleted fiscal year. 

SEC. 7. Section 1226 of the Health and Safety Code is 
mnended to read: 

1226. (a) The regulations shall prescribe the kinds of services 
which lnay be provided by clinics in each category of licensure 
and shall prescribe lninimum standards of adequacy, safety, and 
sanitation of the physical plant and equipment, lninimum 
standards for staffing with duly qualified personnel, and 
lninilnum standards for providing the services offered. These 
lninimum standards shall be based on the type of facility, the 
needs of the patients served, and the types and levels of services 
provided. 

(b) The Office of Statewide Health Planning and 
Developlnent, in consultation with the Community Clinics 
Advisory COlmnittee, shall prescribe lninilnuln construction 
standards of adequacy and safety for the physical plant of clinics 
as found in the California Building Standards Code. 

(c) A city or county, as applicable, shall have plan review and 
building inspection responsibilities for the construction or 
alteration of buildings described in paragraph (1) and paragraph 
(2) of subdivision (b) of Section 1204 and shall apply the 
provisions of the latest edition of the California Building 
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Standards Code in conducting these plan review responsibilities. 
For these buildings, construction and alteration shall include 
conversion of a building to a purpose specified in paragraphs (1) 
and (2) of subdivision (b) of Section 1204. 

Upon the initial sublnittal to a city or county by the governing 
authority or owner of these clinics for plan review and building 
inspection services, the city or county shall reply in writing to the 
clinic whether or not the plan review by the city or county will 
include a certification as to whether or not the clinic project 
submitted for plan review meets the standards as propounded by 
the office in the California Building Standards Code. 

If the city or county indicates that its review will include this 
certification it shall do all of the following: 

(1) Apply the applicable clinic provisions of the latest edition 
of the California Building Standards Code. 

(2) Certify in writing, to the applicant within 30 days of 
cOlnpletion of construction whether or not these standards have 
been Inet. 

(d) If upon initial sublnittal, the city or county indicates that its 
plan review will not include this certification, the governing 
authority or owner of the clinic shall sublnit the plans to the 
Office of Statewide Health Planning and Development who shall 
review the plans for certification whether or not the clinic project 
nleets the standards, as propounded by the office in California 
Building Standards Code. 

(e) When the office performs review for certification, the 
office shall charge a fee in an mnount that does not exceed its 
actual costs. 

(£) The office of the State Fire Marshal shall prescribe 
Ininilnull1 safety standards for fire and life safety in ambulatory 
surgical centers. 

(g) Notwithstanding subdivision (c), the governing authority 
or owner of a clinic Inay request the office to perform plan 
review services for buildings described in subdivision (c). If the 
office agrees to perfonn these services, after consultation with 
the local building official, the office shall charge an mnount not 
to exceed its actual costs. The construction or alteration of these 
buildings shall conform to the applicable provisions of the latest 
edition of the California Building Standards Code for purposes of 
the plan review by the office pursuant to this subdivision. 
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(h) Regulations adopted pursuant to this chapter establishing 
standards for laboratory services shall not be applicable to any 
clinic that operates a clinical laboratory licensed pursuant to 
Section 1265 of the Business and Professions Code. 

SEC. 8. Section 1226.5 of the Health and Safety Code is 
amended to read: 

1226.5. (a) It is the intent of the Legislature to establish 
seislnic safety standards for facilities licensed as ambulatory 
surgical centers pursuant to this chapter, and for facilities 
certified for participation in the federal Medicare Progratn as 
ambulatory surgical centers, which accomlnodate surgical 
patients under general anesthesia, but are not required to relnain 
open and usable after an earthquake to accOlTImodate emergency 
patients. 

(b) A facility described in subdivision (a) which, after January 
1, 1991, anchors fixed medical equiplnent to the floor or roof of 
the facility with a gross operating weight of Inore than 400 
pounds or anchors fixed Inedical equiplnent to the walls or 
ceiling with a gross operating weight of more than 20 pounds 
shall retain the services of an architect licensed in California, a 
structural engineer licensed in California, or a civil engineer 
registered in California to assure that the equipment is anchored 
in such a Inanner to meet the requirelnents of an occupancy 
itnportance factor of 1.00, as set forth in Title 24 of the 
California Code of Regulations. 

(c) A facility described in subdivision ( a) which retains the 
services of an architect or engineer for the anchorage of fixed 
medical equiplnent shall keep available for inspection by the 
departlnent for a period of five years following the installation, a 
current written certification frOln the architect or engineer that 
the equiplnent is Inounted in accordance with the applicable 
requirelnents. 

SEC. 9. Section 1233 of the Health and Safety Code is 
amended to read: 

1233. An atnbulatory surgical center Inay restrict use of its 
facilities to Inelnbers of the medical staff of the ambulatory 
surgical center and other physicians and surgeons approved by 
the Inedical staff to practice at the center. 

SEC. 10. Section 1242 of the Health and Safety Code is 
amended to read: 
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1242. The director may temporarily suspend any license 
issued to a specialty clinic or special permit prior to any hearing, 
when in his opinion such action is necessary to protect the public 
welfare. The director shall notify the licensee or holder of a 
special pennit of the telnporary suspension and the effective date 
thereof, and at the same time shall serve such provider with an 
accusation. Upon receipt of a notice of defense by the licensee or 
holder of a special permit, the director shall set the matter for 
hearing within 30 days after receipt of such notice. The 
temporary suspension shall relnain in effect until the time when 
the hearing is completed and the director has made a final 
determination on the merits; provided, however, that the 
telnporary suspension shall be deemed vacated if the director 
fails to make a final determination on the merits within 60 days 
after the original hearing has been cOlnpleted. 

If the provisions of this chapter or the rules or regulations 
prOlnulgated by the director are violated by a licensed 
mnbulatory surgical center or chronic dialysis clinic or holder of 
a special pennit which is a group, corporation, or other 
association, the director Inay suspend the license or special 
pennit of the organization or Inay suspend the license or special 
pennit as to any individual person within the organization who is 
responsible for the violation. 

SEC. 11. Section 1248.1 of the Health and Safety Code is 
mnended to read: 

1248.1. No association, corporation, firm, partnership, or 
person shall operate, manage, conduct, or maintain an outpatient 
setting in this state, unless the setting is one of the following: 

(a) An ambulatory surgical center that is certified to 
participate in the Medicare Progrmn under Title XVIII (42 
U.S.C. Sec. 1395 et seq.) of the federal Social Security Act. 

(b) Any clinic conducted, Inaintained, or operated by a 
federally recognized Indian tribe or tribal organization, as 
defined in Section 450 or 1601 of Title 25 of the United States 
Code, and located on land recognized as tribal land by the federal 
govermnent. 

(c) Any clinic directly conducted, Inaintained, or operated by 
the United States or by any of its departments, officers, or 
agencIes. 
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(d) Any priInary care clinic licensed under subdivision (a) of 
Section 1204 or any mnbulatory surgical center licensed under 
subdivision (b) of Section 1204. 

(e) Any health facility licensed as a general acute care hospital 
under Chapter 2 (cOlnlnencing with Section 1250). 

(f) Any outpatient setting to the extent that it is used by a 
dentist or physician and surgeon in compliance with Article 2.7 
(cOlmnencing with Section 1646) or Article 2.8 (commencing 
with Section 1647) of Chapter 4 of Division 2 of the Business 
and Professions Code. 

(g) An outpatient setting accredited by an accreditation agency 
approved by the division pursuant to this chapter. 

(h) A setting, including, but not limited to, a Inobile van, in 
which equiplnent is used to treat patients admitted to a facility 
described in subdivision (a), (d), or (e), and in which the 
procedures perfonned are staffed by the Inedical staff of, or other 
health care practitioners with clinical privileges at, the facility 
and are subject to the peer review process of the facility but 
which setting is not a part of a facility described in subdivision 
(a),(d),or(e). 

Nothing in this section shall relieve an association, corporation, 
finn, partnership, or person from complying with all other 
provisions of law that are otherwise applicable. 

SEC. 12. Section 139.3 of the Labor Code is mnended to 
read: 

139.3. (a) Notwithstanding any other provision of law, to the 
extent those services are paid pursuant to Division 4 
(cOlnmencing with Section 3200), it is unlawful for a physician 
to refer a person for clinical laboratory, diagnostic nuclear 
Inedicine, radiation oncology, physical therapy, physical 
rehabilitation, psychOlnetric testing, home infusion therapy, 
outpatient surgery, or diagnostic ilnaging goods or services 
whether for treatment or Inedical-legal purposes if the physician 
or his or her iImnediate fmnily, has a financial interest with the 
person or in the entity that receives the referral. 

(b) For purposes of this section and Section 139.31, the 
following shall apply: 

(1) "Diagnostic imaging" includes, but is not lilnited to, all 
X-ray, cOlnputed axial tOlnography Inagnetic resonance imaging, 
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nuclear Inedicine, positron emISSIOn tomography, 
Inammography, and ultrasound goods and services. 

(2) "lInmediate family" includes the spouse and children of 
the physician, the parents of the physician, and the spouses of the 
children of the physician. 

(3) "Physician" Ineans a physician as defined in Section 
3209.3. 

(4) A "financial interest" includes, but is not limited to, any 
type of ownership, interest, debt, loan, lease, cOlnpensation, 
reinuneration, discount, rebate, refund, dividend, distribution, 
subsidy, or other form of direct or indirect payment, whether in 
Inoney or otherwise, between a licensee and a person or entity to 
whOln the physician refers a person for a good or service 
specified in subdivision (a). A financial interest also exists if 
there is an indirect relationship between a physician and the 
referral recipient, including, but not liInited to, an arrangeinent 
whereby a physician has an ownership interest in any entity that 
leases property to the referral recipient. Any financial interest 
transferred by a physician to, or otherwise established in, any 
person or entity for the purpose of avoiding the prohibition of 
this section shall be deeined a financial interest of the physician. 

(5) A "physician'S office" is either of the following: 
(A) An office of a physician in solo practice. 
(B) An office in which the services or goods are personally 

provided by the physician or by einployees in that office, or 
personally by independent contractors in that office, in 
accordance with other provisions of law. Employees and 
independent contractors shall be licensed or certified when that 
licensure or certification is required by law. 

(6) The "office of a group practice" is an office or offices in 
which two or more physicians are legally organized as a 
partnership, professional corporation, or not-for-profit 
corporation licensed according to subdivision (a) of Section 1204 
of the Health and Safety Code for which all of the following are 
applicable: 

(A) Each physician who is a Ineinber of the group provides 
substantially the full range of services that the physician 
routinely provides, including Inedical care, consultation, 
diagnosis, or treatment, through the joint use of shared office 
space, facilities, equiplnent, and personnel. 
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(B) Substantially all of the services of the physicians who are 
Inelnbers of the group are provided through the group and are 
billed in the name of the group and amounts so received are 
treated as receipts of the group, and except that in the case of 
multispecialty clinics, as defined in subdivision (1) of Section 
1206 of the Health and Safety Code, physician services are billed 
in the name of the multispecialty clinic and amounts so received 
are treated as receipts of the Inultispecialty clinic. 

(C) The overhead expenses of, and the incOlne frOln, the 
practice are distributed in accordance with methods previously 
determined by members of the group. 

(7) Outpatient surgery includes both of the following: 
(A) Any procedure perfonned on an outpatient basis in the 

operating rOOlns, ambulatory surgery rooms, endoscopy units, 
cardiac catheterization laboratories, or other sections of a 
freestanding ambulatory surgical center, whether or not licensed 
under paragraph (1) of subdivision (b) of Section 1204 of the 
Health and Safety Code. 

(B) The mnbulatory surgery itself. 
(c) (1) It is unlawful for a licensee to enter into an 

arrangelnent or scheme, such as a cross-referral arrangelnent, that 
the licensee knows, or should know, has a principal purpose of 
ensuring referrals by the licensee to a particular entity that, if the 
licensee directly Inade referrals to that entity, would be in 
violation of this section. 

(2) It shall be unlawful for a physician to offer, deliver, 
receive, or accept any rebate, refund, cOlmnission, preference, 
patronage dividend, discount, or other consideration, whether in 
the form of money or otherwise, as compensation or inducement 
for a referred evaluation or consultation. 

(d) No claim for paYlnent shall be presented by an entity to 
any individual, third-party payer, or other entity for any goods or 
services furnished pursuant to a referral prohibited under this 
section. 

(e) A physician who refers to or seeks consultation frOln an 
organization in which the physician has a financial interest shall 
disclose this interest to the patient or if the patient is a minor, to 
the patient's parents or legal guardian in writing at the time of the 
referral. 
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(f) No insurer, self-insurer, or other payer shall pay a charge or 
lien for any goods or services resulting frOln a referral in 
violation of this section. 

(g) A violation of subdivision ( a) shall be a misdemeanor. The 
appropriate licensing board shall review the facts and 
circmnstances of any conviction pursuant to subdivision (a) and 
take appropriate disciplinary action if the licensee has committed 
unprofessional conduct. Violations of this section Inay also be 
subject to civil penalties of up to five thousand dollars ($5,000) 
for each offense, which Inay be enforced by the Insurance 
COlmnissioner, Attorney General, or a district attorney. A 
violation of subdivision (c), (d), ( e), or (f) is a public offense and 
is punishable upon conviction by a fine not exceeding fifteen 
thousand dollars ($15,000) for each violation and appropriate 
disciplinary action, including revocation of professional 
licensure, by the Medical Board of California or other 
appropriate governmental agency. 

SEC. 13. No reilnbursement is required by this aet pursuant 
to Seetion 6 of Artiele XIII B of the California Constitution 
beeause the only eosts that may be ineurred by a loeal ageney or 
sehool distriet vv ill be ineurred beeause this aet ereates a nevV 
elinie or infraetion, elitninates a mitne or infraetion, or ehanges 
the penalty for a crime or infraction, vv ithin the Ineaning of 
Section 17556 of the Government Code, or ehanges the 
definition of a erilne '9v ithin the Ineaning of Section 6 of Artiele 
XIH B of the California Constitution. 

o 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2583 VERSION: AMENDED MARCH 27, 2006 

AUTHOR: NATION SPONSOR: AUTHOR 

RECOMMENDED POSITION: OPPOSE UNLESS AMENDED 

SUBJECT: DISPENSING PRESCRIPTION DRUGS AND DEVICES: REFUSAL TO 
DISPENSE 

Existing Law: 

1) States that no licentiate shall obstruct a patient in obtaining a prescription drug or device that 
has been legally prescribed or ordered for that patient. A violation of this section constitutes 
unprofessional conduct by the licentiate and shall subject the licentiate to disciplinary action by 
his or her licensing agency. (B&P 733) 

2) Requires a licentiate to dispense drugs and devices pursuant to a lawful order or prescription 
unless one of the following circumstances exists: 1) dispensing pursuant the prescription is 
contrary to law or the prescribed drug or device would cause a harmful drug interaction or would 
otherwise adversely affect the patient's medical condition; 2) the prescription drug or device is 
not in stock; or 3) the licentiate refuses on ethical, moral, or religious grounds to dispense a 
drug or device pursuant to an order or prescription, and the licentiate has previously notified his 
or her employer, in writing, of the drug or class of drugs to which he or she objects; and the 
employer can, provide a reasonable accommodation of the licentiate's objection by establishing 
protocols that ensure that the patient has timely access to the prescribed drug or device despite 
the licentiate's refusal to dispense the prescription or order. (B&P 733) 

Requires every pharmacy to prominently a place conspicuous to and readable by prescription 
drug consumers a notice provided by the board concerning the availability of prescription price 
information, the possibility of generic drug product selection, and the type of services provided 
by pharmacies; alternatively, a written receipt that contains the required information on the 
notice may be provided to consumers to posting the notice in the pharmacy. (B&P 4122) 

Specifies the wording of the Notice to Consumers that must be posted in accordance with B&P 
section 4122. (CCR 1707.2) 

This Bill: 

1) Requires the board create and provide to licentiates or licentiate's employers a sign 
informing patients of the following: 

i. If a licentiate refuses to dispense a prescription drug or device based on ethical, moral, or 
religious grounds, the patient has a right to timely access to the prescribed drug or device. 

ii. Howa patient may file a complaint with the board, including contact information for the 
board. (B&P 733 Amended) 



3) Requires the licentiate or licentiate's employer to place the sign in a location that is visible to 
patients and that is at or near the entrance of the business if a licentiate, pursuant to B&P 733, 
declines to dispense a prescription drug or device. (B&P 733 Amended) 

Comment: 

1) Author's Intent. The author's intent is to "ensure patients receive their prescription drugs in 
a timely manner, especially when a pharmacist chooses not to fill the prescription based on 
ethical, moral or religious reasons. A sign notifying a patient that a pharmacist will not dispense 
a drug or devise pursuant to a prescription will allow a patient to, among other options, choose a 
pharmacy that will fulfill the patient's needs. Waiting in line just to be rejected will only delay 
access to a prescribed drug or device." 

2) Real Issue. The stated goal of SB 644 and AB 2583 has been to ensure that a patient has 
access to their prescribed medications while preserving a licentiate's has the right to refuse to fill 
a prescription based on ethical, moral or religious objections. While the goal of the measures 
has been broad based, almost all of the discussions on the bills have been exclusively on 
women's access to emergency contraception (EC). If access to EC is the true goal of the 
legislation, then AB 2583 and related discussions should focus on EC. Currently the board 
receives fewer than two complaints a year relating to EC access. Given that there are 
approximately 30,000-licensed pharmacists in the state the actions the bill proposes to fix the 
problem access to EC appear to be premature. 

3) Costs to the Board. The board estimates it would cost $24,00 in fiscal year 2006-07 to 
comply with measure; annual cost thereafter would be approximately $2,400 per fiscal year. 

Fiscal Year 2006-07 
0.12 PY (AGPA) to create and gain approval for sign 
Initial Printing of 6,000 sign $12,000 
Initial mailing cost (includes mailing tubes and postage $2/sign) $12,000 

Total $24,000 
Annual Cost beyond 2007 

Print and mail 600 sign to newly licensed pharmacies Total $2,400 

In cases where a pharmacy is newly licensed the board may include the sign in the same 
mailing tube as the Notice to Consumers required by B&P 4122; in this situation the cost would 
be considerably less and limited to the additional postage for additional weight of the sign in the 
mailing tube. 

4) Suggested Amendments. (1) Specify in law the exact wording of the sign. (2) Require 
pharmacies, rather than the board, to print the sign. (3) Why is the sign needed if the point it for 
patients to get their medications due to protocol in B&P 733 (b)(3)(A)? 

5) Previous Legislation. SB 644 (Chapter 417, Statutes of 2005) added B&P section 733 to 
the code to require a health care licentiate to dispense drugs and devices pursuant to a lawful 
prescription or order except in specified circumstances, including on ethical, moral, or religious 
grounds asserted by the licentiate. The board gained amendments to the measure that allows 
the board to cite and fine or issue letters of admonishment for violations of the measure's 
provisions. 



6) Support I Opposition. 

Support: California National Organization for Women 

Opposition: Capitol Resource Institute 
California Society of Health-System Pharmacists 

7) History. 

2006 
Apr. 19 From committee: Do pass, and re-refer to Com. on APPR. Re-referred. (Ayes 9. 

Noes 3.) (April 18). 
Apr. 5 From committee: Do pass, and re-refer to Com. on HEALTH. Re-referred. (Ayes 

6. Noes 2.) (April 4). 
Mar. 28 Re-referred to Com. on B. & P. 
Mar. 27 From committee chair, with author's amendments: Amend, and re-refer 
Mar. 20 Referred to Coms. on B. & P. and HEALTH 
Feb. 27 Read first time. 
Feb. 25 From printer. May be heard in committee March 27. 
Feb. 27 Read first time. 
Feb. 25 From printer. May be heard in committee March 27. 
Feb. 24 Introduced. To print. 
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AMENDED IN ASSEMBLY MARCH 27, 2006 

CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2583 

Introduced by Assembly Member Nation 

February 24, 2006 

An act to atnend Section 733 of the Business and Professions Code, 
relating to healing arts. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2583, as atnended, Nation. Dispensing prescription drugs and 
devices: refusal to dispense. 

Existing law prohibits a health care licentiate frOln obstructing a 
patient in obtaining a prescription drug or device, and requires the 
licentiate to dispense drugs and devices pursuant to a lawful 
prescription or order, except in specified circumstances, including on 
ethical, lnoral, or religious grounds asserted by the licentiate if certain 
requirelnents are lnet. Existing law authorizes the California State 
Board of Phannacy to issue a citation for a violation of these 
provisions and authorizes its executive officer to issue a letter of 
adinonishlnent for their violation. 

This bill would require the board to create and provide a sign 
infonning a patient of his or her right to tiInely access to a prescribed 
drug or device that a licentiate has refused to dispense based on 
ethical, moral, or religious grounds and informing a patient ofhow to 
file a complaint with the board. The bill would require licentiates 
authorized to Inake such a refusal, or their elnployers, to visibly place 
the sign at or near the entrance of the business. 

Vote: Inajority. Appropriation: no. Fiscal cOlnlnittee: yes. 
State-Inandated local progran1: no. 
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The people ofthe State ofCalifornia do enact asfollows: 

SECTION 1. Section 733 of the Business and Professions 
Code is amended to read: 

733. (a) No licentiate shall obstruct a patient in obtaining a 
prescription drug or device that has been legally prescribed or 
ordered for that patient. A violation of this section constitutes 
unprofessional conduct by the licentiate and shall subject the 
licentiate to disciplinary or administrative action by his or her 
licensing agency. 

(b) Notwithstanding any other provision of law, a licentiate 
shall dispense drugs and devices, as described in subdivision (a) 
of Section 4024, pursuant to a lawful order or prescription unless 
one of the following cirCUlnstances exists: 

(1) Based solely on the licentiate's professional training and 
judgment, dispensing pursuant to the order or the prescription is 
contrary to law, or the licentiate detennines that the prescribed 
drug or device would cause a hannful drug interaction or would 
otherwise adversely affect the patient's Inedical condition. 

(2) The prescription drug or device is not in stock. If an order, 
other than an order described in Section 4019, or prescription 
Calmot be dispensed because the drug or device is not in stock, 
the licentiate shall take one of the following actions: 

(A) llmnediately notify the patient and arrange for the drug or 
device to be delivered to the site or directly to the patient in a 
timely manner. 

(B) Promptly transfer the prescription to another phannacy 
known to stock the prescription drug or device that is near 
enough to the site from which the prescription or order is 
transferred, to ensure the patient has tilnely access to the drug or 
device. 

(C) Return the prescription to the patient and refer the patient 
. The licentiate shallinake a reasonable effort to refer the patient 
to a phannacy that stocks the prescription drug or device that is 
near enough to the referring site to ensure that the patient has 
tilnely access to the drug or device. 

(3) The licentiate refuses on ethical, Inoral, or religious 
grounds to dispense a drug or device pursuant to an order or 
prescription. 
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(A) A licentiate may decline to dispense a prescription drug or 
device on this basis only if the licentiate has previously notified 
his or her employer, in writing, of the drug or class of drugs to 
which he or she objects, and the licentiate's employer can, 
without creating undue hardship, provide a reasonable 
acconunodation of the licentiate's objection. The licentiate's 
elnployer shall establish protocols that ensure that the patient has 
tilnely access to the prescribed drug or device despite the 
licentiate's refusal to dispense the prescription or order. For 
purposes of this section, "reasonable accomlnodation" and 
"undue hardship" shall have the Salne meaning as applied to 
those terms pursuant to subdivision (I) of Section 12940 of the 
Govermnent Code. 

(B) The California State Board of Pharmacy shall create and 
provide to licentiates or licentiate's elnployers a sign informing 
patients that, if ofthe following: ' 

(i) If a licentiate refuses to dispense a prescription drug or 
device based on ethical, moral, or religious grounds, the patient 
has a right to timely access to the prescribed drug or device.-lf 

(ii) How a patient may file a complaint with the board, 
including providing contact information for the board. 

(C) Ifa licentiate is authorized, pursuant to subparagraph (A), 
to decline to dispense a prescription drug or device, the licentiate 
or licentiate's elnployer shall place this sign the sign described in 
subparagraph (B) in a location that is visible to patients and that 
is at or near the entrance of the business. 

(c) For the purposes of this section, "prescription drug or 
device" has the Salne meaning as the definition in Section 4022. 

(d) The provisions of this section shall apply to the drug 
therapy described in paragraph (8) of subdivision (a) of Section 
4052. 

(e) This section ilnposes no duty on a licentiate to dispense a 
drug or device pursuant to a prescription or order without 
paYlnent for the drug or device, including paYlnent directly by 
the patient or through a third party payer accepted by the 
licentiate or payment of any required copayment by the patient. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2743 VERSION: INTRODUCED 

AUTHOR: MATTHEWS SPONSOR: CA. RETAILERS ASSOCIATION (CRA) 

RECOMMENDED POSITION: NO POSITION 

SUBJECT: PHARMACISTS: ANCILLARY PERSONNEL 

Existing Law: 

1) Limits the number of intern pharmacists a pharmacist can supervise at anyone time to no 
more than two. (B&P 4114) 

2) Limits the number of pharmacy technicians a pharmacy with only one pharmacist can have 
to no more than one. (B&P 4115) 

3) Caps the ratio of pharmacists to pharmacy technicians for pharmacies with more than one 
pharmacist to no more than 2: 1, after the first pharmacist (when a 1: 1 ratio is required). 

(B&P 4115) 

4) Limits the number of pharmacy technician trainees a pharmacist may supervise at any time 
to one. (B&P 4115) 

5) Permits a pharmacist to determine the number of non-licensed personnel he or she may 
supervise that perform the duties of typing a prescription label or otherwise enter prescription 
information into a computer record system. (CCR 1793.3) 

This Bill: 

1) Limits number of ancillary personnel a pharmacy may have to no more than eight per 
pharmacist. (B&P 4115.3 Added) 

2) Permits each pharmacist to have discretion as to how many ancillary personnel, within this 
limit, he or she supervises, subject to the limits set forth in B&P sections 4114, 4115, and 
4115.5. (B&P 4115.3 Added) 

2) Defines "ancillary personnel" to include pharmacy technicians, pharmacy technician trainees, 
interns, clerks, and typists. (B&P 4115.3 Added) 

Comment: 

1) Author's Intent. The author and sponsor's intent is to increase the pharmacy technician to 
pharmacist ratio allowed in a pharmacy. (The current ratio is 2: 1 when there are two or more 
pharmacists in a pharmacy.) The sponsor hopes to achieve the increase by limiting the number 
of ancillary personnel allowed in a pharmacy. The sponsor is currently working with those that 



may oppose the bill. If the sponsor is successful in eliminating opposition to the bill the bill will 
likely be amended to reflect a new pharmacy technician to pharmacist ratio and ancillary 
personnel to pharmacist ratio. 

2) Board History on Issue. The board reviewed the issue of staffing ratios in the November 
2001, Pharmacy Manpower Task Force Report and subsequently set the staffing ratio for 
community pharmacies at 4: 1; that is one pharmacist may supervise up to two interns, one 
technician, and one technician in training. Subsequent legislation authorized a second and 
additional pharmacist to supervise two technicians (a ration of 5: 1). The board removed a 
regulation on the limit on the number of clerk typist that a pharmacist may supervise. 

3) Other States Pharmacy Technicians to Pharmacist Ratios. The staffing ratio of 
pharmacy technicians to pharmacist varies from state to state; seven states have a ratio of 4: 1, 
three states have a ratio of 3: 1, and fifteen states have a ratio similar to California's of 2: 1. 

4) Suggested Amendment. As currently drafted AB 2743 would restore the "clerk typist" ratio 
of staff a pharmacist may supervise. If the measure moves forward a definition of "clerk typist" 
should be amended into the bill. 

5) History. 

2006 

Mar. 20 
Feb. 25 
Feb. 24 

Referred to Com. on B. & P. 
From printer. May be heard in committee March 27. 
Introduced. To print. 



CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2743 

Introduced by Assembly Member Matthews 

February 24, 2006 

An act to add Section 4115.3 to the Business and Professions Code, 
relating to healing arts. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2743, as introduced, Matthews. Phannacists: ancillary 
personnel. 

Existing law, the Phannacy Law, the violation of which is a crilne, 
provides for the licensing and regulation of the practice of phannacy 
by the California State Board of Phannacy. Existing law provides that 
a phannacy with only one pharmacist shall have no lnore than one 
phannacy technician perfonning specified tasks, and makes other 
provisions for the supervision of intern pharmacists, pharmacy 
technicians, and phannacy technician trainees by a pharmacist. 

This bill would prohibit a pharmacy frOln employing more than 8 
ancillary personnel, as defined, per pharn1acist. The bill would give a 
phannacist discretion as to how lnany personnel he or she supervises, 
subject to the limits of existing law. Because this bill would create a 
new prohibition under the Phannacy Law, the violation of which 
would be a crime, it would impose a state-Inandated local progrmn. 

The California Constitution requires the state to reilnburse local 
agencies and school districts for certain costs lnandated by the state. 
Statutory prOVISIOns establish procedures for lnaking that 
reilnburselnent. 

This bill would provide that no reilnburselnent is required by this 
act for a specified reason. 
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Vote: Inajority. Appropriation: no. Fiscal cOlnlnittee: yes. 
State-mandated local program: yes. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 

o 

SECTION 1. Section 4115.3 is added to the Business and 
Professions Code, to read: 

4115.3. (a) A pharmacy shall have no Inore than eight 
ancillary personnel per pharmacist. Each phannacist shall have 
individual discretion as to how Inany ancillary personnel, within 
this limit, he or she supervises, subject to the liInits set forth in 
Sections 4114, 4115, and 4115.5. 

(b) For purposes of this section, "ancillary personnel" includes 
phannacy technicians, phannacy technician trainees, interns, 
clerks, and typists. 

SEC. 2. No reiInburselnent is required by this act pursuant to 
Section 6 ofArticle XIII B of the California Constitution because 
the only costs that Inay be incurred by a local agency or school 
district will be incurred because this act creates a new crime or 
infraction, eliminates a crime or infraction, or changes the 
penalty for a criIne or infraction, within the Ineaning of Section 
17556 of the Goverrunent Code, or changes the definition of a 
criIne within the Ineaning of Section 6 of Article XIII B of the 
California Constitution. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: AB 2986 VERSION: AMENDED APRIL 5, 2006 

AUTHOR: MULLIN SPONSOR: DEPARTMENT OF JUSTICE 

RECOMMENDED POSITION: NO POSITION 

SUBJECT: CONTROLLED SUBSTANCES: PRESCRIPTION REQUIREMENTS 

Existing Law: 

1) Describes the required security features of controlled substances prescription forms. 
(H&S 11162.1) 

2) Describes the required information that must be on a controlled substances prescription 
form for a person to fill, compound, or dispense a prescription for a controlled substance. 

(H&S 11164) 

3) Authorizes a prescriber or any agent of the prescriber on behalf of the prescriber to orally or 
electronically transmit a prescription for a controlled substance classified in Schedule III, IV. 

(H&S 11164) 

4) Requires DOJ to maintain the Controlled Substance Utilization Review and Evaluation 
System (CURES) for monitoring the prescribing and dispensing of Schedule II and III controlled 
substances by all practitioners authorized to prescribe or dispense these controlled substances. 

(H&S 11165) 

5 Requires pharmacies to report the following information to DOJ for Schedule II and III 
controlled substances: full name, address, gender, and date of birth of the patient; the 
prescriber's category of licensure and license number; federal controlled substance registration 
number; and the state medical license number of any prescriber using the federal controlled 
substance registration number of a government-exempt facility; pharmacy prescription number, 
license number, and federal controlled substance registration number; the NDC (National Drug 
Code) number of the controlled substance dispensed; the quantity of the controlled substance 
dispensed; the diagnosis code; date of the prescription and date of the dispensing the 
prescription. (H&S 11165) 

6) Permits a licensed health care practitioner eligible to prescribe Schedule II or III controlled 
substances or a pharmacist to make a written request for, and the DOJ to release to that 
practitioner or pharmacist, the history of controlled substances dispensed to an individual under 
his or her care based on data contained in CURES. (H&S 11165.1) 

7) Requires every practitioner, other than a pharmacist, who prescribes or administers a 
controlled substance classified in Schedule II to make a record that, as to the transaction, 
shows all of the information in H&S 11165. (H&S 11190) 



This Bill: 

1) Requires secure tamper-resistant prescription forms to include the following preprinted 
information on the forms in addition to what is currently required: 

• 	 The name, address, and telephone number of the ultimate user or research subject, or 
the contact information as determined by the Secretary of the United States Department 
of Health and Human Services. 

• 	 Check boxes so that the prescriber must indicate the number of refills and whether the 
prescription is a first-time request. 

• 	 The date of origin of the prescription. 
(H&S 11162.1 Amended) 

2) Requires information listed in H&S 11162.1 to be on the security prescription form for a person 
to fill, compound, or dispense a prescription for a controlled substance. (H&S 11164 Amended) 

3) Requires a dispensing pharmacy to provide DOJ the following information, in addition to 
what is currently required, for each Schedule II, III, or IV prescription it dispenses: 

• 	 The name, address, and telephone number of the ultimate user or research subject, or 
the contact information as determined by the Secretary of the United States Department 
of Health and Human Services. 

• 	 Check boxes so that the prescriber may indicate the number of refills and whether the 
prescription is a first time request. 

• 	 The date of origin of the prescription. 
(H&S 11165 Amended) 

4) Requires the CURES program to monitor and report the prescribing and dispensing of 
Schedule II, III, IV controlled substances by all practitioners authorized to prescribe or dispense 
these controlled substances. (H&S 11165 and 11165.1 Amended) 

5) Requires every practitioner, other than a pharmacist, who prescribes or administers a 
controlled substance classified as Schedule II to make a record that, as to the transaction, 
shows all of the information in H&S 11165. (H&S 11190 Amended) 

6) Changes the controlled substances reporting requirement to DOJ from monthly to weekly. 
(H&S 11190 Amended) 

Comment: 

1) Author's Intent. The bill is sponsored the DOJ. The author's intent is to align California's 
Prescription Monitoring Program (PMP) with the federal National All Schedules Prescription 
Electronic Reporting Act of 2005 (NASPER Act). This proposal will ensure state compliance 
with new federal mandates. 

2) NASPER Act and CURES. The NASPER Act was signed into law by President Bush on 
August 11, 2005. The Act requires all states to establish a PMP or enhance their current state 
PMP. 

The NASPER Act imposes several mandates not previously required by DOJ's Controlled 
Substances Utilization Review and Evaluation System (CURES) program. These mandates 
include: 

• 	 Capturing Schedule IV controlled substances data. 
• 	 Requiring dispensers to report to states within one week of each dispensing of a 

controlled substance 



• 	 Requiring specific data, such as patient telephone number, number of refills, and 
whether the prescription is for a refill or a first-time prescription. 

• 	 Requiring secure prescription forms include a refill notation; under current law this 
notation is optional at the prescriber's request. 

• 	 Requiring dispensers to report information in an electronic format specified by the 
U.S. Secretary of Health and Human Services, with an exception that the state may 
waive the required format with respect to individual dispensers. 

3) Concerns with the Measure. The board reviewed AB 2986 as a legislative proposal at the 
board's meeting in February 2006. At that meeting discussion among board members and staff 
yielded two main concerns with the proposal as now contained in AB 2986, they are: 

1. 	 What happens if a patient cannot provide a telephone number or an address? (Can a 
pharmacist add this information?) 

2. 	 "Date of issue" versus "date of origin." 

Not discussed at the meeting, but may be raised as a related issue is, is there a necessity to 
continue to use specialized prescription forms for controlled substances? This issue is raised in 
SB 1366, a related bill, that would amend overlapping sections of law delete the requirement 
that prescriptions for controlled substances be written on security printer prescription forms. 

4) Related Legislation. SB 1366 (Aanestad) would eliminate the required use of specialized 
prescription forms by physicians and surgeons when issuing prescriptions for controlled 
substances. SB 1366 is set to be heard in the Senate Public Safety Committee on April 24, 2006. 

5) Previous Legislation. SB 734 (Chapter 487, Statues of 2005), sponsored the DOJ, 
provided clean-up changes to facilitate the effective operation of the CURES, the prescribing 
and dispensing of controlled substances, and the program duties of the Bureau of Narcotics 
Enforcement. Among other provisions the measure transferred the approval of security printers 
from the board to the DOJ. The board sought a technical amendment to cap board spending for 
CURES to the amount of money appropriated by the state budget. 

SB 151 (Statutes of 2003, Chapter 406) implementing the "Pain Treatment and Diversion Act of 
2003, "the Controlled Substances Utilization Review and Evaluation System (CURES) became 
permanent. 

AB 2018 (Chapter 1092, Statutes of 2002) provided changes to the triplicate pad and established 
a process for correction of prescription errors. 

AB 2693 (Chapter 789, Statutes of 1998) exempted Schedule II controlled substances for patients 
with terminal illnesses from triplicate prescription form requirements. 

AS 3042 (Chapter 738, Statutes of 1996) created the CURES program on a pilot basis. 

6) 	 Support I Opposition. 

Support: Department of Justice (Sponsor)  
California Narcotic Officers Association  
Medical Board of California  

Opposition: Association of Northern California Oncologists  
California Medical Association  



7) History. 

2006 

Apr. 19 From committee: Do pass, and re-refer to Com. on APPR. Re-referred. (Ayes 4. 
Noes 0.) (April 18). 

Apr. 6 Re-referred to Com. on PUB. S. 
Apr. 5 From committee chair, with author's amendments: Amend, and re-refer to Com. on 

PUB. S. Read second time and amended. 
Mar. 23 Referred to Com. on PUB. S. 
Feb. 27 Read first time.  
Feb. 25 From printer. May be heard in committee March 27.  
Feb. 24 Introduced. To print.  



AMENDED IN ASSEMBLY APRIL 5, 2006 

CALIFORNIA LEGISLATURE-2005-o6 REGULAR SESSION 

ASSEMBLY BILL No. 2986 

Introduced by Assembly Member Mullin 

February 24,2006 

An act to mnend Sections 11162.1, 11164, 11165, 11165.1, and 
11190 of the Health and Safety Code, relating to controlled 
substances. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 2986, as mnended, Mullin. Controlled substances: prescription 
requirelnents. 

(1) Existing law provides that no person shall prescribe a controlled 
substance, nor shall any person fill, cOlnpound, or dispense such a 
prescription unless the prescription complies with specified 
requirements; the prescription Inust be printed with specified features 
and Inust set forth specified infonnation. Unless otherwise specified, a 
violation of any of these provisions is a Inisdelneanor, punishable as 
specified. 

This bill would require the prescription fonns to also include the 
name, address, and telephone nUlnber of the ultimate user or research 
subject, or the contact infonnation as detennined by the U.S. 
Secretary of Health and HUlnan Services; check boxes so that the 
prescriber Inay indicate that a l'reseril'tion is a first titne request or 
that a sl'eeified the number of refills of the l'reseril'tion ha ve been 
ordered sinee the first l'reseril'tion; and the date of origin of the 
l'reselil'tion and whether the prescription is a first-time request or a 
refill. 

98 



AB 2986 -2

(2) Existing law provides for the electronic Inonitoring and 
reporting of the prescribing and dispensing of Schedule II and 
Schedule III controlled substances pursuant to the Controlled 
Substance Utilization Review and Evaluation System (CURES) 
progrmn. 

This bill would provide that the CURES progrmn shall also Inonitor 
and report on the prescribing and dispensing of Schedule IV 
controlled substances. 

(3) Existing law provides that every practitioner, other than a 
phannacist, who prescribes or adininisters a Schedule II controlled 
substance shall make a record of the transaction and shall provide the 
Departlnent of Justice with information relating to the transaction on a 
monthly basis, as specified. 

This bill would instead require the infonnation to be provided to the 
Departinent of Justice on a weekly basis. 

(4) The bill would Inake conforming changes to related provisions. 
By revising existing crimes, this bill would impose a state-Inandated 
local program. 

The California Constitution requires the state to reimburse local 
agencies and school districts for certain costs mandated by the state. 
Statutory prOVISIOns establish procedures for Inaking that 
reilnburseinent. 

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

Vote: Inajority. Appropriation: no. Fiscal comlnittee: yes. 
State-lnandated local progrmn: yes. 

The people ofthe State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 

SECTION 1. Section 11162.1 of the Health and Safety Code 
is mnended to read: 

11162.1. (a) The prescription fonns for controlled substances 
shall be printed with the following features: 

(1) A latent, repetitive "void" pattern shall be printed across 
the entire front of the prescription blank; if a prescription is 
scanned or photocopied, the word "void" shall appear in a pattern 
across the entire front of the prescription. 

(2) A watennark shall be printed on the backside of the 
prescription blank; the watennark shall consist of the words 
"California Security Prescription." 
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(3) A chelnical void protection that prevents alteration by 
chelnical washing. 

(4) A feature printed in thenno-chromic ink. 
(5) An area of opaque writing so that the writing disappears if 

the prescription is lightened. 
(6) A description of the security features included on each 

prescription fonn. 
(7) (A) Six quantity check off boxes shall be printed on the 

fonn and the following quantities shall appear: 
1-24 
25-49 
50-74 
75-100 
101-150 
151 and over. 
(B) In conjunction with the quantity boxes, a space shall be 

provided to designate the units referenced in the quantity boxes 
when the drug is not in tablet or capsule form. 

(8) Prescription blanks shall contain a statelnent printed on the 
bottOln of the prescription blank that the "Prescription is void if 
the nUlnber of drugs prescribed is not noted." 

(9) The preprinted natne, category of licensure, license 
nUlnber, federal controlled substance registration number of the 
prescribing practitioner. 

(10) The telephone nUlnber of the ultilnate user or research 
subject, or the contact infonnation as detennined by the 
Secretary of the United States Department of Health and Human 
Services. 

(11) Check boxes shall be printed on the fonn so that the 
preseIiber Ina) indicate that a pIeseription is a fiIst-time Iequest 
OI that a specified nmnbeI of refills of the pIeseription have been 
ordered since the first prescription. prescriber may indicate the 
number of refills ordered and whether the prescription is a 
first-time request or a refill. 

(12) The date of origin of the prescription. 
(13) A check box indicating the prescriber's order not to 

substitute. 
(14) An identifying nUlnber assigned to the approved security 

printer by the Departlnent of Justice. 
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(15) (A) A check box by the nmne of each prescriber when a 
prescription form lists Inultiple prescribers. 

(B) Each prescriber who signs the prescription fonn shall 
identify hinlself or herself as the prescriber by checking the box 
by their name. 

(b) Each batch ofcontrolled substance prescription fonns shall 
have the lot nUlnber printed on the form and each form within 
that batch shall be numbered sequentially beginning with the 
nUlneral one. 

(c) (1) A prescriber designated by a licensed health care 
facility, a clinic specified in Section 1200, or a clinic specified in 
subdivision (a) of Section 1206 that has 25 or more physicians or 
surgeons Inay order controlled substance prescription forms for 
use by prescribers when treating patients in that facility without 
the infonnation required in paragraph (9) of subdivision (a) or 
paragraph (3) of this subdivision. 

(2) Fonns ordered pursuant to this subdivision shall have the 
nmne, category of licensure, license number, and federal 
controlled substance registration nUlnber of the designated 
prescriber and the nmne, address, category of licensure, and 
license nlunber of the licensed health care facility the clinic 
specified in Section 1200, or the clinic specified in subdivision 
(a) of Section 1206 that has 25 or Inore physicians or surgeons 
preprinted on the fonn. 

(3) Fonns ordered pursuant to this section shall not be valid 
prescriptions without the nmne, category of licensure, license 
nUlnber, and federal controlled substance registration nUlnber of 
the prescriber on the fonn. 

(4) (A) Except as provided in subparagraph (B), the designated 
prescriber shalllnaintain a record of the prescribers to whOln the 
controlled substance prescription forms are issued, that shall 
include the nmne, category of licensure, license number, federal 
controlled substance registration nUlnber, and the quantity of 
controlled substance prescription fonns issued to each prescriber 
and be Inaintained in the health facility for three years. 

(B) Forms ordered pursuant to this subdivision that are printed 
by a cOlnputerized prescription generation systeln shall not be 
subject to the requirelnents set forth in subparagraph (A) or 
paragraph (7) of subdivision (a). Fonns printed pursuant to this 
subdivision that are printed by a cOlnputerized prescription 
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generation system may contain the prescriber's name, category of 
professional licensure, license nUlnber, federal controlled 
substance registration number, and the date of the prescription. 

(d) This section shall beCOlne operative on July 1, 2004. 
SEC. 2. Section 11164 of the Health and Safety Code is 

amended to read: 
11164. Except as provided in Section 11167, no person shall 

prescribe a controlled substance, nor shall any person fill, 
compound, or dispense a prescription for a controlled substance, 
unless it cOlnplies with the requirelnents of this section. 

(a) Each prescription for a controlled substance classified in 
Schedule II, III, IV, or V, except as authorized by subdivision 
(b), shall be Inade on a controlled substance prescription fonn as 
specified in Section 11162.1 and shall meet the following 
requirements: 

(1) The prescription shall be signed and dated by the 
prescriber in ink and shall contain the prescriber's address and 
telephone nUlnber; the name, address, and telephone number of 
the ultilnate user or research subject, or contact infonnation as 
detennined by the Secretary of the United States Departlnent of 
Health and HUlnan Services; refill infonnation, such as the 
nUlnber of refills ordered and whether the prescription is a 
first-time request or a refill; the date of origin of the prescription; 
and the nmne, quantity, strength, and directions for use of the 
controlled substance prescribed. 

(2) The prescription shall also contain the address of the 
person for whOln the controlled substance is prescribed. If the 
prescriber does not specify this address on the prescription, the 
phannacist filling the prescription or an elnployee acting under 
the direction of the phannacist shall write or type the address on 
the prescription or maintain this infonnation in a readily 
retrievable fonn in the phannacy. 

(b) (1) Notwithstanding paragraph (1) of subdivision (a) of 
Section 11162.1, any controlled substance classified in Schedule 
III, IV, or V Inay be dispensed upon an oral or electronically 
transmitted prescription, which shall be produced in hard copy 
form and signed and dated by the phannacist filling the 
prescription or by any other person expressly authorized by 
provisions of the Business and Professions Code. Any person 
who translnits, Inaintains, or receives any electronically 

98 



1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 

AB 2986 6

translnitted prescription shall ensure the security, integrity, 
authority, and confidentiality of the prescription. 

(2) The date of issue of the prescription and all the infonnation 
required for a written prescription by subdivision (a) shall be 
included in the written record of the prescription; the phannacist 
need not include the address, telephone nUlnber, license 
classification, or federal registry number of the prescriber or the 
address of the patient on the hard copy, if that information is 
readily retrievable in the pharmacy. 

(3) Pursuant to an authorization of the prescriber, any agent of 
the prescriber on behalf of the prescriber Inay orally or 
electronically transmit a prescription for a controlled substance 
classified in Schedule III, IV, or V, if in these cases the written 
record of the prescription required by this subdivision specifies 
the nmne of the agent of the prescriber transmitting the 
prescription. 

(c) The use of cOlllinonly used abbreviations shall not 
invalidate an otherwise valid prescription. 

(d) Notwithstanding any provision of subdivisions (a) and (b), 
prescriptions for a controlled substance classified in Schedule V 
Inay be for more than one person in the same fmnily with the 
smne Inedical need. 

(e) This section shall becOlne operative on January 1,2005. 
SEC. 3. Section 11165 of the Health and Safety Code IS 

alnended to read: 
11165. (a) To assist law enforcelnent and regulatory 

agencies in their efforts to control the diversion and resultant 
abuse of Schedule II, Schedule III, and Schedule IV controlled 
substances, and for statistical analysis, education, and research, 
the DepartInent of Justice shall, contingent upon the availability 
of adequate funds frOln the Contingent Fund of the Medical 
Board of California, the Phannacy Board Contingent Fund, the 
State Dentistry Fund, the Board of Registered Nursing Fund, and 
the Osteopathic Medical Board of California Contingent Fund, 
maintain the Controlled Substance Utilization Review and 
Evaluation System (CURES) for the electronic monitoring of the 
prescribing and dispensing of Schedule II, Schedule III, and 
Schedule IV controlled substances by all practitioners authorized 
to prescribe or dispense these controlled substances. 
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(b) The reporting of Schedule III and Schedule IV controlled 
substance prescriptions to CURES shall be contingent upon the 
availability of adequate funds from the DepartInent of Justice. 
The DepartInent of Justice Inay seek and use grant funds to pay 
the costs incurred from the reporting of controlled substance 
prescriptions to CURES. Funds shall not be appropriated frOln 
the Contingent Fund of the Medical Board of California, the 
Pharmacy Board Contingent Fund, the State Dentistry Fund, the 
Board of Registered Nursing Fund, the Naturopathic Doctor's 
Fund, or the Osteopathic Medical Board ofCalifornia Contingent 
Fund to pay the costs of reporting Schedule III and Schedule IV 
controlled substance prescriptions to CURES. 

(c) CURES shall operate under existing provisions of law to 
safeguard the privacy and confidentiality of patients. Data 
obtained frOln CURES shall only be provided to appropriate 
state, local, and federal persons or public agencies for 
disciplinary, civil, or criminal purposes and to other agencies or 
entities, as determined by the Department of Justice, for the 
purpose of educating practitioners and others in lieu of 
disciplinary, civil, or crilninal actions. Data Inay be provided to 
public or private entities, as approved by the DepartInent of 
Justice, for educational, peer review, statistical, or research 
purposes, provided that patient information, including any 
infonnation that Inay identify the patient, is not cOlnprOlnised. 
Further, data disclosed to any individual or agency as described 
in this subdivision shall not be disclosed, sold, or transferred to 
any third party. 

(d) For each prescription for a Schedule II, Schedule III, or 
Schedule IV controlled substance, the dispensing pharmacy shall 
provide the following infonnation to the Departlnent of Justice in 
a frequency and fonnat specified by the Departlnent of Justice: 

(l) Full nmne, address, and the telephone nUlnber of the 
ultimate user or research subject, or contact information as 
determined by the Secretary of the United States Departlnent of 
Health and HUlnan Services, and the gender, and date of birth of 
the patient. 

(2) The prescriber's category of licensure and license number; 
federal controlled substance registration nUlnber; and the state 
Inedical license number of any prescriber using the federal 
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controlled substance registration nUlnber of a 
government-exempt facility. 

(3) Pharmacy prescription number, license number, and 
federal controlled substance registration nUlnber. 

(4) NDC (National Drug Code) number of the controlled 
substance dispensed. 

(5) Quantity of the controlled substance dispensed. 
(6) ICD-9 (diagnosis code), if available. 
(7) Number of refills ordered. 
(8) Whether the drug was dispensed as a refill-& of a 

prescription or as a first-time request. 
(9) Date of origin of the prescription. 
(10) Date of dispensing of the prescription. 
(e) This section shall become operative on January 1, 2005. 
SEC. 4. Section 11165.1 of the Health and Safety Code is 

atnended to read: 
11165.1. (a) (1) A licensed health care practitioner eligible 

to prescribe Schedule II, Schedule III, or Schedule IV controlled 
substances or a phannacist Inay Inake a written request for, and 
the Departlnent of Justice Inay release to that practitioner or 
phannacist, the history of controlled substances dispensed to an 
individual under his or her care based on data contained in 
CURES. 

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

(b) In order to prevent the inappropriate, iInproper, or illegal 
use of Schedule II, Schedule III, or Schedule IV controlled 
substances, the Departlnent of Justice may initiate the referral of 
the history of controlled substances dispensed to an individual 
based on data contained in CURES to licensed health care 
practitioners, phannacists, or both, providing care or services to 
the individual. 

(c) The history of controlled substances dispensed to an 
individual based on data contained in CURES that is received by 
a practitioner or phannacist from the Departlnent of Justice 
pursuant to this section shall be considered medical information 
subject to the provisions of the Confidentiality of Medical 
Infonnation Act contained in Part 2.6 (cOlmnencing with Section 
56) of Division 1 of the Civil Code. 
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SEC. 5. Section 11190 of the Health and Safety Code is 
mnended to read: 

11190. (a) Every practitioner, other than a phannacist, who 
prescribes or adlninisters a controlled substance classified in 
Schedule II shall make a record that, as to the transaction, shows 
all of the following: 

(1) The nmne and address of the patient. 
(2) The date. 
(3) The character, including the name and strength, and 

quantity of controlled substances involved. 
(b) The prescriber's record shall show the pathology and 

purpose for which the controlled substance was adlninistered or 
prescribed. 

(c) (1) For each prescription for a Schedule II or Schedule III 
controlled substance that is dispensed by a prescriber pursuant to 
Section 4170 of the Business and Professions Code, the 
prescriber shall record and Inaintain the following infonnation: 

(A) Full nan1e, address, and the telephone nUlnber of the 
ultilnate user or research subject, or contact infonnation as 
detennined by the Secretary of the United States DepartInent of 
Health and Human Services, and the gender, and date of birth of 
the patient. 

(B) The prescriber's category of licensure and license nUlnber; 
federal controlled substance registration nUlnber; and the state 
Inedical license number of any prescriber using the federal 
controlled substance registration nUlnber of a 
govenunent-exempt facility. 

(C) NDC (National Drug Code) number of the controlled 
substance dispensed. 

(D) Quantity of the controlled substance dispensed. 
(E) ICD-9 (diagnosis code), if available. 
(F) Nmnber of refills ordered. 
(G) Whether the drug was dispensed as a refill of a 

prescription or as a first-tilne request. 
(H) Date of origin of the prescription. 
(2) Each prescriber that dispenses controlled substances shall 

provide the Departlnent of Justice the information required by 
this subdivision on a weekly basis in a fonnat set by the 
DepartInent of Justice pursuant to regulation. 

(d) This section shall becOlne operative on January 1,2005. 
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SEC. 6. No reimburselnent is required by this act pursuant to 
Section 6 ofArticle XIII B of the California Constitution because 
the only costs that may be incurred by a local agency or school 
district will be incurred because this act creates a new crime or 
infraction, eliIninates a criIne or infraction, or changes the 
penalty for a crime or infraction, within the meaning of Section 
17556 of the Govermnent Code, or changes the definition of a 
crilne within the meaning of Section 6 of Article XIII B of the 
California Constitution. 
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DCALIFORNIA STATE BOARD OF PHARMACY 
BILL ANALYSIS 

BILL NUMBER: SB 1366 VERSION: AMENDED APRIL 4,2006 

AUTHOR:AANESTAD SPONSOR: CALIFORNIA MEDICAL ASSOCIATION 

RECOMMENDED POSITION: NEUTRAL 

SUBJECT: CONTROLLED SUBSTANCES: SPECIALIZED PRESCRIPTION PADS 

Existing Law: 

1) Requires physicians and surgeons to obtain and use forms for controlled substances from 
printers that have been approved by the Department of Justice when prescribing controlled 
substances. (H&S 11161.5) 

2) Specifies the preprinted requirements for controlled substances forms. (H&S 11162.1) 

3) Specifies the type of information that is required to be filled in on a prescription for schedule 
II-V drugs. (H&S 11162.1) 

This Bill: 

1) Eliminates the required use of specialized secure prescription pads for prescribing all scheduled 
drugs. As such, requirements to license security printers are also repealed. 

(H&S 11161, 11161.7, 11162.6, 11167 Amended, 11161.5, 11162.1 Repealed) 

2) Retains the requirements that prescriptions for Schedule II-V drugs contain specified 
information, such as the prescription shall be signed and dated by the prescriber, in ink and 
shall contain the prescriber's address and telephone number; the name of the person for whom 
the controlled substance is prescribed; and the name, quantity, strength, and directions for use 
of the controlled substance prescribed. (H&S 11164 Amended) 

3) Repeals the terminally ill or H&S 11159.2 exemption prescriptions. Repeals the requirement 
that a prescription for a Schedule II controlled substance for use by a patient who has a terminal 
illness shall meet specified requirements. (H&S 11159.2 Repealed) 

4) Eliminates the requirement that the board must notify security printers when a prescriber's 
authority to prescribe controlled substances is restricted by law enforcement or licensing board. 

(H&S 11161.7 Amended) 

Comment: 

1) Author's Intent. The author's intent is to eliminate special prescription forms for prescribing 
controlled substance drugs, because in part, there is no evidence available to show that the use 
of specialized pads has reduced the level of illegal use or dissemination of controlled drugs. The 
author believes the public is better served by tracking controlled substances through the 
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Controlled Substance Utilization Review and Evaluation System (CURES) electronic 
surveillance system. 

2) Brief History of Controlled Substance Forms and Tracking in CA. In 1939, California 
became the first state to instituted the use of specialized triplicate prescription forms to stem the 
abuse of selected dangerous drugs. Over the years the types of prescribed drugs requiring a 
triplicate form was expanded to include Schedule II-V drugs. In 2004, SB 151 eliminated the 
requirement for the use of triplicate forms and replaced it with a requirement to use new security 
printer forms issued by licensed printers. 

In 1996, CURES was created to electronically monitor the prescribing, dispensing, and use of 
schedule II drugs. While this program initiated as a pilot program it has since become a 
permanent program and been expanded to track schedule II and III drugs. 

In 2006, California has the distinction of being one of three states that still requires the use of 
specialized prescription forms for prescribing schedule drugs (see attached chart). Most other 
states have moved away from the specialized forms and rely on CURES, like monitoring 
programs to identify the misuse and abuse of scheduled drugs. 

3) Related Legislation. AB 2986 (Mullin) Controlled substances, prescription requirements, 
sponsored by the Department of Justice, would require security prescription forms to also 
include the telephone number of the ultimate user or research subject, or the contact 
information as determined by the U.S. Secretary of Health and Human Services; check boxes 
so that the prescriber may indicate that a prescription is a first-time request or that a specified 
number of refills of the prescription have been ordered since the first prescription; and the date 
of origin of the prescription. 

4) Previous Legislation. 

SB 734 (Chapter 487, Statutes of 2005) made clean-up changes to facilitate the effective 
operation of the CURES, the prescribing and dispensing of controlled substances, and the 
program duties of the Bureau of Narcotics Enforcement. Among other provisions it transfered 
the approval of security printers from the board to the Department of Justice. 

SB 151 (Chapter 406, Statutes of 2003) implementing the "Pain Treatment and Diversion Act of 
2003," the Controlled Substances Utilization Review and Evaluation System (CURES) became 
permanent. 

AB 2018 (Chapter 1092, Statutes of 2002) provided changes to the triplicate pad and established 
a process for correction of prescription errors. 

AB 2693 (Chapter 789, Statutes of 1998) exempted Schedule II controlled substances for patients 
with terminal illnesses from triplicate prescription form requirements. 

AB 3042 (Chapter 738, Statutes of 1996) created the CURES program on a pilot basis. 

5) History. 

2006 
Apr. 6 Set for hearing April 25. 
Apr. 5 Re-referred to Com. on PUB. S. 
Apr. 4 From committee with author's amendments. Read second time. Amended. Re-

referred to committee. 
Mar. 2 To Com. on RLS. 
Feb. 22 From print. May be acted upon on or after March 24. 
Feb. 21 Introduced. Read first time. To Com. on RLS. for assignment. To print. 
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AMENDED IN SENATE APRIL 4, 2006 


SENATE BILL No. 1366 


Introduced by Senator Aanestad 

February 21,2006 

An act to atnend Sections 11159.2, 11161, 11162.6, 11164, 
11164.1, 11165, 11167, and 11167.5 of the Health and Safety Code, 
relating to controlled substances. 

LEGISLATIVE COUNSEL'S DIGEST 

SB 1366, as amended, Aanestad. Controlled substances. 
Existing law regulates the preseription of controllcd substanccs, as 

speeified. 
This bill would makc technical, nonsubstantivc changes to these 

PIO visions. 
Existing law requires an authorized prescriber to write 

prescriptions for controlled substances on a specialized secured 
prescription form, and makes exceptions therefore. 

This bill would remove the requirement that authorized persons 
write prescriptions for controlled substances on a specialized secured 
prescription form and delete the exceptions therefore. 

Existing law allows a court to require a prescriber to turn over his 
or her specialized secured prescription forms for controlled 
substances when the prescriber is charged with a specified felony 
offense. 

This bill would allow the court to issue an order prohibiting the 
prescriber from prescribing controlled substances when the 
prescriber is charged with a specified felony offense. Because a 
violation of this requirement would be a crime, the bill would impose 
a state-mandated local program. 
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Existing law makes it a crime to counterfeit a secured controlled 
substance prescription form. 

This bill would repeal that crime. 
The California Constitution requires the state to reimburse local 

agencies and school districts for certain costs mandated by the state. 
Statutory provisions establish procedures for making that 
reimbursement. 

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

Vote: majority. Appropriation: no. Fiscal comlnittee: flft-yes. 
State-lnandated local progratn: flft-yes. 

The people ofthe State ofCalifornia do enact as follows: 
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SECTION l. Seetion 11159.2 of the Health and Safety Code 
is amended to read. 

11159.2. (a) Notwithstanding any other prov'ision of law, a 
prescription for a controlled substance for use by a patient vV'ho 
has a tenninal illness Inay be written on a prescription form that 
does not Ineet the requirements of Section 11162.1 if the 
prescription Ineets the folIo wing requireinents: 

(1) Contain the infonnation specified in subdi v ision (a) of 
Section 11164. 

(2) Indicate that the prescriber has certified that the patient is 
tenninally ill by the vV'ords "11159.2 exeInption." 

(b) A phannaeist Inay fill a prescription pursuant to this 
section vv'hen there is a technical error in the certification 
required by paragraph (2) of subdivision (a), provided that he or 
she has personal kno vv ledge of the patient's tenninal illness, and 
subsequently returns the prescription to the prescriber for 
correction within 72 hours. 

(e) For purposes of this section, "tenninally ill" Ineans a 
patient who Ineets all of the follo"vving conditions: 

(1) In the reasonable Inedieal judginent of the prescribing 
physician, the patient has been detennined to be suffering from 
an illness that is incurable and irreversible. 

(2) In the reasonable medical judginent of the prescribing 
phy sieian, the patient's illness w ill, if the illness takes its nOflnal 
course, bring about the death of the patient within a period of one 
year. 
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(3) Thc patient's treattneItt by the physician: prescribing a 
controlled substance pursuant to this section primarily is for the 
control of pain, sy mptOln Inanagemcnt, or both, rather than for 
cure ofthc illness. 

SECTION 1. Section 11159.2 of the Health and Safety Code 
is repealed. 

11159.2. (a) Notwithstanding any other provision of law, a 
prescription for a controllcd substance for usc by a patient vvho 
has a tenninaI illncss Inay be written on a prescription form that 
does not Incct the rcquiremcnts of Section 11162.1 if thc 
prescription Inects the folloVv ing requireinents: 

(1) Contain the infonnation spceificd in subdivision (a) of 
Section 11164. 

(2) Indicate that thc preseribcr has certified that the paticnt is 
tenninally ill by the words "11159.2 cXClnption." 

(b) A phannaeist Inay fill a prcscription pursuant to this 
section when there is a technical error in thc certification 
requircd by paragraph (2) of subdivision (a), provtidcd that he or 
she has personal know ledge of the patient's tenninal illness, and 
subscqucntly rctulns the prcscription to thc prescriber for 
corrcetion within 72 hours. 

(c) POI pUIposes of this scction, "tenninally ill" Incans a 
patient \7V ho Inects all of the follo wing conditions. 

(1) In thc reasonable Inedieal j udgIncnt of thc prescribing 
physician, the patient has been detennincd to bc suffering frOln 
an illness that is incurable and irrc versible. 

(2) In thc reasonable Inedical judglnent of the prescribing 
physician, the patient's illncss will, if the illncss takes its nonnal 
course, bring about the death of the patient within a period of one 
year. 

(3) The patient's treattncnt by thc phy sician prcseIibing a 
controlled substance pursuant to this section priinalily is for the 
control of pain, symptOln Inanagclnent, or both, rather than for 
cure of the illness. 

(d) This section shall bceOlnc operathe on July 1, 2004. 
SEC. 2. Section 11161 of thc Health and Safety Code is 

amcnded to read: 
11161. (a) When a practitioner is nmned in a warrant of 

arrcst or is charged in an accusatory pleading with a felony 
violation of Section 11153, 11154, 11156, 11157, 11170, 11173, 
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11350,11351,11352,11353,11353.5,11377,11378,11378.5, 
11379, 11379.5, or 11379.6, the court in which the accusatory 
pleading is filed or the magistrate who issued the warrant of 
arrest shall, upon the motion of a law enforcelnent agency which 
is supported by reasonable cause, issue an order vv'hich rcquircs 
thc practitioncr to sUfIcndcr to the clerk of the court all controlled 
substance prcseription fonns in the practitioncr's possession at a 
timc set in the order and v\i hich prohibits the practitioncr from 
obtaining, ordering, or using any additional preseription fonns. 
prohibiting the practitioner from prescribing controlled 
substances. The law enforcement agency obtaining the order 
shall notify the Department of Justice of this order. Exccpt as 
provided in subdivisions (b) and (c) of this section, the order 
shall remain in effect until furthcr order of the court. Any 
practitioner possessing prescription fonns who prescribes 
controlled substances in violation of the order is guilty of a 
misdemeanor. 

(b) Thc order provided by subdivision ( a) shall be vacated if 
the court or magistrate finds that the underlying violation or 
violations are not supported by reasonable cause at a hearing held 
within two court days aftcr the practitioncr filcs and pcrsonally 
serves upon the prosecuting attorney and the law enforcelnent 
agency that obtained the order, a notice of motion to vacate the 
order with any affidavits on which the practitioner rclies. At the 
hearing, the burden of proof, by a preponderancc of the evidence, 
is on the prosecution. Evidence presented at the hearing shall be 
lilnited to the warrant of arrest with supporting affidavits, thc 
Inotion to require prohibit the defendant to surrender controlled 
substanee prescription fonns and to prohibit the defendant from 
obtaining, ordering, or using controlled substancc prescription 
forms, vv ith from prescribing controlled substances with 
supporting affidavits, the sworn complaint together with any 
doculnents or reports incorporated by reference thereto which, if 
based on infonnation and belief, state the basis for the 
infonnation, or any other doculnents of silnilar reliability as well 
as affidavits and counter affidavits submitted by the prosecution 
and defense. Granting of thc Inotion to vacate the order is no bar 
to prosecution of the alleged violation or violations. 

(c) The defendant may elect to challenge the ordcr issued 
under subdivision (a) at the prelilninary exmnination. At that 
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hearing, the evidence shall be limited to that set forth in 
subdivision (b) and any other evidence otherwise admissible at 
the preliminary examination. 

(d) If the practitioner has not moved to vacate the order issued 
under subdivision ( a) by the time of the prelilninary examination 
and he or she is held to answer on the underlying violation or 
violations, the practitioner shall be precluded from afterwards 
moving to vacate the order. If the defendant is not held to answer 
on the underlying charge or charges at the conclusion of the 
prelilninary examination, the order issued under subdivision ( a) 
shall be vacated. 

(e) Notwithstanding subdivision (d), any practitioner who is 
diverted pursuant to Chapter 2.5 (cOlmnencing with Section 
1000) of Title 7 of Part 2 of the Penal Code Inay file a motion to 
vacate the order issued under subdivision ( a). 

SEC. 3. Section 11161.5 of the Health and Safety Code is 
repealed. 

11161.5. (a) Preseription fonTIs for eontrolled substance 
preseriptions shall be obtained from seeurity printers appro v ed 
by the Department of Justice. 

(b) The department Inay appro v e seeurity printer applications 
after the applieant has pr 0 v ided the folIo vv ing information. 

(1) NaiTIe, address, and telephone nmMer of the applicant. 
(2) Polieies and procedures of the applieant for verify ing the 

identity of the preseriber ordering eontrolled substanee 
preseription fonTIs. 

(3) Polieies and procedures of the applicant for v crify ing 
delivcry of controllcd substancc prcscription forms to 
prescribcrs. 

(4) (A) Thc location, namcs, and titlcs ofthc applicant's agcnt 
for scrv icc ofplocess in this state, all principal corporatc officcrs, 
if any; and alllTIanaging gcncral partncrs, if any. 

(B) A report containing this infonTIation shaH bc made on an 
annual basis and vv ithin 30 day s aftcr any change of office, 
principal corporatc officcrs, or ITIanaging gcneral partncr. 

(5) (A) A signcd statclTIent indicating vvhcthcr thc applicant, 
prineipal corporatc officcrs, or ITIanaging gcncral partncrs ha vTe 
evcr becn convictcd of, or plcd no contest to, a violation of any 
law of a foreign eountry, the United States, or aIlY state, or of any 
local ordinance. 
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(B) The department shall provide the applicant vv ith the means 
and direction to pro vide fingerprints and related information, in a 
Ina1l1ler specified by the departlnent, for the purpose of 
eOlnpleting state, federal, or foreign criminal background cheeks. 

(C) Aft) applicant described in subdi v ision (b) shall submit his 
Of her fingerprint images and related infOlmation to the 
department, for the purpose of the department obtaining 
infonnation as to the existence and nature of a record of state, 
federal, or foreign Ie v el eonv ietions and state, federal, or foreign 
le v el arrests for which the department establishes that the 
applicant was released on bailor on his or her OVv n recognizance 
pending trial, as described in subdivision (I) of Section 11105 of 
the Penal Code. Requests for federal Ie vel criminal offender 
record information received by the departinent pursuant to this 
section shall be forwarded to the Federal Bureau of Investigation 
by the departillent. 

(D) The department shall assess against each applicant a fee 
detenllincd by thc departlncnt to bc sufficient to co vcr all 
processing, Inaintenancc, and investigativc costs gcncrated frOlll 
or associated vvith eOlnpleting state, fedcral, or foreign 
background checks pursuant to this section vvith rcspect to that 
applicant, the fee shall be paid by the applicant at the titne he Of 

she subinits fingerprints and relatcd infOlmation to thc 
departlnent. 

(E) The departlllcnt shall retain fingerprint itnpressions and 
related infoftnation for subsequent arrest notification pursuant to 
Section 11105.2 of the Pcnal Codc for all applicants. 

(c) Thc dcpartillent may, within 60 calendar day s of rcecipt of 
the application fTOlll the applicant, deny thc security printer 
application. 

(d) Thc departillent Inay dcft) a security printcr application on 
any ofthc following grounds. 

(1 ) Thc applicant, any indi vidual oVv'ner, partner, corporatc 
officer, Inanagcr, agent, rcprescntative, einploycc, or 
subcontractor for thc applicant, who has direct access, 
11lanagClnent, or control of controllcd substance prescription 
fonns has been convicted of a critne. A conviction within the 
Ineaning of this paragraph Ineans a plea Of verdict of guilty Of a 
conTv ietion folIo wing a pIca of nolo contendere. Aft) action 
vvthich a board is permitted to take folIo wing the estabiishinent of 
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a eon v ietion may be taken vvhen the time for frl'peal has elfrl'sed, 
the judgment of eonv ietion has been affirmed on frl'peal, or vvhen 
an order granting probation is made suspending the imposition of 
sentence, irrespective of a subsequent order under the provisions 
of Section 1203.4 of the Penal Code. 

(2) The frl'plieant committed any act involving dishonesty, 
f1 aud, OI deceit vv ith the intent to substantially benefit himself, 
herself, or another, or substantially injure another. 

(3) The applicant eOIl1:l1titted any act that vvould constitute a 
violation of this di vision. 

(4) The applicant kno vv ingly made a false statement of fact 
required to be re v ealed in the frl'plieation to produce controlled 
substance prescription forms. 

(5) The departtnent determines that the applicant failed to 
dCluonstrate adequate security proeedur es relating to the 
production and distribution of controlled sdbstanee prescription 
form:s:

(6) The departtuent determines that the frl'plieant has 
subluitted an ineOlnplete application. 

(7) As a condition for its appro val as a security printer, an 
applicant shall authorize the Departluent of Justice to luake any 
exaluination of the books and reeOIds of the frl'plieant, or to visit 
and inspect the applicant during business hOUlS, to the extent 
deemed necessary by the board or department to properly enforce 
this section. 

(e) An frl'pro v cd applicant shall submit an exemplar of a 
controlled substance prescription fonll, with all security features, 
to the Department of Justice vv ithin 30 days of initial production. 

(f) The department shall luaintain a list of approved security 
printers and the departluent shallluake this infonuation a vailable 
to prescribers and other appropriate go vemluent agencies, 
including the Board ofPhanuaey. 

(g) Before printing any controlled substance prescription 
fonus, a security printer shall verify with the appropriate 
licensing board that the prescriber possesses a license and current 
prescribing pri v ileges vv hieh penuits the prescribing of controlled 
substances. 

(h) Controlled substance prescription forms shall be provided 
directly to the prescriber either in person, by certified luail, or by 
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a lllCans that rcquircs a signaturc signifying rcccipt of thc 
packagc and provision of that signaturc to thc sccurity printcr. 

(i) Sccurity printcrs shall rctain ordcring and deli v cry rccords 
in a rcadily rctric v able flaMcr for individual prcscribcrs for thrcc 
yetl:fS7 

(j) Sccurity printcrs shall producc ordcring and delivcry 
rccords upon rcqucst by an authorizcd officcr of thc law as 
dcfincd in Scction 4017 of thc B usincss and Professions Codc. 

(k) (1) Thc dcpartlncnt may rc v okc its appro v al of a scc urity 
printcr for a v iolation of this di v ision or action that vvould pcftTIit 
a dcnial pur suant to subdi v ision (d) of this scction. 

(2) Whcn thc dcpartlncnt rc v okcs its appro val, it shall notify 
thc appropriatc liccnsing boards and rcmo vc thc sccurity printcr 
from thc list ofapprovcd sccurity printcrs. 

SEC. 4. Section 11161.7 of the Health and Safety Code is 
amended to read: 

11161.7. (a) Whcn a prcscriber's authority to prescribe 
controlled substances is restricted by civil, crilninal, or 
adlninistrative action, or by an order of the court issued pursuant 
to Section 11161, the law enforcelnent agency or licensing board 
that sought the restrictions shall provide the name, category of 
licensure, license nUlnber, and the nature of the restrictions 
ilnposed on the prescriber to sccurity printcrs, the Departlnent of 
Justice, and the Board of Phannacy. 

(b) The Board of Phannacy shall make available the 
infonnation required by subdivision ( a) to phannacies and 
security printcrs to prevent the dispensing of controlled substance 
prescriptions issued by the prescriber and thc ordcring of 
additional eontrollcd substance prcscription fonns by the 
rcstrictcd prcscribcr. 

SEC. 5. Section 11162.1 of the Health and Safety Code is 
repealed. 

11162.1. (a) The prescription fonns for controllcd substanccs 
shall bc printcd vtith thc folIo vv ing featurcs: 

(1) A latcnt, rcpctiti v c "v oid" pattcrn shall bc printcd across 
the entire front of thc prescription blank; if a prescription is 
scanncd or photocopied, thc vv ord "v oid" shall appear in a pattcrn 
across thc cntirc front ofthc prcscription. 
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(2) A vvatennark shall be printed Oft the backside of the 
preseriptioft blank, the vvatermark shall consist of the words 
"California Security Preseriptioft." 

(3) A ehelllieal void proteetioft that prevents alteratioft by 
ehelnieal vv ashiftg. 

(4) A featule plinted ift thelmo-ehlomie ink. 
(5) An area of opaque writing so that the ~liting disappeals if 

the prescription is lightefted. 
(6) A description of the security features iftcluded on each 

preseriptioft form. 
(7) (A) Six quantity check off boxes shall be printed Oft the 

form aftd the follo vv ing quafttities shall appear. 
~ 

2-5=49 
5B=74 
75 100 
101 150 
151 aftd over. 
ED) In eonj uftetioft vv ith the quafttity boxes, a space shall be 

pro v ided to desigftate the uftits referefteed in the quafttity boxes 
when the drug is ftot in tablet or capsule fonn. 

(8) Pleseription blanks shall contain a statement printed on the 
bottOln of the preseliption blank that the "Pleseription is void if 
the nUIl1ber of drugs prescribed is not ftoted." 

(9) The preprinted ftalne, category of licensure, lieeftse 
ftulnbef, federal controlled substance fegistratioft nmnber of the 
preseribiftg practitioner. 

(10) A check box iftdieatiftg the prescriber's order not to 
substitute. 

(11) An identifying nmMel assigned to the apploved security 
printel by the Departlnent of Justice. 

(12) (A) A check box by the ftame of each prescriber vv hen a 
prescription fonn lists Inultiple prescribers. 

(D) Each prescriber who signs the preseriptioft form shall 
identify hitnself or herself as the prescriber by checking the box 
by their nalne. 

Eb) Each batch ofeOlltrolled substance preseriptioft fonns shall 
ha ve the lot nUlMel 1'1 inted on the fonn and each form w ithift 
that batch shall be n-ulnbered sequentially begitmiftg vv ith the 
ftulTIeralone. 
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(e) (1) A prescriber designated by a licensed health care 
facility, a clinic specified in Section 1200, or a clinic specified in 
subdivision (a) of Section 1206 that has 25 or more phy sieians or 
surgeons may order controlled substance prescription forms for 
use by prescribers vv'hen treating patients in that facility vv ithout 
the information required in paragraph (9) of subdivision (a) or 
paragraph (3) of this subdi vision. 

(2) Fonns ordered pursuant to this subdi v ision shall ha vIe the 
nalTIe, category of licensure, license nUIl1ber, and federal 
controlled substance registration nUlnber of the designated 
prescriber and the nalTIe, address, category of licensure, and 
license nUlnber of the licensed health care facility the clinic 
specified in Section 1200, or the clinic specified in subdi vision 
(a) of Section 1206 that has 25 OI 1nore phy sieians OI surgeons 
preprinted on the fonn. 

(3) FonllS ordered pursuant to this section shall not be valid 
prescriptions Vv ithout the natne, category of licensure, license 
nunwer, and federal controlled substance registration number of 
the prescriber on the fonn. 

(4) (A) Except as provided in subparagraph (B), the designated 
prescriber shall 1TIaintain a record of the prescribers to Vv'hOlTI the 
controlled substance prescription forms are issued, that shall 
include the nalTIe, category of lieensUIe, license nUlTIber, federal 
controlled substance registration nUI11ber, and the quantity of 
controlled substance prescription fonns issued to each prescriber 
and be 1naintained in the health facility for three years. 

(B) Fonns ordered pursuant to this subdivision that are printed 
by a eOlnputerized prescription generation sy stem shall not be 
subject to the requirements set forth in subparagraph (A) or 
paragraph (7) of subdi v ision (a). FonTIs printed pur suant to this 
s ubdi v ision that ar e pI inted by a eOlllPuter ized prescription 
generation sy stem Inay contain the prescriber's name, category of 
professional licensure, license nUnWeI, federal controlled 
substance registration nunwer, and the date of the prescription. 

(d) This section shall become operative on July 1,2004. 
SEC. 3. 
SEC. 6. Section 11162.6 of the Health and Safety Code is 

mnended to read: 
11162.6. (a) Every person who counterfeits a eOIttrolled 

substance prescription form shall be guilty of a lTIisdelneanor 



1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 

-11- SB 1366 

punishable by imprisomnent in a county jail for not more than 
one year, by a fine not exceeding one thousand dollars ($1,000), 
or by both that imprisomnent and fine. 

(b) Every person vv'ho knowingly possesses a counterfeited 
controlled substance prescription forill shall be guilty of a 
Inisdelneanor punishable by itnplisomnent in a county jail not 
exceeding six months, by a fine not exceeding one thousand 
dollars ($1,000), or by both that imprisomnent and fine. 

te}-Every person who attempts to obtain or obtains a 
controlled substance prescription form under false pretenses shall 
be guilty of a misdemeanor punishable by imprisonment in a 
county jail not exceeding six months, by a fine not exceeding one 
thousand dollars ($1,000), or by both that imprisonment and fine. 

(d) E vcry person vv ho fraudulently produces conti olled 
substance prescription fOflns shall be guilty of a misdemeanor 
punishable by iUlprisomnent in a eo unty j ail not exceeding six 
Inonths, by a fine not exceeding one thousand dollars ($1,000), or 
by both that imprisonment and fine. 

SEC. 4. 
SEC. 7. Section 11164 of the Health and Safety Code is 

mnended to read: 
11164. Except as provided in Section 11167, no person shall 

prescribe a controlled substance, nor shall any person fill, 
cOlnpound, or dispense a prescription for a controlled substance, 
unless it complies with the requirelnents of this section. 

(a) Each prescription for a controlled substance classified in 
Schedule II, III, IV, or V, except as authorized by subdivision 
(b), shall be Inade on a controlled substance prescription fonn as 
specified in Section 11162.1 and shall Ineet the following 
requirelnents: 

(1) The prescription shall be signed and dated by the 
prescriber in ink and shall contain the prescriber's address and 
telephone number; the name of the person for whom the 
controlled substance is prescribed; and the nmne, quantity, 
strength, and directions for use of the controlled substance 
prescribed. 

(2) The prescription shall also contain the address of the 
person for whom the controlled substance is prescribed. If the 
prescriber does not specify this address on the prescription, the 
pharmacist filling the prescription or an elnployee acting under 
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the direction of the pharmacist shall write or type the address on 
the prescription or maintain this infonnation in a readily 
retrievable form in the phannacy. 

(b) (1) Notwithstanding paragraph (1) of subdivision (a) of 
Section 11162.1, any controlled substance classified in Schedule 
III, IV, or V Inay be dispensed upon an oral or electronically 
translnitted prescription, which shall be produced in hard copy 
form and signed and dated by the pharmacist filling the 
prescription or by any other person expressly authorized by 
provisions of the Business and Professions Code. Any person 
who translnits, maintains, or receives any electronically 
transmitted prescription shall ensure the security, integrity, 
authority, and confidentiality of the prescription. 

(2) The date of issue of the prescription and all the information 
required for a written prescription by subdivision (a) shall be 
included in the written record of the prescription; the phannacist 
need not include the address, telephone nUlnber, license 
classification, or federal registry nUlnber of the prescriber or the 
address of the patient on the hard copy, if that infonnation is 
readily retrievable in the phannacy. 

(3) Pursuant to an authorization of the prescriber, any agent of 
the prescriber on behalf of the prescriber Inay orally or 
electronically transmit a prescription for a controlled substance 
classified in Schedule III, IV, or V, if in these cases the written 
record of the prescription required by this subdivision specifies 
the nalne of the agent of the prescriber translnitting the 
prescription. 

(c) The use of cOlmnonly used abbreviations shall not 
invalidate an otherwise valid prescription. 

(d) Notwithstanding any provision of subdivisions (a) and (b), 
prescriptions for a controlled substance classified in Schedule V 
Inay be for Inore than one person in the Salne falnily with the 
Salne Inedical need. 

SEC.5. 
SEC. 8. Section 11164.1 of the Health and Safety Code is 

alnended to read: 
11164.1. (a) (1 ) Notwithstanding any other provision of 

law, a prescription for a controlled substance issued by a 
prescriber in another state for delivery to a patient in another 
state may be dispensed by a California phannacy, if the 
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prescription confonns with the requirelnents for controlled 
substance prescriptions in the state in which the controlled 
substance was prescribed. 

(2) All prescriptions for Schedule II and Schedule III 
controlled substances dispensed pursuant to this subdivision shall 
be reported by the dispensing phannacy to the Department of 
Justice in the Inanner prescribed by subdivision (d) of Section 
11165. 

(b) Phannacies may dispense prescriptions for Schedule III, 
Schedule IV, and Schedule V controlled substances from 
out-of-state prescribers pursuant to Section 4005 of the Business 
and Professions Code and Section 1717 of Title 16 of the 
California Code of Regulations. 

SEC. 6. 
SEC. 9. Section 11165 of the Health and Safety Code is 

atnended to read: 
11165. (a) To assist law enforcelnent and regulatory 

agencies in their efforts to control the diversion and resultant 
abuse of Schedule II and Schedule III controlled substances, and 
for statistical analysis, education, and research, the Department 
of Justice shall, contingent upon the availability of adequate 
funds fronl the Contingent Fund of the Medical Board of 
California, the Phannacy Board Contingent Fund, the State 
Dentistry Fund, the Board of Registered Nursing Fund, and the 
Osteopathic Medical Board of California Contingent Fund, 
Inaintain the Controlled Substance Utilization Review and 
Evaluation System (CURES) for the electronic Inonitoring of the 
prescribing and dispensing of Schedule II and Schedule III 
controlled substances by all practitioners authorized to prescribe 
or dispense these controlled substances. 

(b) The reporting of Schedule III controlled substance 
prescriptions to CURES shall be contingent upon the availability 
of adequate funds frOln the Departlnent of Justice. The 
Departlnent of Justice Inay seek and use grant funds to pay the 
costs incurred frOln the reporting of controlled substance 
prescriptions to CURES. Funds shall not be appropriated frOln 
the Contingent Fund of the Medical Board of California, the 
Phannacy Board Contingent Fund, the State Dentistry Fund, the 
Board of Registered Nursing Fund, the Naturopathic Doctor's 
Fund, or the Osteopathic Medical Board of California Contingent 
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Fund to pay the costs of reporting Schedule III controlled 
substance prescriptions to CURES. 

(c) CURES shall operate under existing provisions of law to 
safeguard the privacy and confidentiality of patients. Data 
obtained frOln CURES shall only be provided to appropriate 
state, local, and federal persons or public agencies for 
disciplinary, civil, or criminal purposes and to other agencies or 
entities, as determined by the Department of Justice, for the 
purpose of educating practitioners and others in lieu of 
disciplinary, civil, or criminal actions. Data Inay be provided to 
public or private entities, as approved by the Department of 
Justice, for educational, peer review, statistical, or research 
purposes, provided that patient information, including any 
infonnation that may identify the patient, is not cOlnpromised. 
Further, data disclosed to any individual or agency as described 
in this subdivision shall not be disclosed, sold, or transferred to 
any third party. 

(d) For each prescription for a Schedule II or Schedule III 
controlled substance, the dispensing phannacy shall provide the 
following information to the Department of Justice in a 
frequency and format specified by the Departlnent of Justice: 

(1) Full nmne, address, gender, and date of birth of the patient. 
(2) The prescriber's category of licensure and license number; 

federal controlled substance registration nUlnber; and the state 
medical license nUlnber of any prescriber using the federal 
controlled substance registration nUlnber of a 
govermnent-exelnpt facility. 

(3) Phannacy prescription nUlnber, license nUlnber, and 
federal controlled substance registration number. 

(4) NDC (National Drug Code) number of the controlled 
substance dispensed. 

(5) Quantity of the controlled substance dispensed. 
(6) ICD-9 (diagnosis code), if available. 
(7) Date of issue of the prescription. 
(8) Date of dispensing of the prescription. 
SEC. 7. 
SEC. 10. Section 11167 of the Health and Safety Code is 

mnended to read: 
11167. Notwithstanding subdivision (a) of Section 11164, in 

an elnergency where failure to issue a prescription Inay result in 
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loss of life or intense suffering, an order for a controlled 
substance Inay be dispensed on an oral order, an electronic data 
translnission order, or a written order not Inade on a eontrolled 
substance [onTI as specified in Section 11162.1 , subject to all of 
the following requirelnents: 

(a) The order contains all information required by subdivision 
(a) of Section 11164. 

(b) Any written order is signed and dated by the prescriber in 
ink, and the pharmacy reduces any oral or electronic data 
translnission order to hard copy form prior to dispensing the 
controlled substance. 

(c) The prescriber provides a written prescription-em---a 
controlled substance prescription [onn that lTIeets the 
requirements of Section 11162.1, by the seventh day following 
the translnission of the initial order; a postInark by the seventh 
day following translnission of the initial order shall constitute 
cOlnpliance. 

(d) If the prescriber fails to cOlnply with subdivision (c), the 
phannacy shall so notify the Bureau of Narcotic Enforcelnent in 
writing within 144 hours of the prescriber's failure to do so and 
shall Inake and retain a hard copy, readily retrievable record of 
the prescription, including the date and Inethod of notification of 
the Bureau ofNarcotic Enforcement. 

SEC. 8. 
SEC. 11. Section 11167.5 of the Health and Safety Code is 

mnended to read: 
11167.5. (a) An order for a controlled substance classified in 

Schedule II for a patient of a licensed skilled nursing facility, a 
licensed intennediate care facility, a licensed hOlne health 
agency, or a licensed hospice Inay be dispensed upon an oral or 
electronically translnitted prescription. If the prescription is 
translnitted orally, the phannacist shall, prior to filling the 
prescription, reduce the prescription to writing in ink in the 
handwriting of the phannacist on a fonn developed by the 
pharmacy for this purpose. If the prescription is translnitted 
electronically, the phannacist shall, prior to filling the 
prescription, produce, sign, and date a hard copy prescription. 
The prescriptions shall contain the date the prescription was 
orally or electronically transmitted by the prescriber, the name of 
the person for whom the prescription was authorized, the name 
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and address of the licensed skilled nursing facility, licensed 
intennediate care facility, licensed home health agency, or 
licensed hospice in which that person is a patient, the name and 
quantity of the controlled substance prescribed, the directions for 
use, and the name, address, category of professional licensure, 
license number, and federal controlled substance registration 
nUlnber of the prescriber. The original shall be properly endorsed 
by the phannacist with the pharmacy's state license nUlnber, the 
name and address of the phannacy, and the signature of the 
person who received the controlled substances for the licensed 
skilled nursing facility, licensed intennediate care facility, 
licensed hOlne health agency, or licensed hospice. A licensed 
skilled nursing facility, a licensed intennediate care facility, a 
licensed hOlne health agency, or a licensed hospice shall forward 
to the dispensing phannacist a copy of any signed telephone 
orders, chart orders, or related documentation substantiating each 
oral or electronically transmitted prescription transaction under 
this section. 

SEC. 12. No reimbursement is required by this act pursuant 
to Section 6 of Article XIII B of the California Constitution 
because the only costs that may be incurred by a local agency or 
school district will be incurred because this act creates a new 
crime or infraction, eliminates a crime or infraction, or changes 
the penalty for a crime or infraction, within the meaning of 
Section 17556 ofthe Government Code, or changes the definition 
ofa crime within the meaning ofSection 6 ofArticle XIII B ofthe 
California Constitution. 




